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Introduction and Summary
The use of air medical transport evolved from military experience, initially using fixed wing transport in the Second World War, with the widening use of helicopters initiated in the Korean conflict. Rapid trauma response systems built around helicopters were fully deployed in the Vietnam conflict. The military experience in managing trauma with rapid transport migrated to the civilian arena in the early 1970’s. 

As reported in a white paper by the Foundation for Air Medical Research and Education, cited and presented in Appendix 3:

 “The Maryland State Police aviation program… in March, 1970, became ‘the first civilian agency to transport a critically injured trauma patient by helicopter.’ The first civilian hospital-based medical helicopter service was established in 1972 at St. Anthony’s Hospital in Denver, Colorado. 
“By 1980, some 32 helicopter emergency medical services (HEMS) programs with 39 helicopters were flying more than 17,000 patients a year. By 1990, this grew to 174 services with 231 helicopters flying nearly 160,000 patients. Ten years later, 231 helicopter services with 400 aircraft were flying over 203,000 patients each year.  By 2005, 272 services operating 753 rotor-wing (helicopter) and 150 dedicated fixed wing aircraft were in operation.  There are now approximately a half-million helicopter and fixed wing transports each year.”  This represents only approximately 3% of the ambulance transports to hospitals estimated to occur each year. However, being a relatively expensive and relatively rapidly growing emergency medical service provider segment which is being assimilated in traditional systems of ground EMS providers, it is of great interest. 
Historically, air medical service (AMS) programs developed as components of hospital trauma programs and were owned and operated by these early trauma centers. Most early programs were staffed with nurse/nurse or nurse/physician teams with a physician level scope of practice rather than the evolving scope of practice for EMTs and paramedics predominantly housed in the public safety system. Many AMS providers focused their services on interfacility, high acuity transfers and often across state and even national borders.  These characteristics often influenced the development of air ambulance systems to be in parallel with, or in isolation from, the development of the wider EMS system. As a result, today’s AMS systems in many states are often regarded as peripheral components of the EMS system, and lack the operational and state government regulatory integration experienced by ground EMS providers.
While earlier focus was on the unique ability of aircraft to provide rapid transport, current practice is centered on the added ability to deliver tertiary facility type critical care capabilities to an injured or ill patient whether in a community hospital, at an accident scene, or during transport. Critical injury remains a daunting challenge with recent data from the Agency for Healthcare Research and Quality (AHRQ) identifying trauma as the nation’s costliest medical problem. Over the last three decades of EMS system development, the availability of helicopter EMS (HEMS) has grown to meet this challenge and has become an expectation in the delivery of contemporary trauma system care.  

Largely because of changes in the healthcare system, the last decade has seen substantial growth in the number of air medical service (AMS) provider agencies and aircraft transporting patients both between hospitals and directly from emergency scenes to hospitals. Rural hospital conversion to Critical Access Hospital (CAH) status is an example of such change. This rapid growth is coupled with uncoordinated changes in the organization of services such as the appearance of multiple AMS providers within distinct hospital catchment areas and the evolution of multi-state regional AMS provider organizations.  The corporate organization and financing of air medical services has also undergone change. This has evolved amidst substantial variation in state and territorial regulation of the establishment and operation of air medical services and in the degree of integration of AMS within regional and state EMS systems. A 2006 report on EMS by the Institute of Medicine recommends that states assert their authority in regulating the medical aspects of AMS and improve its integration within their EMS systems.1
This paper was developed as a cooperative project among the National Association of State EMS Officials, (NASEMSO), the National Association of EMS Physicians (NAEMSP), and the Association of Air Medical Services (AAMS). It is designed as a resource guide for state EMS system leaders, planners, and regulators to appreciate the similarities and differences between the ground and air components of the EMS system, and their development, integration, and regulation within that EMS system. 
An “interrogatory format” has been used to facilitate understanding this complex issue.  In this format, EMS leaders are provided with an overview of the issue and its components.  They are then presented a set of “core principles” which are a key foundation for successful development, integration, and regulation within the EMS system.  Also presented, in the Appendices, are resources for EMS leaders to use in this process in their states.  These include a sample set of EMS regulations taken from one state and modified to reflect some of the issues discussed here, sample policies and guidelines from national expert groups in this area, and references to and content from related federal policy and material. Finally, the paper lists a set of “important questions” which are central to successful air medical development, integration, and regulation within the EMS system.  They are amplified by “rationale” or discussion of the question and relevant factors to consider in answering the question.  It also includes further questions which should be considered by EMS leaders in answering the “important questions” in the environment of their own EMS system and bureaucratic and political arenas.
Overview:  Contrasting Air and Ground Emergency Medical Services
Although there are many similarities between ground and air medical transport providers there are a number of distinct and important differences. 

The ground EMS system does not appear to be growing in terms of the number of provider agencies, while the services offered and how they are organized are somewhat more dynamic.  Ground critical care transport services, for example, appear to be filling a niche previously filled by varying care-levels of ground EMS transport service and by air medical transport under certain conditions. Ground critical care transport and AMS have experienced steady growth because of a wide variety of changes in the broader organization of the healthcare system. Some of these include:

· Loss of full service community hospitals in rural areas

· General contraction of  the healthcare system with loss of emergency departments    and trauma centers

· Decreasing specialist and sub-specialist coverage at community hospitals (e.g. general surgery, neurosurgery, obstetrics, orthopedics)
· Increasing number of time-sensitive therapies requiring major center care (e.g. trauma, cardiac stroke, neonatal)
· Increased specialization/concentration of Neonatal Intensive Care Unit and pediatric services

· Hospital competition for trauma and cardiac patient volume

· Regional corporate health system hub and spoke array development of hospitals and services
· Improved predictability of Medicare reimbursement due to national fee schedule

· Increasing number of “baby boomers” and rates of trauma, cardiac, and stroke

Helicopter EMS has had the most visible and publicly-scrutinized growth of EMS response and transport modalities.  It has grown from 293 aircraft in 1995 to 792 aircraft in 2006, with most of that growth in the last five years. 2006 marked the first decline in the number of programs with two (1%) less than in 2005. However, the number of aircraft increased by 39 (5%) in the same year.
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Ground EMS 

Ambulance services were mostly private, untrained, for-profit enterprises in the United States until the Federal Government established standards and funded states and regions to develop EMS systems in the early 1970’s. Currently, there are an estimated 16,000 ground EMS provider agencies in the United States which are predominantly small organizations.  Exceptions are found in major urban areas and among a handful of small publicly traded corporations operating in multiple states. 
Operational type or sponsorship is widely varied, including public (fire, police and “third service”), private (for-profit and not-for-profit), hospital based, and others. Some rely solely on volunteers, others on paid staff, and yet others on a mix of the two. Most of these agencies operate primarily within discrete municipal or in some case regional boundaries, with mutual aid to adjoining jurisdictions. Funding is derived from many sources, including Medicare, Medicaid, private insurances, local and state tax-based subsidies, subscription programs and donations. 
Although substantial variations within states remain, the scope of practice is clustered around the national training standards in four levels—first responder, emergency medical technician (EMT), advanced or intermediate emergency medical technicians (e.g. EMT-I), and paramedics (EMT-P). Most (46 of 50) states certify or license personnel at one or more of these levels using the competency based testing provided by the National Registry of EMTs, a private non-profit certification agency. 

Nearly all states regulate ground ambulance operations, usually defining the minimum standards for the essential components of ambulance systems. These components may include communications, medical direction, quality improvement, equipment, vehicles, personnel, and training/education.  Services are often licensed/certified/approved by the state in some manner, generally through an EMS office or board. Vehicles may also be individually licensed/certified/approved, generally by the same state agency and often employing vehicle inspections.  Individual EMTs and other providers are often licensed/certified/approved by the same agency, or by other licensing or education agencies.

A number of states have begun to define standards for ground “Specialized Care” or “critical care” ambulances as well, allowing for unique staffing and equipment for inter-hospital transportation of high acuity patients (e.g. Intensive Care Unit (ICU) to ICU transfer). Generally ground critical care transport is indicated for patients requiring short distance transfer within urban areas or patients without a need to minimize out-of-hospital time.   
Ground ambulances are the primary mechanism for all medical transport, both 911 requests and inter-hospital and interfacility transports. They are generally a stable and reliable platform for medical transport.  Evolving literature has identified safety issues with ambulance transport, especially when operating in “emergency” mode (using some combination of emergency lights and siren). Lack of a consistent and universal ambulance accident reporting system and data base hinders a nationwide analysis however.  They are virtually an “all-weather” medical transportation resource, but they are top-heavy and not designed to operate at speeds in excess of posted speed limits.   

Air Medical Service

There has been little design in the evolution of the air medical system. As with the larger ground based EMS system individual hospitals and lead physicians, usually surgeons, championed the cause and developed resources to implement programs. However, since the first such services didn’t appear until the early 1970’s, they were not well-integrated into the federal, state or regional focus of early EMS system funding, development and regulation that had begun at the same time for ground services.  Thus began a parallel evolution of ground EMS and AMS which is evident in a lack of effective AMS integration in EMS system operation and regulation in many states and regions today.
As stated above, ground EMS provider agencies often operate as a part of a local governmental authority.  They may also be non-governmental entities that are contracted, more or less formally; and subsidized, more or less generously, by a governmental authority.  In either case, they are operationally accountable to the government and public in the jurisdictions in which they operate. 
Few local governmental authorities operate air ambulances, even through contracts. Operational authority and accountability involves both aviation regulation provided through Federal Aviation Regulation (FAR) and medical authority and accountability provided through provider agency, regional, and state regulation. From an aviation standpoint, it is impermissible for an entity (other than federal) to engage in air transportation unless the entity is an FAA Air Carrier Certificate holder  There are 230 privately owned AMS Part 135 Certificate holders and 37 governmental AMS, Part 91 Certificate holders.  A more limited role for the general public is played by the US military, which provides service in AMS-underserved areas under the Military Assistance to Safety and Traffic (MAST) program, in challenging geographic regions and specialized rescue settings, and in areas housing HEMS National Guard units. 
The vast majority, and predominant growing sector of AMS operations, are civilian entities regulated under FAR Parts 91 and 135. There are significant differences between Part 135 and Part 91 regulations including operating minimums and duty time.  Part 135 regulations are in general more stringent as they control the transport of persons for hire. In order to charge patients for transport, entities must carry Part 135 Certificates, and all operations with a passenger on board are governed by Part 135 regulations. 
Coupled with the rapid AMS growth and capital cost constraints, there has also been a shift from the traditional model of hospital-based programs to community-based programs (both not-for-profit and for-profit) more loosely affiliated with hospitals. Some 50% of provider agencies fit this newer model.  
The capabilities of AMS professional crews are generally greater than their ground EMS colleagues.  Physician-level skills are the norm for the former, though most often in the US provided by nurse/paramedic teams with additional, specialized critical care certification.  This care is similar to that provided in emergency/intensive/critical care units of hospitals, limited only by the space and weight constraints of the aircraft.  These personnel have the opportunity to maintain their high levels of skill, relative to the opportunity afforded ground EMS professionals, because of the high percentage of their patient mix which is critically ill or injured.
There are significant operational differences between fixed wing and rotary wing air ambulances.   

The most widely used models of rotor wing air ambulances are limited in gross operating weight and work room performance capability. This causes range (fuel weight) versus patient/crew carrying (useful weight) trade-offs. Most of the HEMS aircraft currently operated in the US are limited to visual flight rule (VFR) operations and are limited in their ability to operate in adverse weather conditions including low visibility, rain, sleet, snow and high winds. 

The great advantage of rotary wing ambulances is their ability to land at a hospital or at the scene of an emergency without the need of an intermediary ambulance. With air speeds often surpassing 150 mph, and with straight-line travel unimpeded by road characteristics or congestion, they can bring a patient from a great distance to definitive care in a short period of time. 

Their safety record has been sharply criticized in recent years, however, and utilization decisions should, but often do not, weigh the risk and cost of the rotary wing air ambulance against the needs of the patient for a higher level of care en route and more rapid delivery to a facility with immediate access to definitive care commensurate with their illness or injury. 

Fixed wing air ambulances are limited to travel between airports and are primarily used for inter-hospital transfers. They are rarely used to transport victims from the scenes of emergencies, as they require intermediary ground ambulances to shuttle patients between the scene, aircraft and destination facility. Their primary application is to move patients over great distances quickly and they play an important role in emergency transfers from frontier areas. In addition to such emergency transfers, other examples of their use might include a patient in a hospital or clinic who requires care at a far distant specialty facility, or a patient who wishes to return home to be close to family. 

Fixed wing aircraft speeds can exceed 250 mph, and can operate with instrument flight in more weather conditions than can HEMS without substantial added risk. Their costs are much higher than ground ambulance, but less on a per-mile basis than rotary wing. 

Similar to ground EMS, AMS depends on a combination of revenue sources including patient billing, commercial insurance including automobile insurance, Medicare, local and state tax revenue, hospital subsidy, private and publicly traded corporate financing, and philanthropy.  Unlike ground ambulance service agencies whose main cost burden is personnel, AMS providers experience disproportionately high fixed operating costs because of the capital and fixed maintenance costs of the vehicles used. As a result, air ambulance charges are on average much higher than ground ambulance charges, sometimes by as much as a factor of ten.  
The rules for Medicare reimbursement sometimes conflict with state EMS and trauma system protocols and practices as well as clash with the medical judgments of referring physicians on the use of HEMS for their patients.  Recent Office of Inspector General reviews of samples of two hospital-based HEMS program Medicare charges produced recommendations for Medicare to recover overpayments for inadequate demonstration of medical necessity to justify air transport, failure to document exact air miles, failure to bill other insurances when Medicare was not the primary insurance, billing Medicare for transport when a beneficiary was not transported, and failure to deliver a patient to a closest appropriate hospital.  In reply, the hospitals cited their compliance with state EMS protocols, Medicare EMTALA provisions, and disagreement about the appropriateness of facilities as HEMS destinations.  One recommended overpayment refund totaled nearly $115,000, or 12% of the HEMS program’s projected annual reimbursement claims from Medicare. Should Medicare follow the OIG recommendations and attempt to recover the alleged overpayments by reducing the payments to the ground ambulance rate, the hospitals will have the opportunity to appeal, so the ultimate outcome remains unknown
As described above, and unlike ground EMS, AMS provider transport of patients obligates them to federal regulatory oversight, focused on the aircraft, pilots, storage and attachment of equipment, and flight operations, but not on the medical providers, care or clinical operations.  On the other hand, while ground EMS has been generally tightly overseen at the state regulatory level, AMS regulation at the state level is quite variable, with some states or territories having no such regulation at all (see Appendix 2). 
Also previously noted, AMS has evolved along hospital or governmental service paths paralleling, but often not integrating with, those of ground EMS provider evolution in state EMS systems.  Therefore, while some state EMS offices do comprehensively regulate AMS providers, many providers (even absent EMS agency regulation) find themselves subject to myriad hospital and/or public safety statutes and regulations pertaining to their medical, public safety or nursing personnel, status as a hospital department, and placement and use of helipads. 
The recently released Institute of Medicine (IOM) report on EMS amplifies upon these observations, introduces further observations about state and FAA roles in the regulation of AMS in light of the Airline Deregulation Act, and makes a strong recommendation in that area: 
“… there has been an increase in the number of air ambulances involved in crashes in recent years, and this has prompted greater scrutiny from the media and from regulators. The Federal Aviation Administration (FAA) is responsible for certifying the safety of air ambulance programs operating in the U.S. However, because of a decrease in the number of FAA inspectors, along with the rapid increase in the number of air medical providers, safety checks have not been sufficiently rigorous in recent years, according to print media reports (Meier,2005; Davis, 2005). This comes at a time when Medicare reimbursements for air medical transport have increased and competition within the industry has grown substantially (Meier, 2005). In response to growing concerns regarding air ambulance safety, the FAA released guidelines in August 2005 instructing air ambulance firms to implement safety steps, such as using checklists to ensure that maintenance steps have been completed, and improving the decision-making regarding whether to launch in unsafe weather conditions (Davis, 2005).

“The Airline Deregulation Act of 1978 gives the FAA, rather than the states, regulatory

authority over the operations of this industry. Court cases between states and the federal

government over air ambulance operations have centered largely on state efforts to control growth in air medical capacity through the certificate of need process. However, other questions regarding the federal preemption of state law have not been definitively resolved. The state of Pennsylvania recently established a protocol requiring air ambulance operations to transport patients to the nearest trauma center, rather than to the base hospital. The air medical provider contested the protocol, saying that the state was preempted by federal law. However, the FAA acknowledged in a letter to the state that it has never been its intention to regulate the medical aspects of air medical operations and the case has never been taken to court.

“Some states currently have no regulatory framework in place to govern the medical care aspects of air ambulance providers. However, a key objective for state regulatory agencies should be to ensure coordination and improve the allocation of available assets, including air ambulances. Currently, ground EMS and 9-1-1 dispatch centers sometimes call for air medical support without coordination, resulting in more than one air medical provider being dispatched to a scene. This is especially a problem in areas where there are multiple air medical services competing in the same coverage area. These providers typically market their services to EMS agencies and in instances where multiple EMS agencies are dispatched to the same event, they will sometimes each call for the air medical provider that is most known to them, resulting in multiple responses.
“Given these issues, the committee recommends that states assume regulatory oversight of the medical aspects of air medical services, including communications, dispatch and transport protocols. The regulatory authority of the FAA should extend to the helicopters, fixed wing aircraft, pilots, and company sponsors, however, the state should regulate the medical aspects of the operation including personnel on board (nurses, paramedics, physicians), the medical equipment, and the transport protocols regarding hospitals and trauma centers. In addition, states should establish dispatch protocols for air medical response and should incorporate air medical providers into the broader emergency and trauma care system through improved communication. These are essential to more coordinated and efficient use of air capacity.”1
The IOM report and the trauma care literature note the importance of HEMS in the response to injuries in rural areas.  It is therefore of note that the 2004  National Rural Health Association book The Rural and Frontier EMS Agenda for the Future makes the recommendation that EMS leaders should:

“Plan, integrate and regulate, at the state level, aeromedical, critical care transport, and other statewide or regionwide systems of specialty care and transportation.” 
Core Principles for the Regulation of Air Medical Services
Within any framework of state regulation, the following core principles should be reflected: 
1) States must assume regulatory oversight of the medical aspects of air medical services which advertise service and/or operate in their states.  This oversight includes communications, dispatch and transport protocols. States should regulate the medical aspects of the operation including personnel on board (nurses, paramedics, physicians, and others providing patient care), the medical equipment, and the transport destination protocols regarding hospitals trauma and other specialty centers. In addition, states should establish dispatch protocols for air medical response and should incorporate air medical providers into the broader emergency and trauma care system through improved communication. 
2) Air medical resources are essential elements of contemporary EMS systems. States should assure their effective integration into those systems and into systems of community health care where they may provide a service deemed by the state as essential in a manner more cost-effective than is otherwise available.
3) EMS systems should strive to assure that every patient having an emergent condition that can be addressed by a nationally recognized time-critical treatment has access to quality air medical and ground critical care transport to benefit from that treatment, and that transport-type is dictated by case-specific objective evaluation of distance, circumstances and logistics of the transport.
4) Air medical and critical care medical transport represents particular expertise in the delivery of acute emergency care often with non-physicians practicing at physician scope of practice level. As such, clinical care provided by non-physicians should be overseen by physicians who practice and have expertise in emergency, critical care, and critical care transport medicine. 
5) All medical transport systems should use the national consensus guidelines developed by NAEMSP and endorsed by AAMS and the Air Medical Physicians Association (AMPA) for both dispatch and post mission utilization review.
6) Air medical resources should operate at the level consistent with the standards developed by the Commission for the Accreditation of Medical Transport Systems.
7) Air medical transport providers should operate at the highest levels of safety practically possible, and implement and maintain comprehensive risk management and safety systems management programs.
Important Questions:
I. Federal Regulation and State Regulation
For AMS providers, where is the line drawn between federal regulation and state regulation?
Rationale:  In general, Federal law prohibits states from regulating in areas that have been explicitly preempted by Federal law and those implicitly preempted because Federal law thoroughly occupies the regulatory field.  Under Federal law, regulatory responsibilities for air transportation, including air ambulance services, are divided between the FAA, which has primary responsibility for safety matters and the Office of the Secretary of Transportation (USDOT), which has primary responsibility for economic matters such pricing, licensing, and route structure.

The Federal Airline Deregulation Act of 1978 (ADA), codified in part in section 49 USC §41713, explicitly prohibits states from directly or indirectly enacting laws or regulations “related to the price, route, or service” of an air carrier that may provide air transportation.  All commercial air ambulance services are provided by air carriers certificated to provide transportation under this Federal law.  This means that states may not regulate areas within the USDOT’s economic jurisdiction.  

The U.S. Supreme Court has ruled in cases where states have attempted to interpret the Federal preemption too narrowly, indicating that states may neither directly nor indirectly impose laws or regulations in areas that fall within the Federal preemption.  For example, see the language found in Morales v. Trans World Airlines, Inc., 504 U.S. 374, 378 (1992) which is included in Appendix 6.
The importance of this statute and the rather broad interpretation by the U.S. Supreme Court is significant with respect to a state’s ability to regulate AMS providing inter-state services.  In a recent response to the State of Texas (see Appendix 6), the Federal Department of Transportation noted that these provisions may restrict or eliminate a state’s ability to regulate in many areas including:

1. State regulation of aviation safety, pilots, and “weather minimums.”

2. Indirect state regulation by requiring accreditation by an outside body.

3. State regulation of air carrier economic matters, including rates, insurance requirements, or when and where air ambulances can fly (routes).  

4. State certificate of need (CON) requirements;
Further, the US Supreme Court has determined that States cannot directly or indirectly regulate in areas where the field has been taken by the Federal Government.  Federal courts, with certain exceptions, have found that the FAA’s statutory aviation safety authority and regulations to have implicitly preempted the field of aviation safety regulation so as to exclude state aviation safety regulatory action.  Several documents in Appendix 6 cover this thoroughly. 
The FAA does not, however, have the authority to regulate medical standards for medical personnel or medical equipment associated with commercial air ambulance operations, or the standard of medical care that must be afforded to patients transported.  Accordingly, states are free to regulate in these areas, so long as these regulations do not conflict with USDOT aviation economic or FAA aviation safety regulatory prerogatives.

It is important to note that preemption questions do not always submit to a simple analysis and there are ongoing regulatory developments and court cases regarding the preemption issue.   Several States have had local regulations on aviation matters successfully challenged on Federal preemption grounds.  States should be aware of these Federal preemption principles when considering state legislative or regulatory initiatives applicable to the commercial air ambulance services and seek appropriate counsel on the subject to ensure consistency with Federal law.

In general, the challenges noted above have involved state certificate of need (CON) requirements, and a state’s ability to, by and large, control competition in a market by preventing expansion of existing programs or entry by new providers.  States have argued that Congress never intended 49 USC §41713 to apply to air ambulance services. There have also been attempts by State legislatures to limit provider charges and, in at least one case, insurance payments.  

Key to these debates is the legal definition of the terms “price, routes and services”.     

Does transport price include the charge for patient care? 

Can membership programs be construed as an application of “rates?” 

Do “routes” impact the ability to designate appropriate destination facilities?
Does “service” include medical care?  Can a state limit a provider’s “services” to interfacility, trauma, cardiac, neonatal, or adult transfers?   
It is likely that the intent of Congress was not to include medical care in its attempts to deregulate the airline industry; particularly since the years leading up to the 1978 ADA generally preceded the growth and commercialization of AMS.  To the extent that the ADA could apply to the medical aspects of AMS, it would be an economic issue as a “service” thus falling outside of the FAA’s jurisdiction.  The IOM EMS report (quoted above), citing an FAA statement that “it has never been its intention to regulate the medical aspects of air medical operations”, lends clarity to these questions and strongly encourages states to take up regulation in this area. 

Finally, it is important to be aware that the constitutional Interstate Commerce Clause is oft-cited to preclude states from interfering with interstate commerce.   As previously stated, many if not most AMS providers fall in this class of commerce.  Case law has examples of exceptions made for states to regulate matters concerning the health, safety, and welfare of their citizens (Maine v. Taylor, 477 U.S. 131,151 (1986) ("As long as a State does not needlessly obstruct interstate trade or attempt to place itself in a position of economic isolation, it retains broad regulatory authority to protect the health and safety of its citizens . . . .")).   It also has examples of where concerns for safety were judged to be insufficient reason to impinge upon certain commercial practices (Pacific Co. v. Arizona, 325 U.S. 761, 65 S. Ct. 1515, 89 L. Ed. 1915 (1945)).  

This last observation should not deter state EMS authorities from pursuing AMS regulations, but highlights the importance of guidance from a state’s attorney general in determining appropriate regulatory language.

What are the applicable Federal regulations that govern the economic aspects of the provision of air medical services?

Rationale:  As discussed above, regulation of issues “related to a price, route, or service” of an air carrier engaged in air medical services is the exclusive prerogative of the USDOT.   This is the case even though many of these economic matters have been deregulated under federal law.  The USDOT’s regulations applicable to air carriers involved in the provision of air medical transport are located in FAR Part 298.  Further, an order issued by the Civil Aeronautics Board, whose functions have been subsumed by the USDOT, and still in force, generally exempts hospitals arranging air medical services as indirect air carriers from certain federal economic regulatory requirements.  

Key areas covered under Part 298 include:

· Air carrier citizenship;

· Liability insurance; and

· Limitations on use of business name.

What are the applicable Federal regulations that govern the aviation safety aspects of the provision of air medical services?

Rationale: In general, the operational safety of aircraft involved in the provision of air medical transport is exclusively regulated under the Federal Aviation Regulations (FAR) Parts 91 and 135.  Part 91 includes “Air Traffic and General Operating Rules”.  Part 135 is specific to “Air Taxi and Commercial Operators”.   

The applicable aviation safety requirements in the FAR are too voluminous to include in this paper, however the major areas covered under these regulations include:

· Pilot in Command Authority

· Aircraft and Equipment

· Aircraft Airworthiness

· Flight Operations Specifications

· Certificate Requirements (Part 135)

· Doing Business As (DBA)  Requirements

· Operating Limitations and Weather Minimums

· Flight Crew Licensing

· Flight Crew Member Limitations and Crew Rest Requirements

· Crew Member Testing Requirements

· Training Requirements

· Aircraft Performance Operating Limitations 

· Equipment, Instrument and Certificate Requirements

· Special Flight Operations

· Maintenance, Preventive Maintenance and Alterations

· Operating Noise Limits

For additional history and background information regarding the FAA’s role in regulating air transport see Appendix 6.  Documents in the Appendix include:

· The Federal Aviation Administration and Flight Standards: History and Organization;
· General Direction, Guidance, and Procedures - Public Aircraft;
· Public Aircraft Operations;
· Flight Standards Handbook Bulletin for Air Transportation;
· 2006 FAA Request on “Helicopter Shopping”; and
· Airline Deregulation Act and Other Relevant Court Documents.
States should also be familiar with the regulatory requirements and other pertinent laws as they relate to public versus private aircraft and public versus civil missions.  The documents in Appendix 6 are intended to assist in this discussion. 

How does a state approach crafting air medical regulations and what should be included?    

Rationale:  It is beyond the scope of this paper to consider the implementation details of state administrative requirements for rule-making except to encourage EMS officials to invite the participation of those to be regulated from the outset of drafting such regulations.
In the course of developing this document, the Air medical Task Force conducted a review of state statutes and regulations pertaining to AMS.  A summary of the findings was prepared and distributed to state EMS offices for review and correction.  Appendix 2 contains the results. States for which regulatory language could be found are listed. Those states which reviewed and approved their listings are noted.  Those listings which were not approved may contain inaccuracies. These result, in large part, from AMS regulatory content being scattered throughout any given state’s statutes and regulations (e.g. agency licensing, vehicle licensing, and personnel licensing sections) which may not have been available at the time of the review. 

A number of states have chosen to adopt the Commission on the Accreditation of Medical Transport Services (CAMTS) Standards in total or by reference, and several states require CAMTS accreditation as a condition for licensure.  States requiring CAMTS accreditation may be challenged on three fronts:
· Assertions that these comprehensive standards go beyond the minimum necessary to assure the safety and well-being of patients, crew and the public and therefore may constitute an “unfunded mandate” (sensitivity to this issue varies from state to state and over time, and may be less of an issue with regard to a privately operated business than an operation operated by local government);

· Assertions that successful accreditation may require a service to meet specific safety requirements that exceed FAA standards and are thus federally preempted; and

· Assertions that the requirement of outside accreditation as a condition of licensure may circumvent the state’s own administrative procedures act which sets out rulemaking, due process and appeal rights ( an historical bellwether would be whether the state EMS agency has incorporated other nationally recognized standards into its licensure requirements such as National Registry of EMTs certification or federal KKK standards for ambulances).
That said, states such as Maryland that cite CAMTS as a standards requirement in some fashion for licensing are confident in their position, given their experience with hospital accreditation requirements and the bases for challenge such as these.  The extent to which “unfunded mandates” are a sensitive issue outside of requirements placed on local governmental jurisdictions varies greatly from state to state.  Many states cite other national standards such as KKK ground vehicle specifications and National Registry of EMT certification standards as conditions for certification/licensure.  State attorney general’s offices should be consulted in these matters.
There are specific air medical issues which are not covered by FAA regulations and, because of the unique nature of HEMS, typically are not found in the general requirements of ground ambulance operations.  Most, if not all of these HEMS specific issues are addressed in the CAMTS standards.  Other sources for information used by states in crafting regulatory standards include publications by Helicopter Association International, the Airborne Law Enforcement Association (ALEA), and the National EMS Pilots  Association (NEMSPA). 

The State Medevac Committee for the Commonwealth of Virginia recently studied and referenced CAMTS, NEMSPA and ALEA standards for this in adopting a state regulation.     

What are essential components for state regulation?

Again, the standards cited above should be sources.  Some basic considerations for inclusion are:

· Identification of provider agency (corporate entity and headquarters, FAA certificate holders, location of base of operations to serve state);
· Insurance held (the USDOT requires air carrier liability insurance for air carriers engaged in air medical operations);
· Clarity in advertising (can the advertised service be provided?);
· Medical oversight (source, qualifications);
· Clinical care standards (scope of practice, proposed crew make-up, and number of practitioners to sustain service);
· Access and use protocols;
· “Ambulance” equipment and compartment; 

· Emergency scene operations vs. interhospital transfer only (be aware that attempts to impose limitations on these might be perceived as federally preempted because it deals with “routes”); 

· Interoperable communications equipment and integration;
· Responsibility to provide for ground safety training for EMS/public safety personnel;
· Integration with state trauma and other specialty care programs;
· Integration with other AMS providers in a system;
· Destination protocols; 

· Quality assurance program and oversight;
· Subscription or membership programs (although these may be federally preempted or not allowed by state insurance laws if perceived as a form of insurance in the state);
· Basic aircraft attributes for emergency medical purposes and vehicle license for permanent aircraft (be aware that aircraft safety and certification requirements are the prerogative of the FAA and regulation of related issues may be perceived as federally preempted); and
· Waiver to allow unlicensed operation in non-routine emergency situations.
Should public/government operators be required to meet the same licensing standards as private providers?  
Unless their operation is governed by another state EMS office with similar standards, all AMS providers within a state should be treated identically.

Do states have the ability to limit the number of AMS operating in a given state?
State Certificate of Need (CON) regulations employed to do this have been successfully challenged under the Airline Deregulation Act of 1978.  In states with CON-type provisions for ground services, it is not uncommon for one party or another in an application process to appeal a decision.  Rather than limiting AMS providers, state EMS offices may consider asking applicants to explain how the proposed service would integrate with current access systems for scene responses so that ground responders and public safety dispatchers have no confusion.  They should also explain how their service is to be advertised to hospital-based users so that there is no confusion about choosing among available services.
One essential issue in state oversight of AMS is assuring the actual identity of the air medical provider. 

While the vast majority of ambulance service is accessed through the publicly overseen 911 system, patients, families or hospital case managers needing to arrange urgent transfer or patient repatriation through long distance ground or air transportation often must rely on other information sources to access service providers. 

Common information sources include local phone directories or provider websites on the internet.  A major challenge to service requestors is the lack of oversight of information posted and provided through these sources. Although many of the services providing information through these sources are reputable, high quality, medically lead organizations, the veracity of self provided information is not easily ascertained. It is often not clear if a service provider located through these information sources is licensed by a state regulatory agency, has adequate physician oversight, or in some cases even employs clinical or aviation staff. 

This is essentially a “buyers beware” market in which the purchaser of ambulance service often does not have adequate information as to quality, safety, or who the true identity of the ambulance service provider.  

In fact, there are many “Air Ambulance” services who advertise on websites and on the Yellow pages of every major city, who neither own nor operate aircraft nor do they employ medical teams. In many cases there is a location listed with a toll free access number that is at best a shell “office” rather than a staffed physical location. These “Air Ambulance” services are, in reality, brokers.  Brokers are paid to arrange transports and are motivated to make these arrangements at the least cost rather than highest quality of medical care. The lack of medical or regulatory oversight, either through the Federal Aviation Administration or a state EMS or health agency, is problematic and could have the potential to result in untoward incidents.
Where do state quality improvement activities for AMS fit? 
In some states these may be a part of the regulatory process and in others they may fall outside of that process but within state, regional, or local medical direction systems.  There should be some mechanism available at a system level which offers a forum for quality improvement reviews free from legal discovery or other impediments to open and frank discussion.

II. Licensing Issues for Multiple State Operations

How should AMS provider agencies be licensed when operating in many states?

Rationale:  Virtually all AMS provider agencies operate regionally or nationally. Seven multi-state AMS program Part 135 Certificate holders own or operate nearly 80% of the total helicopter fleet. These include Air Methods/Air Methods LifeNet, CJ Systems, Petroleum Helicopters Incorporated Air Medical, Air Evac EMS Lifeteam, Omniflight, Metro Aviation, and eraMed.   
Patient needs for specialty care at the scene and at specialty centers, patient needs for return from specialty care to home or home hospitals, system needs for mutual aid resources (e.g. for Hurricane Katrina, 31 agencies from 14 states deployed over 50 rotor and fixed wing aircraft), and business models of AMS provider agencies and healthcare systems all drive the need for AMS operations that are not confined to geographically distinct operating areas. 
As noted earlier, this is further complicated in the fixed wing arena by brokers of services who may advertise services within a state but not actually own any aircraft or employ medical personnel. These services predominantly provide both emergency and non-emergency repatriation (return of patients to home or home hospital) nationally and internationally. An internet or phone book search will usually identify multiple organizations, tied only to an 800 number, advertising AMS within a state. 

Because states have universally accepted the responsibility for regulating health care practices and settings, it is natural that EMS is universally, to a greater or lesser degree, state regulated.  All states must regulate the medical aspects of air medical services which advertise service and/or operate in their states as a part of this responsibility.  Services which are based outside of the state but advertise and operate in the state are no exception because the public may have no way of knowing where they are based.      
The manner in which states approach this regulation and detail its content may depend on the AMS resources available.  Are there enough native AMS resources to serve all areas in the state at the current or anticipated level of regulation of those providers?  Do any outside AMS providers play an important role in the overall EMS system in any part of the state?  Do outside AMS providers play a role in disaster preparedness plans?

A place to start may be with the manner in which the state treats bordering state ground ambulance activity in the state: 
· Does the state allow non-native ground EMS to transport from outside of the state to points inside the state without license?  This is probably the case as most state EMS regulators are primarily concerned with calls for EMS originating within their borders and the EMS providers which respond to those.  
· Does the state provide for outside ground EMS responding by request of instate providers in multiple casualty and mutual aid circumstances?  This is probably the case, with variation around the threshold of occasional “mutual aid” becoming routine “operation”.  This is an important consideration in AMS, particularly HEMS, because most missions to a scene or hospital or airport in the state might be stretched to be interpreted as “mutual aid” at the request of instate providers.
Ground EMS providers based outside of the state that routinely operate in the state are probably required to be licensed by the state.  At this point, comparison with the ground EMS regulations probably becomes less instructive unless the state has alternatives to the licensing process for ambulances licensed out of state.  Are there provisions for such operators (e.g. reciprocity-agreement/interstate compact/interstate MOA based short-cuts to licensure)?  If so, could similar agreements apply to AMS or be developed for AMS given the AMS regulations utilized by one of the involved states absent regulations in the state routinely receiving the outside AMS resources?   A compact established between the Idaho and Utah EMS offices is an example (Appendix 1).
A weakness in the concept of regional interstate compacts is the difficulty with which a distinct region is defined, particularly when fixed wing operators are considered.  Do we wait for the  falling-domino process of expanding compacts to include yet more services and adjoining states until the nation is covered?   Or do national associations enter a process to consider a universal model minimum set of regulatory provisions acceptable for universal state adoption?

The former will be a protracted process of negotiation as states create their own regulations and as compact areas begin to bump into one another. This may be inevitable, but it would be more efficient to jump-start the process by exploring the latter. Key national associations led by the authors should explore this.  They might begin with a strawman such as a comprehensive regulations sample that they develop from existing laws or the  standards found in CAMTS accreditation. 

Short of a regional or national solution, states can individually implement provisions to grant reciprocal licenses through case by case review of other states’ regulations. This injects the kind of subjectivity that frustrated efforts at interstate personnel licensing reciprocity for years and slows license applications where one state has not yet evaluated the other state’s air medical regulations. It is a starting point for some states however.  It is recommended that this process be facilitated by the automatic granting of licensure to CAMTS-accredited AMS operators for the duration of their accreditation. This is known as “deemed status” recognition.
Should licenses be issued to aircraft and/or AMS personnel, as well as agencies, in cross-border situations?  
The heart of this question is addressed in the State Regulation section above.  States are encouraged to consider whether the state in which the applicant is licensed has regulatory provisions for oversight of the AMS operator’s aircraft and personnel.  If so, then that state EMS office, in its role of protecting the public, has deemed those provisions to be adequate.  Because the state to which an application for reciprocal licensure is being made experienced a rule-making process that resulted in different requirements, do those requirements protect the public in a substantially better way?  
Considerations of whether a state should require actual provider licensing, rather than deemed status under a compact or other reciprocal provision, may include a number of factors. These may include the number of responses per year into the state by a provider agency and similarity of regulations between the two states. As an example, the State of Maryland delineates a process and reporting requirement for limited activity in the State by an out of state provider but requires licensure of any provider agency that transports more than 25 patients per year in the state. 

In all cases, states should develop a waiver or otherwise immediately accessible plan to facilitate services doing a low number of transports and providing disaster response.  These considerations  should include service and personnel licensing/certification and practice credentialing.  

III. Integration of AMS in the State EMS System
To what extent should air ambulances be integrated into the existing local, regional and state EMS systems?

Rationale: Because states have universally accepted the responsibility for regulating health care practices and settings, it is natural that EMS is universally, to a greater or lesser degree, state regulated.  A number of states have expanded this role to leadership and coordination of the overall EMS system.  Those states that simply regulate EMS must regulate the medical aspects of air medical services which advertise service and/or operate in their states.  These states are encouraged to be creative in extending their licensing authority to assist in facilitating the smooth integration of AMS, especially where AMS crosses local, regional, and state EMS boundaries. Those state EMS offices with the authority to lead and coordinate the EMS system are encouraged to include AMS to other statewide subsystem components such as trauma care, emergency pediatric care and ground critical care transport that they may already address. 
Incorporated within this question are issues of:

· Dispatch
· AMS use criteria 
· Coordination with 9-1-1 system

· Authorized requestors
· Communications and coordination with scene units and hospital staffs

· Destination decisions 
Local, regional, and/or state levels as appropriate to the structure of the statewide system(s), must incorporate appropriate physician medical control and quality assurance/improvement mechanisms to allow the system to continually refine its processes, including review of the appropriateness of AMS dispatch and use, coordination with local system personnel, and destination decisions. Outcomes must be relentlessly reviewed for opportunities for improvement. State regulations should require these components in local, regional and statewide EMS systems.   What resources exist within the state that might take on this responsibility in an objective fashion?
Dispatch – AMS Use Criteria
It is essential that AMS, especially HEMS, be carefully integrated into the EMS system beginning with considerations of medical oversight and practice. While most AMS missions are hospital-to-hospital, high acuity transport, 30-50% of its activity (varying with locale) is direct scene response. In many rural and frontier areas, both HEMS and fixed wing providers are literally first response and primary transport agencies. 

Air ambulances provide an opportunity for the rapid transport of patients with emergent conditions requiring time-dependent definitive care. They also incur significant costs and risks that must be balanced against the benefits in each situation. 

Clear guidelines for the use of air versus ground resources in each jurisdiction must be developed, with a focus on improving patient outcomes as the overarching criterion.  A place to start would be reviewing the state’s, or a locale’s, trauma center activation/local hospital by-pass protocols for adaptation to HEMS activation protocols.  Access protocols for scene response should be consistent throughout the state.  In addition, 2005 and 2006 AAMS position statements generally call upon AMS providers to follow CAMTS standards, use the NAEMSP Guidelines for Air Medical Dispatch for prospective dispatch and retrospective review (Appendix 3), develop and maintain a healthcare compliance plan, and develop and maintain a safety management system (see also FAA AC 120-92, June 2006).  
Generally speaking, access should be determined by patient clinical conditions, the need for advanced life support or critical care interventions not available from ground providers, the need for rapid transport to the most appropriate hospital or when travel conditions prevent timely transport to closest appropriate hospital (may not be “closest” hospital; see the 2006 AMPA Position Paper on “Appropriate Destination” in Appendix 3).

The NAEMSP has offered guidelines for consideration in the development of such systems (see NAEMSP Air Medical Dispatch document in Appendix 3): 

· In some EMS regions, the air medical crew is the only rapidly available asset that can bring a high level of training to critically ill/injured patients. In these systems, there may be a lower threshold for air medical dispatch.

· Systems in which there is widespread advanced life support (ALS) coverage, but such coverage is sparse, may see an area left “uncovered” for extended periods if its sole ALS unit is occupied providing an extended transport. Air medical dispatch may be the best means to provide patient care and simultaneously avoid deprivation of a geographic region of timely ALS emergency response.

· Disaster and mass casualty incidents offer important opportunities for air medical participation. These roles, too complex for detailed discussion here, are outlined elsewhere.

The NAEMSP has established a table of “Questions That Can Assist in Determining Appropriate Transport Mode” (see NAEMSP Air Medical Dispatch document in Appendix 3): 
· Does the patient’s clinical condition require minimization of time spent out of the hospital environment during the transport?
· Does the patient require specific or time-sensitive evaluation or treatment that is not available at the referring facility?
· Is the patient located in an area that is inaccessible to ground transport?
· What are the current and predicted weather situations along the transport route?
· Is the weight of the patient (plus the weight of required equipment and transport personnel) within allowable ranges for air transport?
· For interhospital transports, is there a helipad and/or airport near the referring hospital?
· Does the patient require critical care life support (e.g., monitoring personnel, specific medications and/or equipment) during transport, which is not available with ground transport options?
· Would use of local ground transport leave the local area without adequate emergency medical services coverage?
· If local ground transport is not an option, can the needs of the patient (and the system) be met by an available regional ground critical care transport service (i.e. specialized surface transport systems operated by hospitals and/or air medical programs)?
Should air medical resources be used for direct-scene medical patients (e.g. time-critical heart attack and stroke care), particularly in rural/frontier areas? 

Considering the risks and costs, and the geographic attributes of the state, are there non-time-dependent situations in which air ambulance transport and/or delivered medical services may be appropriate?

Are there operational reasons other than clinical necessity that should prompt the use of air medical resources?    
There are examples of systems in which all three of these questions answer in the affirmative. Considerations to address them are found not only in the rapidly evolving literature on time-dependent treatments such as medical and surgical interventions for heart attacks, but in local conditions affecting the EMS system.  For example, is it appropriate to call a helicopter to transport a patient with a broken hip when ground transport will leave the local rural area without EMS services (on the other hand, what if the agency has a relatively low annual call volume and probably won't get another call that day)? Or if the local hospital is unable to provide the local BLS ambulance with a nurse for pain medication administration en route?   What did the system do before AMS was available in these circumstances?
Some systems employ physician medical directors to authorize HEMS or fixed wing launch.  Other systems have standing orders, particularly for HEMS activation and launch. They may mix these with auto-launch criteria (see Appendix 3).  What are the resources available in the system available to be employed for activation/launch decisions?  What is the level of trust within the system to support such decisions given these resources?
Dispatch - Coordination with 9-1-1 System 

The IOM report on EMS stated: “Currently, ground EMS and 9-1-1 dispatch centers sometimes call for air medical support without coordination, resulting in more than one air medical provider being dispatched to a scene. This is especially a problem in areas where there are multiple air medical services competing in the same coverage area. These providers typically market their services to EMS agencies and in instances where multiple EMS agencies are dispatched to the same event, they will sometimes each call for the air medical provider that is most known to them, resulting in multiple responses.”
In the 1970’s, a similar EMS system response problem, called “call-jumping”, began to be recognized.  Whether as a result of open competition, lack of single, uniform dispatch systems, or other reasons, multiple ambulances were known to arrive at a single scene. This has been virtually eliminated through the evolution of EMS systems, their dispatch components, and their regulatory provisions.  
Interestingly, one modern form of this problem, resembling the most troublesome form of 1970’s call-jumping, results from AMS providers responding to calls based on radio traffic they hear rather than having been specifically requested to respond.  This is often justified by these providers as better serving patients by responding faster to those potentially injured.  This practice can be confused, sometimes not unintentionally, with nationally recognized practices such as “early activation” and “auto-launch”. The difference is that the former is based on the decision of an individual provider resulting from their interpretation of radio traffic, while the latter practices are based on the decision of an independent dispatch system resulting from regional/statewide guidelines or protocols that dictate establishing minimum facts about the call prior to launching.  For a discussion of this issue, please see the AAMS position statement on early activation and auto-launch in Appendix 4.  
Some marketing practices of AMS providers contribute to the problems cited by the IOM report, above.  Examples include instructing non-EMS first responders to call a specific AMS for patients that do not meet the state’s criteria for AMS use, instructing ground responders to request a specific service through a direct phone number without coordinating the AMS response through the public safety answering point (PSAP) or incident commander, and the practice of paying fire departments for landing zone assistance. 
Whether the causes of the modern-day AMS problem in any particular area are competition and/or a lack of system coordination and regulation, they must be mitigated.  It is the state EMS agency’s responsibility to assure this through a combination of system leadership and coordination, and licensure and regulation. 

How does the state prevent ground EMS provider “call-jumping”?  Where multiple AMS providers are available for scene calls, can similar provisions be implemented?  

States should develop protocols for EMS providers that define the criteria and procedures for requesting AMS response as well as “early-activation” or “auto-launch” practices if employed.  Where feasible, protocols should direct EMS providers to request AMS through the local or regional PSAP or other designated medical communications center.  Protocols should also address criteria for the selection and dispatch of the closest most appropriate AMS responder.    
Another reason for insisting on this type of arrangement is to prevent “helicopter shopping”.  This occurs when an AMS provider refuses a flight because of poor weather conditions or other safety reasons, and a second AMS provider is then called and not told that the first provider has declined the flight. There may be circumstances in which the second program can safely manage the flight but it must be notified at the time of request that another program has already declined it and why it was declined.  A 2006 letter from the FAA requesting state EMS offices’ assistance further outlines this issue and is include in Appendix 7 (“2006 FAA Request on ‘Helicopter Shopping’”).  

Idaho and Maryland operate centralized statewide EMS communications centers which effectively manage the issues discussed in this section.  States, regional, and local EMS systems may also benefit by utilizing on-line systems to track the availability of AMS as well as other emergency resources. 
Dispatch - Authorized Requestors
Who is authorized to request an AMS launch?

AMS resources are expensive, in some systems and under certain conditions their operation may add risk to a patient encounter, and their value will potentially be lost to others while on a particular mission.  State planners, therefore should include regulatory or other measures to assure that those in a position to commit these resources are appropriately prepared to do so.  The state should require that AMS providers operating in the state collectively participate in the offering a uniform training program for ground EMS and hospital staffs, other public safety personnel, and PSAP and other dispatch personnel involved in AMS activation on the approved system and requirements for that activation.

Response delay in rural settings is a concern when ground EMS must arrive on a scene and make a determination before air assets are launched. The Centers for Medicare and Medicaid Services (CMS) allow reimbursement for air medical missions activated by first responders with appropriate training (Medicare Act of 2004, Section 415).  At least one researcher asserts that systems allowing first responder activation appear effective.  No states allowing first responder activation, including other public safety personnel, have reported problems with inappropriate utilization.  See Falcone article cited in Appendix 3 for a discussion of these issues. The exception to this exists where marketing by individual AMS providers is targeted at first responders not regulated by the EMS system and encourages AMS access without involvement of a dispatch system approved by the state EMS agency (see previous section).
Activation protocols should reflect that there may be initial uncertainty as to patient’s clinical condition. This is especially true in rural areas with extended first response times. Properly trained 911 dispatchers should be allowed to launch or place an aircraft on stand-by.  Formal systems of emergency medical dispatch and/or that include special AMS training for dispatchers should consider auto-launch protocols for rural areas (see AAMS 2006 position statement in Appendix 3).  These must include the ability of ground EMS providers to cancel aircraft en route and a system of utilization review which continuously weighs the risks, benefits and costs of the auto-launch protocol.
Coordination with Scene Units and Hospital Staffs
Communication capabilities and protocols should be in place to allow two-way communication between AMS dispatch/flight following, PSAP/public safety dispatch for any scene, ground EMS and public safety units, and any hospital.  Such communication should be easily initiated by any of these system participants. 

In addition to the AMS activation training discussed above, all ground EMS and hospital staff with responsibilities that include patient delivery/reception operations with helicopters, especially while rotors are turning, should receive appropriate ground safety training provided by the same group of AMS providers.

Protocols for scene and hospital HEMS interaction should be statewide.

Destination Decisions 

How should destination decisions be determined?  

While destination decisions for many types of EMS transport are either those of the patient or their family, transports to facilities for time-dependent interventions generally cannot be left to someone who does not have adequate knowledge of the care capabilities of potential destination hospitals.  Ideal systems have pre-designated destinations for time-critical needs from any point within their jurisdiction, using plans based on a careful assessment of available clinical and transport resources. 

States which have not done so should develop requirements for plans which accomplish this goal, and which incorporate the previously mentioned physician oversight and quality improvement mechanisms. 

Some Federal requirements already exist, such as the Emergency Medical Treatment and Active Labor Act (EMTALA) which requires that all patients coming onto the property of any Medicare-approved facility receive a Medical Screening Exam (MSE) for life-threatening conditions by a qualified caregiver before any questions are asked regarding payment. The specific standard and additional material may be found in Appendix 7. 

In some cases it may be desirable for ground EMS to transport a patient to a hospital helipad simply for a safe place to deliver the patient to a helicopter.  Use of hospital helipads as rendezvous points without MSE performance is specifically allowed, in the context of a pre-established trauma care system.  
Additional guidance from the CMS 2004 “State Operations Manual Appendix V - Interpretive Guidelines Responsibilities of Medicare Participating Hospitals In Emergency Cases” (Part II “Interpretive Guidelines” §489.24(a)) clarifies the responsibilities of Medicare participating hospitals with regard to the use of the hospital helipad as a transit point for an EMS service intercept with a medical helicopter:
“The following two circumstances will not trigger EMTALA: 

“The use of a hospital’s helipad by local ambulance services or other hospitals for the transport of individuals to tertiary hospitals located throughout the State does not trigger an EMTALA obligation for the hospital that has the helipad on its property when the helipad is being used for the purpose of transit as long as the sending hospital conducted the MSE prior to transporting the individual to the helipad for medical helicopter transport to a designated recipient hospital. The sending hospital is responsible for conducting the MSE prior to transfer to determine if an EMC exists and implementing stabilizing treatment or conducting an appropriate transfer. Therefore, if the helipad serves simply as a point of transit for individuals who have received a MSE performed prior to transfer to the helipad, the hospital with the helipad is not obligated to perform another MSE prior to the individual’s continued travel to the recipient hospital.  If, however, while at the helipad, the individual’s condition deteriorates, the hospital at which the helipad is located must provide another MSE and stabilizing treatment within its capacity if requested by medical personnel accompanying the individual. 

“If as part of the EMS protocol, EMS activates helicopter evacuation of an individual with a potential EMC, the hospital that has the helipad does not have an EMTALA obligation if they are not the recipient hospital, unless a request is made by EMS personnel, the individual or a legally responsible person acting on the individual’s behalf for the examination or treatment of an EMC.”
Appendix 3 contains an AMPA position statement on determination of appropriate destinations.  This should be reflected in statewide protocols.  Appendix 1 includes a Pennsylvania AMS destination protocol which covers a broad range of considerations.
Do hospital-owned helicopters have to deliver a patient to that hospital’s ED for the purpose of MSE because the patient in the helicopter is considered “on the hospital property”?

This question is not yet clear in EMTALA legal review. In general, CMS Guidelines dictate that

a hospital-owned ambulance is considered an extension of the hospital and operational policies must meet EMTALA requirements. The EMTALA Manual does list an exception for hospital diversion “pursuant to community-wide EMS protocols.”  The transport of a patient pursuant to state or regional trauma protocols to the closest appropriate hospital rather than the hospital which owns an aircraft has not been legally reviewed. 

IV. Other Questions
States that have developed air medical regulations have dealt with certain common questions.  Most of these have been addressed above, or are addressed in materials cited above.  The following are some that deserve special attention. 

Should there be a minimal level of staffing/scope of practice for air medical transport? 

Speed of transport and access to remote scenes was the first primary reason for the evolution of AMS.  Today, it remains an important feature of this transport mode. Equally important, however, is its ability to bring to the scene or to the remote medical facility a higher level of medical intervention than would otherwise be available there or en route to a specialty facility.  Standards of such organizations as CAMTS and ALEA call for advanced life support and, preferably, critical care transport capabilities provided by two medical staff on board.  This depends on the environment and mission of the particular service.
Should there be separate aircraft and staffing requirements for more specialized transport? 
Certain types of patient such as children, neonates, and cardiac patients requiring intraortic balloon pumps require special equipment which may require altering cabin configurations.  Changes to cabin configuration require not only medical provider input but adherence to FAA regulations.  Therefore, programs serving certain specialty facilities with a significant volume of transports should have dedicated aircraft with specialty configurations.  State EMS planners should contact systems with experience in these settings through AAMS or AMPA before navigating the waters of rule-making in these areas.  
Are single engine aircraft acceptable for HEMS use?

This is a major debate without a clear answer.  Some states have opted to require a dual engine minimum as is the standard in Canada and Europe.  However, as the FAA does not distinguish HEMS use in their certification of single engine aircraft, these state restrictions may be federally preempted.  Further, evaluation of HEMS crash data to date provides no clear evidence of a dual engine safety advantage.  Over-water, mountainous terrain, extreme weather and other working environment considerations may persuade regulators in one direction or another. 
What other aircraft considerations have states encountered in establishing AMS regulations?

In addition to the engine question, are those of number of pilots, and required presence of autopilot and IFR (Instrument Flight Rules) capability. State requirements governing flight crew complement and aircraft equipment having aviation safety implications are generally federally preempted.  The Canadian government requires dual engine, dual pilot, and IFR.  Canadian HEMS have never experienced a crash.

Most U.S. HEMS programs are single pilot and VFR (visual flight rules).  Also, most do not have autopilot capabilities, or terrain avoidance warning systems (TAWS)  The National Transportation Safety Board has called for new technology in this arena, but the FAA has not yet agreed that this technology should be required for HEMS. The FAA has recently changed its requirements with regard to HEMS Operations Specifications and weather/visibility (see Appendix 6: HBAT 06-01), which may be instructive for state EMS planners.
V. Appendices
Appendix 1  State EMS Resource Documents
NASEMSO members may access a state “Legislative Database” in the members section of their website.  This includes navigating tools to access regulatory sections and key words.  However, much of specific regulatory language on AMS is written in rules or regulations, not statute.  Where such language is cited in the statutes included in this webpage, the state EMS office or its website should be contacted for copies.

· Pennsylvania Trauma Patient Destination Statewide Air Protocol
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· Idaho/Utah Interstate Compact
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· Idaho AMS Utilization Rules and Sample Protocol in Compliance With Rules

· Utilization Rules
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· Sample Protocol
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Appendix 2 2006 Survey of State EMS Regulatory Provisions

In the document below, states that are highlighted in yellow have reviewed the material listed.  All other highlighting is done for ease of reading and has no other significance. The information listed for all other states was derived from a review of regulatory provisions by members of the Air Medical Task Force and may be incomplete or out of date.  
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Appendix 3 Resources

General:

McGinnis KK, Judge TP, Air Medicine: Accessing the Future of Healthcare. The Foundation for Air Medical Research and Education. March 2006:
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Thomas F, Robinson K, Judge T, et. al. The 2003 Air Medical Leadership Congress: Findings and Recommendations Air Medical Journal May June 2004;23;3:20-36

McGinnis KK.  Rural and Frontier EMS Agenda for the Future. 2004. National Rural Health Association. http://www.nrharural.org/groups/graphics/EMS_Book_9_17A.pdf
Thomas SH. Helicopter Emergency Medical Services Transport Outcomes Literature: Annotated Review of Articles Published 2002 – 2003 Prehospital Emergency Care 2004;8:322-333

Thomas SH, Cheema F, Wedel SK, Cummings M, Thomson, D. Non Trauma Helicopter Emergency Medical Services Transport: Annotated Review of Selected Outcome-Related Literature Prehospital Emergency Care 2002;6:242-255 
Thomas SH, Wedel SK, Cheema F, Thomson D. Trauma Helicopter Emergency Medical Services Transport: Annotated Review of Selected Outcome-Related Literature Prehospital Emergency Care 2002;6:359-371 
Blumen IJ. A safety review and risk assessment in air medical transport. 2002. Air Medical Physician Association. www.AMPA.org. 
Falcone RE et al. Air medical transport of the injured patient: scene versus referring hospital; Air Med J 1998;17(4):161-165.
American Academy of Pediatrics:  www.aap.org
Guidelines for Air and Ground Transport of Neonatal and Pediatric Patients. 2nd Edition. 

Woodward GA, et. al. The State of Pediatric Interfacility Transport: Consensus of the Second National Pediatric and Neonatal Interfacility Transport Medicine Conference.  Pediatric Emergency Care 18;1 Feb. 2002 pp. 38-43

Commission on the Accreditation of Medical Transport Services - Standards

The following document includes, with CAMTS permission, the most recent copy of its standards.
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Guidelines for Air Medical Dispatch: 

· American College of Emergency Physicians: www.acep.org

Appropriate Utilization of Air Medical Transport in the Out of Hospital Setting (1999)



Interfacility Transportation of the critical care Patient and Its Medical Direction (1999)


Appropriate Interhospital Patient Transfer (2002)

· The National Association of EMS Physicians Position Statement on Air Medical Dispatch. Endorsed by the Air Medical Physicians Association (AMPA) and Association of Air Medical Services:
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· American College of Surgeons: www.facs.org
· Resources For Optimal Care of the Injured Patient: 1999 Committee On Trauma
· Interfacility Transfer of Injured Patients: Guidelines for Rural Communities 2002

· Equipment for Ambulances 2000 (jointly issued with ACEP)

Air Medical Service Medical Direction:
· Air Medical Physicians Association Position Statement


[image: image10.emf]Adobe Acrobat 7.0  Document


· National Association of EMS Physicians Position Statement


[image: image11.emf]Adobe Acrobat 7.0  Document


Appropriate Destination

· Air Medical Physicians Association Position Statement
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Early Activation and Auto-Launch

· Association of Air Medical Services Position Statement

[image: image13.emf]Microsoft Word  Document


Appendix 5 Links to Other Resources

· The Association of Air Medical Services 



www.aams.org
· Atlas and Database of Air Medical Services



www.ADAMSairmed.org
· The National Association of EMS Physicians


www.naemsp.org
· The Air Medical Physicians Association



www.ampa.org
· The American College of Emergency Physicians


www.acep.org
· The American College of Surgeons




www.acs.org
· The Air /Surface Transport Nurses Association


www.astna.org
· The International Association of Flight Paramedics

www.iafp.org
· The National EMS Pilots Association



www.nemspa.org
· The National Association of Air Medical Communicators

www.naacs.org
· The Air Medical Safety Advisory Council



www.amsac.org
· The Vision Zero Project





www.visionzero.aams.org
· The International Helicopter Safety Team



www.ihst.org
· Commission for the Accreditation of Medical Transport Systems www.camts.org
· National Transportation Safety Board



www.ntsb.gov
· The National Association of EMS Officials


www.nasemso.org
Appendix 6 FAA Standards and Regulations, and Related Court and Other Documents

· FAA Standards and Regulations

· Flight Standards History and Organization


[image: image14.emf]flight Standards -  History & Organization


· Direction and Guidance – Public Aircraft

[image: image15.emf]Direction &  Guidance- Public Aircraft


· Public Aircraft Operation
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· Flight Standards Handbook Bulletin for Air Transport HBAT 06-01:

[image: image17.emf]Microsoft Word  Document


· 2006 FAA (James Ballough) Request on “Helicopter Shopping”


[image: image18.emf]Microsoft Word  Document


· FAR 298

[image: image19.emf]Microsoft Word  Document


· Chapter 417 - 41713. Preemption of Authority Over Prices, Routes, and Service

[image: image20.emf]Microsoft Word  Document


· Civil Aeronautics Board (CAB) Order Blanket Exemption to Indirect Air Carriers

[image: image21.emf]Adobe Acrobat  Document


· Airline Deregulation Act and Other Relevant Court Documents

· Morales v. TWA

[image: image22.emf]Adobe Acrobat 7.0  Document


· Air Evac EMS v. Tennessee Board of EMS
· FAA Clarification of “Preemption” in 2006 James Ballough Letter 


[image: image23.emf]Adobe Acrobat 7.0  Document


· FAA Statement of Interest in Case (Overall Review of Regulation Issues)

[image: image24.emf]Adobe Acrobat 7.0  Document


· 1987 Arizona Attorney General Opinion


[image: image25.emf]Microsoft Word  Document


· USDOT Texas Opinion
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Appendix 7 EMTALA Provisions
The 2004 “State Operations Manual Appendix V - Interpretive Guidelines Responsibilities of Medicare Participating Hospitals in Emergency Cases” (Part I, Section1) states:
“Medicare participating hospitals must meet the Emergency Medical Treatment and Labor Act (EMTALA) statute codified at section 1867 of the Social Security Act, the accompanying regulations in 42 CFR §489.24 and the related requirements at 42 CFR 489.20(l), (m), (q), and (r).
“EMTALA requires hospitals with emergency departments to provide a medical screening examination (MSE) to any individual who comes to the emergency department and requests such an examination, and prohibits hospitals with emergency departments from refusing to examine or treat individuals with an emergency medical condition (EMC). 

“The term hospital includes critical access hospitals. The provisions of EMTALA apply to all individuals (not just Medicare beneficiaries) who attempt to gain access to a hospital for emergency care. The regulations define hospital with an emergency department to mean a hospital with a dedicated emergency department (ED). In turn, the regulation defines dedicated emergency department as any department or facility of the hospital that either

“(1) is licensed by the state as an emergency department; 
“(2) held out to the public as providing treatment for emergency medical conditions; or 
“(3) on one-third of the visits to the department in the preceding calendar year actually provided treatment for emergency    medical conditions on an urgent basis.”
For further  information:

EMTALA:


[image: image27.emf]Adobe Acrobat 7.0  Document


USDHHS Letter:
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CHAPTER 4. GENERAL DIRECTION, GUIDANCE,
AND PROCEDURES

SECTION 8. PUBLIC AIRCRAFT OPERATIONS

239. GENERAL. In recent years, there has been a that an equivalent level of safety has been establish

growing concern about the safety of public aircraft, the governmental entity nesnsible for the aircraft.

which are statutorily exempt from Federal Aviation

Administration (FAA) regulation. Some private (2) Additionally, during emergency situation

operators claim that state and local governments havelocal governments were frustrated because all avail

been competing with them unfairly under the public resources could not be utilized. Emergency or not, it

aircraft exemption. prohibited for public agencies to reimburse one ano
NOTE: For further information regarding gov- for the use of aircraft. The Independent Safety Board
ernmental aircraft operations see Advisory Cir- Amendments of 1994, gives authority to lo
cular (AC) 00-1.1. governments to ensure that when an emergency b

out, all aircraft--public and private--will be available

A. Intergovernmental reimbursement for operations respond without delay. In certain cases, where

flown has led to a great deal of controversy. Some stateimminent threat is looming and private operators are

and local governments enter into agreements with eachreadily available, public agencies will be allowed to

other whereby one government reimburses the other for each other's aircraft.

flying firefighting, rescue, or other missions for it. The

longstanding interpretation has been that where there is241. PUBLIC AIRCRAFT.

an exchange of money, an operation is “for commercial

purposes” and does not have public aircraft status. Many A. Aircraft used only for the United Stat

government operators have objected that this Government shall be designated public aircraft. Airc

interpretation made it impossible to carry out their that is owned and operated or exclusively leased (e

missions because it is too costly to change many of thesefor commercial purposes) for at least 90 continuous

aircraft to meet FAA requirements for civil aircraft. by the government of a state, a territory or possessi

the United States, the District of Columbia, or a politi

B. On October 25, 1994 The President signed the sypdivision of that government (except the United St

Independent Safety Board Act Amendments of 1994, Government) shall be designated as public aircraft.
which contained a major change in the definition of

“public aircraft.” Under the new law, where B. Public Aircraft includes a government-own
intergovernmental reimbursement occurs, the aircraft aircraft transporting (for other than commercial purpo
will be civil aircraft unless the appropriate unit of persons aboard the aircraft if the aircraft is operated b
government certifies “that the operation was necessary toArmed Forces or an intelligence agency of the Uni
respond to a significant and imminent threat to life or States.

property,” and “that no service by a private operator was

reasonably available to meet the threat.” NOTE: An aircraft described in the paragraph
241(B) shall be considred to be a public aircraft

(1) Congress wanted to ensure that without regard to whether the aircraft is operated
passengers are not transported on airplanes of by aunit of governmenton behalf of another unit
questionable safety. Under previous law, public use  of government. As long as the unit of government
aircraft were not subject to the Federal Aviation Act ~ On whose behalf the operation is conducted certi-
of 1958 (FA ACT) safety regulations to the extent  fies to the Administrator of the FAA that the oper-
imposed on civil aircraft. Under the Independent ation was necessary to respond tos'agmﬂc'ant and
Safety Board Act Amendments of 1994, FAA safety imminent threat to life or property (including natu-

. i . : - ral resources)and that no service by a private
rggulatlons, dlrec'tlves, and orders issued for civil operator was reasonably available to meet the
aircraft are applicable to all government-owned, threat.
nonmilitary aircraft engaged in military transport.

The Administrator is allowed to waive FAA  Public aircraft does not include a government-ow
requirements for public aircraft provided aircraft transporting property or passengdm
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commercial purposesExceptions to this rule include crewmember who will participate in carrying out the g
persons aboard the aircrafhose presence is required to ernmental function.

perform or isassociated with the performance of a gov-
ernmental function such as C. “Associated with the Performance of....This clause

connotes a non-crewmember support person who,

not essential to performance of the governmental func

« Search and rescue is expected to contribute to the effectiveness of t
whose presence is required to perform the function.

» Firefighting

* Law enforcement

« Aeronautical research D. “A Governmental Function such as....Not all
activities conducted by government agencies are co

* Biological or geological resource management  gred “governmental functions” within the meaning of
new definition. The accepted functions include “firefig

NOTE: See figure 1.4.8.1. for Public Aircraft ing, search and rescue, law enforcement, aerona
Determination-Flow Diagram research, or biological or geological resource man
ment” or other comparable functions. In each instance

243 OPERATIONAL NATURE. The status of an use of an aircraft must be necessary to perform the f
aircraft as public aircraft or civil aircraft depends on the HON- In some cases, training flights may be consid
type of operation that the aircraft is conducting at the acceptable, where the training is being performed ab
time. Rather than speaking of particular aircraft as public the aircraft and the aircraft is necessary for the pe
aircraft or civil aircraft, it is more precise to speak of mance of the training. The FAA will permit a governm
particular operations as public aircraft or civil aircraft in function that involves transportation of passengers to
nature. within the exemption only if it is “indispensable to t

timely execution of a government function.” The follo

Example: An aircraft owned by a state government  iNg are examples of governmental functions:

is used in the morning for a search and rescue mis-

sion that meets the statutory definition of public (1) Firefighting. This term includes the drop
aircraft in all respects. For the search and rescue fire retardants, water, and smoke jumpers. It also incl
operation, the aircraft is a public aircraft. Later that  the transport of firefighters and equipment to a fire or

same day, however, when the aircraft is used to fly base camp from which they would be dispersed to
the governor of the state from one meeting to duct the firefighting activities.

another, the aircraft loses its public aircraft status

and is instead a civil aircraft. )
(2) Search and Rescu&earch and rescue is a te

of art meaning aircraft operations that are flown to lo
245. DEFINITION OF KEY TERMS.  The people who cannot be located from the ground. The
following are various words, phrases, and clauses usedi,c|,des operations where the aircraft is indispensabl
in the FAA definition of a Public Aircraft. the search, or is the only feasible means of reachin

victim. Victims would be considered to be “associa

A. “For Commercial Purposes." This term means for  with” the search and rescue operation. The term “se

compensation or hire. The test for determining whether a and rescue” does not include routine medical evacudi
particular operation is “for compensation or hire” is of persons due to traffic accidents and other similar i
whether the operator receives direct or indirect compen- dents.
sation for the operation. It is not necessary that a flight

be conducted for profit to constitute an operation for (3) Law EnforcementLaw enforcement operatio
“compensation or hire,” the term may be applicable even that employ hovering helicopters with searchlights
where there is no intent or ability to make a profit from |3 enforcement personnel ready for immediate on-
the flight. Furthermore, no profit need be made; an oper- spot deployment are public aircraft operations. As lon
ation may be “for compensation or hire” even if the (aimpbursement is from a common treasury
operator takes a loss. When the operator is a governmenyansportation of prisoners falls within the category I

tal entity, payment from a party not sharing a common gnforcement” and is a public aircraft operation.
treasury with the governmental entity makes the opera-

tion *for commercial purposes. (4) Aeronautical Research. Aeronautical

research (conducting flights to determine aircraft per
B. “Whose Presence Is Required to PerformThis mance in various operating environments) that req
phrase means either a crewmember or a non-the presence on board the research airc
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of engineers and technicians who are not part of the crewations of the type of aircraft operated by the unit of g

is a public aircraft operation.

(5) Biological & Geological Resource
Management.This term means biological and geologi-

cal resource management that requires the presence of

scientific and technical passengers to gather information
that can only be gathered by direct observation from the
air.

E. Cost Reimbursement Agreementhis term means
an agreement, either verbal or written, between two sep-

arate units of government, whereby one unit operates anthe emergency. However, any PIC that deviates fro

aircraft on the others behalf and is reimbursed by the
other for the cost of the operation. If the two agencies
share a common treasury, the operation is not “for com-
mercial purposes.”

F. Unit of Government. This term means a govern-
ment. The singular characteristic of a unit of government
in this context is its common treasury. This interpretation
permits Economy Act reimbursement among federal
agencies without the need for compliance with Federal
Aviation Regulations (FAR) Part 121, FAR Part 125, or
FAR Part 135. However, should federal agencies ever
receive reimbursement from outside the federal govern-
ment, they would need to ensure that they are in compli-
ance with either FAR Parts 121, 125, or 135, depending
on the type of aircraft operation.

G. Significant and Imminent Threat.“Significant and
imminent threat to life or property (including natural
resources),” means a situation in which the authority
responsible for responding to the threat has determined
that serious injury, death, or significant damage to prop-
erty may occur before land- or water-borne assistance
can be deployed to counter the threat effectively. It is not
expected that FAA inspectors will challenge significant
and imminent threat determinations made by units of
government.

H. No Service by a Private Operator Reasonably
Available. “No service by a private operator was rea-
sonably available to meet the threat,” means that no pri-
vate operator is able to deliver an aircraft capable of
performing the minimum tasks by the latest time at
which such aircraft would provide an effective response,

8400.10 CHG 11

ernment.”

247. BRINGING
COMPLIANCE.

OPERATIONS INTO

A. FAR Part 91. The pilot-in-command (PIC) of a
aircraft is directly responsible for, and is the final auth
ity as to the operation of that aircraft. In case of anji
flight emergency the PIC is authorized to deviate fr
any rule in FAR Part 91 to the extent necessary to

rule in FAR Part 91 will be requiredpon the request
the Administrator, to send a written report of that de
tion to the Administrator. FAR Part 91 prohibits a pi
from operating a civil aircraft unless it is in an airwort
condition. The PIC is responsible for determining whe
the aircraft is in condition for safe flight. The PIC
required to terminate the flight when unairwort
mechanical, electrical, or structural conditions occur,
addition, the PIC may not operate the aircraft with
complying with the operating limitations specified in t
approved airplane flight manual (AFM) or rotorcraft flig
manual (RFM), markings, and placards, or as other
prescribed by the certificating authority of the country
registry.

B. Determining FAR Part 125 Eligibility. If the
operator uses an airplane with seating capacity (confi
tion) for 20 or more passenger seats or a maximum
load capacity of 6,000 pounds or more and if the ope
is not engaged in “common carriage,” as described b
then FAR Part 125 applies. If, however, the operat
engaged in “common carriage,” then either FAR Part
or FAR Part 135 Wl apply. FAR Partl25 is only applica
ble to large airplane operations in other than common
riage. A person is considered to be engaged in “com
carriage” when “holding out” to the general public or t
segment of the public as willing to furnish transportat
within the limits of its facilities to any person who wa
it. FAR 8 125.11(b) prohibits FAR Part 125 certific
holders from conducting any operation which res
directly or indirectly from holding out to the general p
lic. Further information regarding common carriage §s.

as determined by the authority charged to respond to thePrivate carriage can be found in AC 120-12. Example} of

threat. It is not expected that FAA inspectors will chal-
lenge determinations made by units of government that
no private operator was reasonably available to meet the
threat.

I. Aviation Safety Program. The Administrator or the
Administrator's delegate may not grant an exemption to
a unit of government without certifying that the aviation
safety program of the unit of government is “effective
and appropriate to ensure safe oper-

Vol. 1

holding out are as follows:

» Advertising through telephone yellow pages
Billboards
Television

Radio

Individual ticketing
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NOTE: An operator could reconfigure an air- ness.” As a result Government aircraft operators are
plane with more than 20 seats by removing some required to receive or apply for DOT economic authorit.
of its seats so that it has a passenger seating

capacity of 19 or less. FAR Part 125 would not be 251. PILOT CERTIFICATION. All civil aircraft are
applicable, unless the calculated maximum pay- required to be operated by pilots certificated under
load capacity is 6,000 pounds or more. Maxi- Part 61. FAR Part 61 prescribes the requirements for
mum payload capacity is defined in FAR§ 125.9. ing pilot certificates and ratings, the conditions un
If, through calculations in accordance with this which those certificates and ratings are necessary, an
definition, the maximum payload is determined privileges and limitations of those certificates and rati

to be 6,000 pounds or more, FAR Part 125 is

applicable regardiess of the number of seats. A. Domestic Aircraft. Pilots operating civil aircraft o

249. FAR PARTS 121 OR 135. U.S. registry are required to have in their personal po
sion a current pilot certificate issued to them under
A. Government-owned Aircraft. When a government-  Part 61. U.S.-registered aircraft may be operated in a
owned aircraft is operated “for commercial purposes,” eign country with a pilot license issued by that country.
the requirements contained in either FAR Part 121 or
FAR Part 135, depending on the type of operation, must  B. Foreign Aircraft. Foreign aircraft may be operat

be met. Generally, FAR Part 121 applies to domestic, in the U.S. by pilots who have in their personal possesfi

flag, and supplemental air carriers and commercial oper- cyrrent pilot certificates issued under FAR Part 61

ators of large aircraft, while FAR Part 135 applies to air pilot license issued to them or validated for them by
taxi operators and commercial operators. An operator country in which the aircraft is registered.

should consult the applicability provisions of each part

(FAR 8§ 121.1 and 135.1) to determine whether it is 253 AIRCRAFT CERTIFICATION. Government
FAR Parts 121 or 135 that applies to a particular opera- gjrcraft operations that are no longer eligible for pu
tion. The regulations in FAR Parts 121 and 135 provide gjrcraft status must meet civil airworthiness standard
the government operator with the certification, training, certification of civil aircraft. This includes the aircra
and qualification requirement's necessary for the devel- engines and propellers as well as the aircraft as a w
opment of an acceptable aviation safety program. The All civil aircraft must have a current airworthiness cert

government operator should contact the nearest FAA cate to operate in the national airspace system (NAS)
flight standards district office (FSDO) for assistance and ~.~ . P . P .y
civil aircraft must meet the following requirements:

guidance on the certification process. The FSDO man-
ager will assign an FAA aviation safety inspector to
assist the government operator during the certification
process. Initial inquiries about certification or requests
for applications should be in iting or by personal visit

to the FSDO. The FSDO will provide the applicant with
a videotape on certification and a copy of FAA AC 120-
49, “Certification of Air Carriers.” Once the videotape
and the advisory circular have been reviewed, the appli-
cant will complete FAA Form 8400-6, “Preapplication
Statement of Intent,” and the FSDO manager will assign
a certification team to assist the applicant through each
phase of the certification process.

A. The aircraft must have an effective U.S. registra
certificate on board during all operations as require
FAR § 91.203

B. An appropriate and current airworthiness certific
must be displayed in accordance with FAR § 91.20
An airworthiness certificate is effective as long as
maintenance, preventative maintenance, and altera
are performed in accordance with FAR Parts 21, 43,
91, as appropriate, and the aircraft is registered in
United States.

B. Economic Authority. On April 17, 1995, the C. The aircraft must have been inspected
Department of Transportation (DOT) issued Order 95- accordance with FAR § 91.409 within the preceding
4-28 pertaining to the matter of Government Aircraft months.

Owners and Operators exemption from Title 49 of the

United States Code (U.S.C.) § 41102. The Order (1) If the government agency plans to ust
states that “we grant an exemption from the require- Progressive inspection program, it must submit a wri
ments of 49 U.S.C § 41102 to the extertessary to request to the FAA. The request must be sent to the F

not

allow all owners and operators of government aircraft having jurisdiction over the area in which the applicanf is

to provide not-for-hire, cost reimbursable transporta- located and the applicant must be able to meet
tion incidental to official government busi- requirements identified in FAR § 91.409(d).
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(2) Large airplanes, turbojet multi-engine
airplanes, turbopropeller-powered multiengine airplanes,
and turbine-powered rotorcraft must have a program
approved that meets the requirements of FAR §
91.409(e).

D. FAR Part 43 prescribes the rules governing the
maintenance, preventative maintenance, rebuilding, and
alteration of civil U.S.-registered aircraft. All

maintenance and required inspections must have been

completed by a person authorized under FAR 88 43.3
and 43.7. Additionally, the maintenance and inspections
performed must be recorded in accordance with FAR 88
43.9 and 43.11.

E. Any alterations to the aircraft must have been
accomplished and returned to service by an
appropriately certified and authorized person under FAR
Part 43.

F. Aircraft operations used for compensation or hire
must be performed in accordance with the appropriate
Air Carrier Certificate.

G. Government agencies may conduct both public
and civil aircraft operations with the same aircraft.
Aircraft which hold airworthiness certificates should be
handled as follows:

(1) If the operation is a public aircraft operation
and no modifications are made to the aircraft, the
airworthiness certificate may be displayed in the aircraft
as required by FAR § 91.203(b).

(2) When the public aircraft operation involves
altering the aircraft temporarily, it is not necessary for
the operator to surrender the airworthiness certificate or
remove it from the aircraft. However, an inspection and
log book entry will be required prior to the aircraft
operating as a civil aircraft. For example, when the
public aircraft operations requires the removal of a door
during the “Public Aircraft” operation, the door
installation and return to service must be performed by
an authorized individual before the aircraft is operated as
a civil aircraft.

(3) Where the modification is substantial, and
involves more than the simple removal and/or
installation of equipment, the operator should obtain the
required FAA-approval before conducting civil aircraft
operations. Where the maodification is such that it
permanently invalidates the airworthiness certificate of
the aircraft, the FSDO should seek the voluntary
surrender of the certificate. If the aircraft owner refuses
to surrender the certificate, the FSDO should follow the
procedures in FAA Order 2150.3A, Compliance and
Enforcement Program.

(4) The FAA has allowed a certificate holder
who also conducts public aircraft operations to retain

Vol. 1

the aircraft on its operations specifications when cer|

8400.10 CHG 11

requirements provide that permanent installations
modifications are approved by the FAA. Temporary al

and maintain entries must be made before the aircr
returned to service.

NOTE: An operator of an aircraft operated in

public aircraft status for any period of time can-

not obtain a standard airworthiness certificate
without showing that the aircraft meets all the
criteria for that airworthiness certificate as pre-

scribed by the regulations. Making such a deter-
mination may be difficult when the aircraft has

not been maintained, altered, or inspected in
accordance with the regulations. To facilitate
receiving a standard airworthiness certificate, the
aircraft records should indicate, among other
requirements, that the aircraft has been main-
tained according to the manufacturer's instruc-
tions, and that any modifications to the aircraft
either were removed or approved by the FAA.

255. TYPE-CERTIFICATION. Prior to airworthines
certification, the type design must be certificated by
FAA. Title 49 United States Code (U.S.C)448705 (for-
merly 8§ 603(c) of the FA Act of 1958) makes a ty
certificate a prerequisite for issuance of airworthiness
tificates. Each government operator who wishes to d
mine the eligibility of its aircraft for civil operations mu
contact the responsible geographic aircraft certifica
office (ACO) for assistance in seeking either:

» Design approval for aircraft that has been tyge-
certificated in the past

» Type-certification approval of aircraft that h§s
been operated in the past under public aircgaft
status without a type-certificate

257. AIRCRAFT PREVIOUSLY TYPE-

CERTIFICATED. If the aircraft was originally built t
an FAA type-certificate, it will be necessary for the Al
to review the type-certificate data and make a compa
of the aircraft's current design and condition. The a
cant will provide the FAA ACO with technical inform
tion necessary to assist in the following:

changes or modifications

Listing of replacement parts and technical dat
the replacement parts

Review of Airworthiness Directives (AD) th
have applied

Review of previous operating regimes
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« An application of later regulatory amendments
or special conditions for any changes found
necessary to establish current airworthiness
standards for safe design (if applicable)

NOTE: It is important that the applicant provide
accurate records of any major and or minor
changes necessary to establish the current
design. The applicant should update all mainte-
nance manuals as necessary. If there has been a
substantial change in the type design, e.g., in the
configuration, power, power limitations, speed
limitations, or weight that have proven so exten-
sive that a substantially complete investigation of
compliance with the applicable regulations is
required, the owner will be required to apply for

a new type-certificate.

259. AIRCRAFT WITH NO PRIOR

CERTIFICATION. It is unlikely that the FAA will be
able to grant exemptions from type-certification and air-
worthiness requirements for aircraft that have no history
of civil certification. However, if a government operator
still wishes to apply, it lsould file an application for
type-certificate on FAA Form 8110.12. The applicant
must submit for approval all type design data for the
aircraft, including the aircraft's engines and propellers,

3/13/97

« If altered while in another category, the aircr
continues to meet, or has been returned to
approved type design configuration and is i
condition for safe operation

263. PROCEDURES FOR OBTAINING AN

AIRWORTHINESS CERTIFICATE. Applicants
interested in obtaining an airworthiness certificate
follow the following procedures.

A. Applicants are required to submit a prope
executed “Application for Airworthiness,” FAA For
8130-6, and any other documents called for in FAR
21 and 45 for certification. An applicant may obtain
FAA Form 8130-6 from the local manufacturi
inspection district office (MIDO) or FSDO. The applic
must have completed and signed the appropriate se
prior to submitting it to the FAA.

B. The applicant is required to make available
inspection and review the aircraft, aircraft records,
any other data necessary to establish conformity t
type design.

C. The applicant must properly register the aircrafgi
accordance with FAR Part 47, “Aircraft Registration.”

D. The applicant is also required to show that

to the ACO in its geographic area. The application must aircraft complies with the noise standards of FAR
be accompanied by a three-view drawing and available 21.93(b), 1A21.183(e), FAR Part 36, or FAR Part 91
basic data so that a preliminary regulatory certification appropriate. This may be demonstrated through the u
basis may be established. The applicable airworthinessdata. Also, the applicant is required to show that
certification regulations, FAR Parts 23, 25, 27, 33, 35, aircraft's fuel venting and exhaust emission syst
etc., will be those that are in effect on the date of appli- comply with the requirements of FAR Part 34. In additi
cation for the certificate, unless otherwise noted in the the applicant must show the aircraft meets the applic
regulations. The applicant must make all inspections and passenger emergency exit requirements of FA
tests available to allow the FAA to conduct a complete 21.183(f) and Special Federal Aviation Regulati
certification compliance program, including all flight (SFAR)41.

and ground tests, inspections, and test analyses neces-

sary to determine compliance with the applicable
requirements of the FAR's.

E. During the course of the certification process
FAA will review records and documentation to the ext

necessary to establish that:
261. AIRWORTHINESS CERTIFICATION.

Before a standard airworthiness certificate can be issued,
the applicant must show that:

» All of the required records and documentation
provided for the aircraft; i.e., an up-to-d
approved flight manual, a current weight a
balance report, equipment list, maintena
records, FAA-accepted Instructions for Contin
Airworthiness (ICAW) and/or FAA-acceptan
maintenance manual(s) (MM), and any ot
manuals required by FAR 8§ 21.31, 21.
23.1529, 25.1529, 27.1529, 29.1529, 33.4
35.4. These documents must be in the Eng
language

» The aircraft conforms to its approved type design
and is in condition for safe operation

Any alterations were accomplished in
accordance with an approved Supplemental
Type-certificate (STC) or other FAA-approved
data, such as a field approval as reflected by the
issuance of an FAA Form 337, “Major Repair or

Alteration” The applicant should ensure that the appropr

markings are present in accordance with F
Part 45. The applicant should make availa
the Type-certificated Data Sheefs

Vol. 1

All applicable AD's have been complied with
concerning the aircraft in question
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(TCDS), aircraft specification, or aircraft listing
that is applicable

* The inspection records and technical data should
reflect that the aircraft conforms to the type
design, and all required inspections, including
those provided for in FAR § 21.183(d)(2), which
provides for a 100 hour inspection, as described
in FAR 8§ 43.15 and Appendix D. The applicant
must also show that the tests the aircraft has
been subjected to have been satisfactorily
completed, the records completed, and reflect no
unapproved design changes

* The aircraft has been flight tested, if required. If
it has not been flight tested, the FAA may issue a
special airworthiness certificate as provided for
in FAR 88 21.35 and 21.191(b). The flight test
must be recorded in the aircraft records in
accordance with FAR 8§ 91.417(a)(2)(i) as time
in service as defined in FAR Part 1. Aircraft
assembled by a person other than the
manufacturer (e.g., a dealer or distributor) must
have been assembled and, when applicable,
flight tested in accordance with the
manufacturer's FAA-approved procedures

« Large airplanes, turbojet, or turbopropeller
multiengine airplanes must comply with the
inspection program requirements of FAR §
91.409(f) or other FAR's referenced therein. A
supplemental structural inspection program is
also required for certain large transport category
airplanes. Reference AC 91-56, “Supplemental
Structural Inspection Program for Large
Transport Category Airplanes”

F. Inspection of the Aircraft. Aircraft submitted by
the applicant for inspection will be inspected, by an air-
worthiness inspector for the following:

« The nationality and registration marks and
identification plate should be displayed and
marked in accordance with FAR Part 45. The
information presented should agree with the
application for airworthiness certification

« All equipment, both required and optional,
should be properly installed and listed in the
aircraft equipment list

» Instruments and placards should be located in
the appropriate places, installed, and properly
marked in the English language

« All applicable AD's must have been complied
with and appropriately recorded

Vol. 1
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» The aircraft should conform to its approved U
type-certificate and should be in a condition
safe operation

e All aircraft systems should have be
satisfactorily checked for proper operation. T
operation of the engine(s) and propeller
should be checked in accordance with
aircraft manufacturer's instruction

G. If it is determined that the aircraft meets ¢t
requirements for the certification requested, the F
airworthiness inspector or authorized designee will:

* Make an aircraft log book entry per paragraph
(a) of FAA Order 8130.2C entitled “Airworthine
Certification of Aircraft and Related Products”

* [ssue FAA Form 8100-2, “Standard Airworthine|
Certificate”

Complete sections V and VIII of FAA Form 813
6, as appropriate

« Examine, review, and route the certification fil
as appropriate

H. If the aircraft does not meet the requirements
the certification requested and the Airworthin
Certificate is denied, the applicant will receive a le
stating the reason(s) for denying the certificate. A cop
the denial letter will be attached to the application
forwarded to the FAA Aircraft Registry to be made a
of the aircraft record.

265. EXEMPTIONS. The FAA Administrator has th
authority, in accordance with FAR Part 11, to gr
exemptions to units of government, whose aircraft op

tions have lost their public aircraft status, if certgi

requirements are met. Exemptions will be granted on
it is clearly in the public interest. The Administrator m
issue an exemption, to a unit of government, only if:

A. The Administrator certifies that the aviation saf
program of the unit of government is effective a
appropriate to ensure safe operations of the typ
aircraft operated by the unit of government.

B. The Administrator finds that granting t
exemption is necessary to prevent an undue econ
burden on the unit of government. To show un
economic burden, the figoner for exemption lsould
submit the following information with their petition f
exemption:

e The purpose and duration of the aircr
operations for which exemption is sought
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The petitioner Bould also submit certification of the fol-
lowing types of information, as appropriate:

1-166
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NOTE: In the interest of administrative efficiency,
the Administrator's authority to grant exemp-
tions to units of government has been delegated to
the Director, Flight Standards Service, and the
Director, Aircraft Certification Service.

The estimated cost of bringing the petitioner's
aircraft operations into compliance with civil
aircraft requirements

The estimated cost of obtaining the same aircraft
operations from a private operator.

267. GOVERNMENT AIRCRAFT OPERATOR

SURVEILLANCE. Government aircraft operator
holding any type of FAA certification, will be included
That the petitioner has made a reasonable searchihe normal surveillance activities such as, spot inspectfons
and solicitation for services that would meet the ¢ v sircraft and aircraft records. This includes any

petitioner's needs and that no such services were .
available craft exclusively leased to the Federal government.

That the petitioner lacks the resources to pay for

) - this surveillance regardless of whether they are oper
the required services

as “public” or “civil.” For example, if an operator's ope
That the petitioner, by acquiring the services of a
private operator, would incur additional expenses
resulting from existing aircraft lease payments,
mortgages, prorated cost sharing agreements, or

other financial obligations states they are operating under the “public” status andfyou

have questions concerning that operation, contact

That adequate service by private operators was regional public aircraft coordinator for assistance.
unavailable at less than 110 percent of

reasonable rates. Reasonable rates are those that

are normally available and paid by the petitioner
when doing business with private operators

That unique circumstances, such as remote
operations, are present which require special
aircraft or pilot skills that are not available

NOTE: Government-owned aircraft operators

who are conducting public aircraft operations

must be included in the FSDO's annual planned
surveillance activities to ensure that their status
remains unchanged.

except at costs exceeding 110 percent of the
costs the petitioner would incur when engaging

in a similar operation in the area 268.-276. RESERVED
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FIGURE 1.4.8.1
PUBLIC AIRCRAFT DETERMINATION--FLOW DIAGRAM
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FIGURE 1.4.8.1.-Continued
PUBLIC AIRCRAFT DETERMINATION--FLOW DIAGRAM
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CHAPTER 2. THE FEDERAL AVIATION ADMINISTRATION AND
FLIGHT STANDARDS: HISTORY AND ORGANIZATION

SECTION 2. TITLE 49, UNITED STATES CODE

63. THE FEDERAL AVIATION ACT OF 1958. The were regulated before the advent of air transportation. Air
Federal Aviation Act (FA Act) was signed into law on transportation was not regulated until the Air Commerce
August 23, 1958. This public law created the FederalAct of 1926 empowered the Secretary of Commerce to
Aviation Administration (FAA) (then called the Federal establish the necessary regulatory system to control and
Aviation Agency) and empowered it to promote flight regulate air commerce. The initial regulatory system that
safety in air commerce by prescribing safety standardswas established evolved into an organized system of Civil
It gave the regulatory authority of aviation functions to Aviation Regulations (CAR). The CAR were
two independent agencies: the FAA and the Civil supplemented by corresponding Civil Aviation Manuals
Aeronautics Board (CAB). The CAB retained (CAM) which contained policies, procedures, and an
responsibility for the economic regulation of air carriers jnterpretation of each CAR section. The CAR and CAM
and for the investigation of aircraft accidents. On Julypecame outmoded with the rapid growth of air
5, 1994, the FA Act, along with many other yangportation and with the introduction of turbojet
transportation-related statutes, was recodified into T|tIetransport category airplanes in the 1950's. Recodification

49, Unitgd Staf[es nge (U-S;?-)- Section 40101im T of the CAR began in 1961 and was completed in 1964
49 descnbe; six basic responiities of the FAA, which with the adoption of the Federal Aviation Regulations
are summarized as follows: (FAR)

* Regulation of air commerce to best promote its
development and safety and to fulfill national 67. AVIATION PROMOTION AND REGULATION.
defense requirements Civil aviation regulation and promotion are clearly
. identified in Title 49 as major FAA responsibilities. The
' Rrgmotlon, e.ncouragement, and development OfFAA promotes safe and efficient civil aviation iy
civil aeronautics establishing and maintaining federal airways (including
« Control of the use of navigable United States Navigation aids (NAVAID)), and by supporting airport
airspace and the regulation of both civil and development, air traffic control services, and aviation

military operations in that airspace in the interest@ducational programs. The FAAS principal respoititjo
of the safety and efficiency in regulating aviation is to ensure safety at all levels of
aviation activity. In fostering air safety through regulation,
« Consolidation of air navigation facility research the FAA promotes civil aviation and helps to ensure its
and development, as well as the installation andfuture. Safety of flight is dependent upon the regulation
operation of those facilities and enforcement of these regulations. Many other nations

use the U.S. FAR as regulatory models for their civil
 Development and operation of a common air 4yistion programs.

traffic control and navigation system for military

and civil aircraft
69. THE NATIONAL TRANSPORTATION SAFETY

« Providing assistance to law enforcement BOARD (NTSB). The NTSB was established by the
agencies in the enforcement of laws related toDepartment of Transportation (DOT) Act and was made a
regulation of controlled substances, to the extentpart of the DOT on April 1, 1967. The NTSB was given

consistent with aviation safety the CAB functions, powers, and duties concerning
aviation accident investigations, formulating probable
65. EVOLUTION OF AIR COMMERCE SAFETY cause of accidents, and making aviation safety

REGULATION. In Article I, Section 8, of the U. S. improvement recommendations. On April 1, 1975, the
Constitution, Congress is given the power to regulateNTSB was made an independent agency. By becoming
and control interstate commerce. Interstate highwayjndependent of DOT, the NTSB was put in a more
railway, and water modes of transportation objective position for handling evaluations of DOT and

FAA actions and officials,
Vol. 1 1-57
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and for formulating safety recommendations. Althoughrequire that these applications be administered under oath.
FAA personnel do participate in aviation accident
investigations conducted by the NTSB, they are not C. Section 44703. Airman CertificatesThe FAA is |

permitted to participate in determining the “probable gythorized to issue airman certificates, which specify the

cause” of any aviation accident investigated by thecapacity in which holders are authorized to serve as
NTSB. At the request of the NTSB, certain aviation airmen.

accidents are investigated by the FAA. The facts,

conditions, and circumstances of these accidents are . . . .
reported to the NTSB, and the NTSB determines D. Section 44704. Aircraft Certificates.The FAA is |

“probable cause.” Based on accident investigationaumorized to issue type certificates for aircraft, aircraft
findings, the NTSB recommends changes in aviation€ngines, and propellers. The Administrator can specify, in

regulations, procedures, and equipment to improveregulations, the appliances for which the issuance of type
aviation safety. certificates is reasonably required, and can also issue

those certificates.

NOTE: On July 5, 1994, the Public Laws
empowering the NTSB to conduct investigations
and adjudication of FAA Enforcement and

Penalty cases was recodified into Subtitle Il of
Title 49, U.S.C.

E. Section 44705. Air Carrier Operating Certificatep.
The FAA is empowered to issue air carrier certificates and
to establish minimum safety standards for the operation of
the air carrier to whom the certificate is issued.

F. Section 44706. Airport Operating Céitates. ||
71. TRANSFER OF CAB FUNCTIONS TO DOT.  The Administrator is authorized to issue or exempt airport
The Airline Deregulation Act (ADA) was enacted on gperating certificates to airports serving air carriers

October 24, 1978. This act expressed the intention Oertificated by DOT and to establish safety standards for
Congress to diminish federal regulation of airline o operation of those airports.

economics. This act abolished the CAB on December
31, 1984. On January 1, 1985, the administrative . . . .
functions of the CAB were transferred to the Office of :?] $ec;|c;n 4470.2' ]:MrtAr\]gency Rgtw;gThe dFA,'?‘ 'Sfl .
the Secretary of Transportation (OST). Included amongau orized to provide for the examination and rating of air

these administrative functions was the requirement thaf9€ncies, such as civilian flight schools, repair stations,
air carriers be fit, willing, and able to perform as air and other air agencies. The Administrator is also
Carriers_ Such air Carriers must ho'd economicauthorized to iSSUE Cel’tiﬁcates fOI’ these ﬂ|ght SChOOIS,
certificates or an exemption under Title 49 to provide airrepair stations, and air agencies.
transportation to the public.

H. Section 44708. Air Navigation Facility Ratinj.

73. FLIGHT STANDARDS SERVICE AND TITLE 49, The FAA is authorized to inspect, classify, and rate the
U.S.C. The FAA regulatory authority to prescribe, suitability of any air navigation facility available for the
revise, and enforce standards is in Title 49, Subtitle VII,use of civil aircraft. The Administrator is also authorized
Chapter 447, “Safety Regulation.” Siile VIl is the to issue a certificate for any such navigation facility.
foundation for the present structure of the Flight

Standards Service. The F|Ight Standards Service is I. Section 44709. Reexamination, Amendment, Susjpen-

directly responsible for specific sections of Subtitle VIl sion, and Revocation of CertificatesThe FAA may
while other sections of Subtitle VII are the responsibility reinspect any aircraft, air carrier, air agency, jor

of other FAA offices. The Flight Standards Service, component, and may reexamine any airmen holdind an
howev_er_,_ _has surveillance gnd enfor(_:ementFAA certificate. = The FAA may also issue orders tRat
responsibilities related to all sections of Subtitle VII. amend. modifv. suspend. or revoke. in whole or in ohrt
The more important sections of Subtitle VII are briefly ' Y, suspend, « ' '

any type of certificate issued. Any person whose

summarized as follows:
certificate is affected by an order of the Administrator
under this section may appeal the Secretary’s order to the

A. Section 44701. G | Requi tsThis
ection eneral Requirements NTSB.

section empowers the FAA to promote flight safety for

civil aircraft in air commerce. The Administrator has the ) .

practices, methods, and procedures to provide foniolations. This section provides that the FAA shl
national security and safety in air commerce. revoke the airman certificate of any airman thatfis
convicted of a felony for violation of a controll
B. Section 44702. Forms of ApplicationsThe FAA  substance law if an aircraft was used to commit ghe
is authorized to prescribe the form and content ofoffence or if the individual served as a crewmember ofan
applications for certificates. The Administrator may aircraft in connection with committing the offense.
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K. Section 44711. Prohibitions. This section stringent than standards applicable to persons or
prohibits any person or organization from conductingorganizations not involved in common carriage.
any air commerce operation unless the person or
organization has proper certification and hires personnel; - .o - ARR|ER RESPONSIBILITIES FOR PUBLIC
who are properly certificated. This section also prOh'b'tSSAFETY
persons or organizations from performing any aviation '

services contrary to regulations prescribed under Subtitle
VII. A. Section 44702(b) of Title 49 specifies, in pajt,

that when prescribing standards and regulations and when
. . ] .. issuing certificates, the FAA shall give full consideration
L. Section 44713. Maintenance of Equipment in Airyq “the duty of an air carrier to provide service with the
Transportation. In this section, each air carrier is given highest possible degree of safety in the public interestj. .”
the duty to perform inspections, maintenance, overhaulyitle 49 charges the FAA with the responsibility flr
and repair of all equipment used in air transportation asromulgating and enforcing adequate standards and
required by Title 49 and the orders, rules, andregylations. At the same time, Title 49 ogaizes that th
regulations of the FAA. holders of air carrier certificates have a dirdct
responsibility for providing air transportation with the

M. Section 44715. Control and Abatement of Aircraft Nighest possible degree of safety. The meaning of Titlgj49,
Noise and Sonic Boom. This section provides that the S 744702(b), should be clearly understood. It means fhat

FAA, after consultation with the Secretary of this responsibility rests directly with the air carrier,

Transportation and the Environmental Protection?”eSpeCtiVe of any action taken or not taken by an FAA

Agency (EPA), shall prescribe and amend standards anffispector or the FAA.

regulations for the measurement of aircraft noise and

sonic boom. B. Before certification, the FAAs objective is to
make a factual and legal determination that a prospective
certificate holder is willing and able to fulfill its duties §s

75. PRIVATE SECTOR RESPONSIBILITIES. set forth by Title 49 and to comply with the minim
standards and regulations prescribed by the FAA. This

A.  The term “private sector,” when applied to objective continues after certification. Title 4944709,

aviation, encompasses all individuals and organizationSPecifies that, if a certificate holder fails to comply wgh

participating in air commerce. While individuals and the minimum standards and regulations, the FAA may
organizations such as pilots, mechanics, air carriers, anff€xamine any certificate holder or appliance. As a result
manufacturers participate directly in air commerce, other© &N inspection, a certificate may be amended, modified,
individuals and organizations such as vendors, foodfUSPe€nded, or revoked, in whole or in part. Additiongly,
caterers, travel agents, baggage handlers, and aircr 44713(b) generally provides that whenever an inspegtor

sales personnel participate indirectly. The FAA, which is mds_ that any a‘TCfaﬁ’ aircraft engine, prop'eller,. r
part of the “public sector,” has the duty (authorized byappllance used or intended to be used by any air carrier in

Title 49, Subtitle VII, “Aviation Programs”) to establish air t_ransportation, is hot in cor)dition'for safe operation,
minimu,m standardé, rules, and national policies tothe inspector shall notify the air carrier, and the product

; ; : - _:shall not be used in air transportation until the FAA finds
provide adequat'ely for natlo'ngl' security a'nd' safety in alrf'hat the product has been returned to a safe condition.
commerce. This responsibility for aviation safety,

however, does not rest entirely with the FAA. Persons or

organizations of the “private sector” are also obligatedto C. The following conditions or situations could
provide for public safety. All airmen, air carriers, aircraft indicate that an air carrier's management is unable or
owners and operators, air agencies, and certain airpoktnwilling to carry out its duties as set forth by Title §9
operators who qualify for and accept an FAA certificate,(S€e volume 3, chapter 8, “Air Carrier Managemgnt
assume these “private sector” responsibilities. Effectiveness”):

Repetitive noncompliance with minimum

B. A major part of air commerce is conducted standards and regulations

by “private” persons or organizations engaged in air
transportation. These persons or organizations are
referred to as air carriers and are involved in the
“‘common carriage” by aircraft, for compensation or

« Insufficient training programs and guidance

hire, of persons, property, or mail. Title 49 requires ~ * Lack of concern or enthusiasm on the part of air
a classification of safety standards appropriate to the carrier management for compliance with  Title I9
differences between air transportation and other and the FAR

forms of air commerce. Therefore, safety standards
applicable to air transportation (air carriers) are more » Lack of operational control of aircraft
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» Lack of ensuring the airworthiness of aircraft of citizens and air carriers. Since public safety and
national security are among the FAA's highest

* Inaccurate recordkeeping procedures priorities, FAA inspectors must be prepared to

NOTE: Title 49 and the FAR contain the take action when any air carrier does not, or
principle that air carriers holding out services to cannot, fulfill its duty to perform services with the
the public must be held to higher standards than highest possible degree of safety.

the general aviation community. Inspectors must

also be aware of the private rights 78.-80. RESERVED
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GENERAL STANDARDS
Medical Section

GENERAL STANDARDS

MEDICAL SECTION

01.00.00

CAPABILITIES AND RESOURCES OF THE MEDICAL TRANSPORT SERVICE

RECEIVING HOSPITALS

Capabilities & Resources of the Service
01.00.00 - 01.06.00

AND

01.01.00

01.01.01

01.01.02

There must be written policies and procedures specifying the mission statement and scope of care
to be provided by the service. The Mission Statement describes what you do, and the scope of care
describes what type of service you perform, what patients you transport and what type of medical
team, etc.

There is evidence that safety issues are addressed specific to the operational environment (i.e.,
weather, terrain, aircraft performance). Patient care issues are considered when choosing the
aircraft or ground transport ambulance and scope of care is considered when choosing the type and
interior modification of the transport ambulance.

The scope of care will be commensurate with the level of education and ongoing clinical
experiences available for medical personnel at the receiving facilities it serves. Education of
medical personnel should include both ongoing didactic and clinical experiences, with documented
initial and ongoing competency, corresponding to the scope of services provided.

RW/FW/G

RW/FW/G

RW/FW/G

01.02.00

There must be evidence of financial commitment to the program by the administrative structure and
through financial resources that provides excellence in patient care and safety of the transport
environment.

RW/FW/G

01.03.00

The transport service will know the capabilities and resources of receiving facilities and will
transport patients to appropriate facilities within the service region based on direct referral,
approved EMS plan, or services available when no direction is provided.

RW/FW/G

01.04.00

All patient care resources, including personnel and equipment, necessary to the program's mission
must be readily available in the aircraft/ground transport ambulance or available for placing in the
aircraft/ground transport ambulance and operational prior to initiating the mission. This includes
resources, personnel, and equipment provided by Specialty Care Providers.

RW/FW/G

01.05.00

The physical base of operations demonstrates an appropriate and safe work environment for all
personnel with adequate lighting, ventilation, and storage of equipment for patient care and care of
the transport ambulance.

RW/FW/G
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Medical Section

Capabilities & Resources of the Service
01.06.00 - 01.09.02

01.06.00 | Transport requests are accepted from authorized personnel with sensitivity to cultural differences | RW/FW/G
and without discrimination due to race, creed, sex, color, age, religion, national origin, ancestry, or
handicap. "Emergency calls" or those requests which involve a patient with a potentially life
threatening illness or injury who requires rapid transportation and intervention at a location within
the defined service area are accepted without prescreening for the ability to pay.
01.07.00 | A professional and community education program and/or printed information with the target | RW/FW/G
audience to be defined by the medical transport service should include but not be limited to: ME
01.07.01 | The FAA Part 135 Certificate Holder must be clearly identified as the entity that is operating the | RW/FW
aircraft on the program’s website, in marketing materials and on the aircraft.
01.07.02 | Hours of operation, phone number, and access procedure. RW/FW/G
ME
01.07.03 | Capabilities of medical transport personnel. RW/FW/G
ME
01.07.04 | Type of aircraft/ground interfacility ambulance(s) used and operational protocols specific to type. RW/FW/G
ME
01.07.05 | Coverage area for the transport service. RW/FW/G
ME
01.07.06 | Preparation and stabilization of the patient. RW/FW/G
ME
01.07.07 | Safety program consisting of patient preparation and personal safety around the aircraft to include | RW
landing zone (LZ) designation for rotor wing services.
01.07.08 | Patients considered appropriate for transport by the medical transport service. Generally, an | RW/FW/G
appropriate transport is one that enhances patient outcome, safety and cost effectiveness over other | ME
modes of transport.
01.08.00 | The medical transport service should be integrated with and communicate with other public safety | RW/FW/G
agencies, including ground emergency service providers. This may include participation in regional
quality improvement reviews, regional disaster planning and mass casualty incident drills to include
an integrated response to terrorist events.
01.08.01 | There is a response plan to all types of disaster, including weapons of mass destruction, terrorist | RW/FW/G
events and natural disasters.
01.08.02 | There is a policy that prohibits “freelance responses” (responding without being specifically | RW/FW/G
requested) to disasters.
01.08.03 | Medical personnel will be familiar with the plan to respond to disasters. RW/FW/G
01.09.00 | Aircraft/ambulance and personnel security. RW/FW/G
01.09.02 | Personnel security RW/FW/G
ME

1. Policy addresses background checks on personnel.

2. Medical team is required to carry photo IDs (driver’s license acceptable) with first
and last name while on duty.






GENERAL STANDARDS
Medical Section

Capabilities & Resources of the Service
01.09.03 - 01.10.01

01.09.03 | Patient security—Family members or other passengers that accompany patients must be properly | RW/FW/G
identified and listed by name (in compliance with HIPAA regulations) in the communications | ME
center or by the transport coordinator.

01.10.00 | The transport service develops and demonstrates use of a written code of ethical conduct in all | RW/FW/G
areas of business that demonstrate ethical practices in business, marketing and professional | ME
conduct.

1. The code of conduct guides the service when confronted with a potential compliance or
ethical issues.

2. The code of conduct outlines the service’s standards for ethical behavior as well as
contact information and reporting protocols if a standard has been violated.

3.  The code of conduct outlines ethical billing practices.

01.10.01 | Ethical business practices must include specific guidelines for transport requests that are not | RW/FW/G
performed directly by the CAMTS accredited service as follows:

1. Referring flights - If an accredited program refers a flight to another service:

a. The accredited service will attempt to refer a transport to another CAMTS
accredited service whenever possible if unable to perform the transport.

2. Brokering flights (arranging for transport and collecting a fee but not actually
performing the transport) is not an acceptable practice of the accredited program
because there is no opportunity to review patient care and safety. If the accredited
program cannot fulfill a request for transport, the service may elect to subcontract.

3. Subcontracted flights — when another service is used to supply a portion of the
transport such as the aircraft or the medical team if the service’s aircraft is not available
or is not appropriate or the medical team is not available nor appropriate. The
subcontracting service will bill the patient or payor for the transport.

4. Outsourcing flights— transferring a request to another service but retaining control of
the coordination throughout the transport. The service may add a fee for coordinating
and flight following during the transport but full disclosure (to the patient and his/her
advocate and the payor source) about the aircraft and medical crew is required.

Less than 5% of the domestic requests (transports within the North American continent)
may be outsourced.

If an accredited service subcontracts or outsources a request for transport, the following conditions | FW

are maintained in practice and policy:

1. The other service will be CAMTS accredited whenever possible unless there is not one in the
service range or the CAMTS accredited service is not available within an appropriate response
time based on patient condition and needs.

2. If unable to subcontract or outsource to a CAMTS accredited service, the service should have

written contracts with aviation services and other medical programs that are outsourced to or
subcontracted. The contract should state that the service subcontracted or outsourced to is not
CAMTS accredited.






GENERAL STANDARDS
Medical Section

Capabilities & Resources of the Service
01.10.01 - 01.10.02

01.10.01 a. Attempts to contact a CAMTS accredited service will be documented FW
(which service and date and time of contact) along with reasons for not
contracting with a CAMTS accredited service.
b. Transport requests that are outsourced to or subcontracted will be tracked
and trended as part of the Utilization Review process.

3. If an unfamiliar aircraft is used (either by the originating team or the other team), a medical
team member familiar with the operation of medical systems, communications and emergency
procedures must accompany the transport team.

4. The accredited program will disclose through a signed agreement (that may be signed on site,
faxed or electronically transmitted) with the requesting agent, patient and payor source
whenever the transport is not performed by their program, medical teams and/or aircraft. (This
does not apply to teams that are listed as specialty teams as part of an accredited service.)

(See Glossary in Appendix for definitions of referred, broker, outsource and subcontract.)

01.10.02 | The transport service has, and will maintain, insurance with financially sound and reputable | RW/FW/G
insurers qualified to do business in the state or states in which the service is located against loss or
damage of the kinds customarily insured against and in such types and amounts as are customarily
carried under similar circumstances by similar business:

The types of insurance should include but are not limited to the following:

1. Hull insurance for each aircraft operating in the EMS environment. Aircraft liability provides RW/FW
coverage with a single limit of at least the following, or in such greater amount and such other
amount and such other insurance as may be required by the statute or other rule in the state or
states in which the service is located:

Fixed Wing FW
5 million for twin engine aircraft
10 million for turbo props and light jets*
20 million for heavy jets*
Rotorwing — 10 million RW

2. Auto insurance (for ground vehicles and ambulances owned by the service ) RW/FW/G

3. Medical malpractice

4. General liability

5. Workers’ compensation

6. Helipad insurance as pertinent to property ownership. RW

*See Glossary in Appendix for definitions of light jets and heavy jets
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Medical Section

Capabilities & Resources of the Service
01.10.03 - 01.13.03

01.10.03 | Federal ID tax number as pertinent to the business entity. RW/FW/G
01.10.04 | Business ownership reflects identification and proof of all entities that have 5% or more ownership | RW/FW/G
in the company. Same owners should disclose all DBAs (doing business as) or ownership in

medical transport companies operating under another name within the past five years.

01.11.00 | The transport service demonstrates environmental integration with the local community with noise | RW
abatement and “fly” and/or “drive friendly” procedures.

01.12.00 | Medical transport services are required to report aviation and ground ambulance accidents and | RW/FW/G
strongly encouraged to report incidents to the CONCERN network and must report to the | ME
appropriate government agencies. There is a written policy that addresses reporting incidents or
accidents and assigns certain individual(s) with the responsibility to report.

(See Glossary in Appendix for definitions of accident and incident.)
01.13.00 | 01.13.00 Compliance Guidelines RW/FW/G
/ME

01.13.01 | There is a corporate compliance officer or designated person responsible for ensuring that the | RW/FW/G
service is in compliance with external laws and regulations, payer requirements and internal | /ME
policies and procedures.

01.13.02 | Compliance issues may include but are not limited to: RW/FW/G

/ME

1. HIPAA*

2. Federal Civil Statutes (False Claim Act)*

3. Balanced Budget Act of 1997*

4. OIG Compliance Program Guidance*

5. OIG annual work plans (hospital affiliated)*

6. Anti-kickback and Stark Laws*

7. EMTALA*

* See References in Appendix

01.13.03 | The compliance program shall include: RW/FW/G

/ME

1. Written polices and procedures.

2. Designation of a compliance officer or assign responsibility to a specific individual.
Conducting effective training and education for staff with documented initial and ongoing
competency.

Developing effective lines of communication.

Enforcing standards through well-published disciplinary guidelines.

Auditing and monitoring.

Responding to detected offenses and developing corrective action.

(%)

Nonk






GENERAL STANDARDS
Medical Section

02.00.00

Medical Personnel
02.00.00 - 02.01.02

MEDICAL PERSONNEL—The medical transport service is properly directed and staffed
according to the mission statement, anticipated needs and scope of services offered.

02.01.00 | Medical Director(s}—The medical director(s) of the program is a physician who is responsible for | RW/FW/G
supervising and evaluating the quality of medical care provided by the medical personnel. The | ME
medical director ensures, by working with the clinical supervisor and by being familiar with the
scope of practice of the transport team members and the state(s) regulations in which the transport
team practices, competency and currency of all medical personnel working with the service.

02.01.01 | The medical director(s) should be licensed and authorized to practice in the state in which the | RW/FW/G
medical transport service is based and have educational experience in those areas of medicine that | ME
are commensurate with the mission statement of the medical transport service (i.e., adult trauma,
pediatric, neonatal transport, etc.) or utilize specialty physicians as consultants when appropriate.

02.01.02 | The medical director(s) should be experienced in both air and ground emergency medical services | RW/FW/G
and has received education as a medical director (see Education Matrix) as appropriate to the | ME

mission statement and be familiar with the general concepts of appropriate utilization of air and
ground interfacility services. In addition, the medical director should be current and demonstrate
competency or provide documentation of equivalent educational experiences directed by the
mission statement and scope of care. If a physician is boarded in an area appropriate to the mission
and scope of the service, certifications #1 — 4 are optional. Specialty certifications are required as
pertinent to the program’s scope of care.

1. Advanced Cardiac Life Support (ACLS) according to the current standards of the American
Heart Association.

2. Advanced Trauma Life Support (ATLS) according to the current standards of the American
College of Surgeons.

3. Neonatal Resuscitation Program (NRP) according to the current standards of the
American Academy of Pediatrics (AAP) and the American Heart Association (AHA).

4. Pediatric Advanced Life Support (PALS) according to the current standards of the
American Heart Association (AHA) or Advanced Pediatric Life Support (APLS) according to
the current standards of the American College of Emergency Physicians (ACEP).

5. Patient care capabilities and limitations (i.e., assessment and invasive procedures during
transport).

6. Infection control.
7. Stress recognition and management.
8. Altitude physiology/stressors of flight if involved in rotor wing or fixed wing operations.

9. Ground ambulance rules /regulations /driver safety course.

10. Appropriate utilization of medical/ground interfacility services.






GENERAL STANDARDS
Medical Section

Medical Personnel
02.01.02 - 02.01.13

11. Emergency Medical Services. RW/FW/G
/ME

12. Hazardous materials recognition and response.

13.  The medical director should demonstrate continuing education in transport.

02.01.03 | The medical director(s) is actively involved in the quality management (QM) program for the | RW/FW/G
service. ME

02.01.04 | The medical director(s) is actively involved in administrative decisions affecting medical care for | RW/FW/G
the service. ME

02.01.05 | The medical director sets and reviews medical guidelines (for current accepted medical practice), | RW/FW/G
and medical guidelines are in a written format. ME

02.01.06 | The medical director(s) is actively involved in hiring, training and continuing education of all | RW/FW/G
medical personnel for the service. ME

02.01.07 | The medical director(s) is actively involved in the care of critically ill and/or injured patients. RW/FW/G

ME

02.01.08 | The medical director(s) is actively involved in orienting physicians providing on-line (in-flight) | RW/FW/G
medical direction according to the policies, procedures and patient care protocols of the medical | ME
transport service.

02.01.09 | Specific policies should address diseases affected by altitude with maintenance of adequate oxygen | RW/FW
saturation and treatment of oxygen desaturation. There is a mechanism to assure transports can be | ME
accomplished with the oxygen supply that is available according to patient needs and transport
distances. Volume expansion in hollow organs should also be addressed. Policies will be consistent
with principles of aeromedical physiology.

02.01.10 | The medical director(s) ensures that ground transport is appropriate and safe for the patient’s | RW/FW/G
specific disease process/needs. (For example: patients requiring use of a hyperbaric chamber are | ME
usually transported by ground, but in some geographic locations, the distance would be prohibitive
for ground transport.)

02.01.11 | Guidelines should state what parameters and disease processes need medical control input during | RW/FW/G
patient transport. ME

02.01.12 | The medical director(s) should set a policy that insures compliance with federal EMTALA | RW/FW/G
regulations. This policy should address bedside-to-bedside care for ALS and Critical Care
Providers to prevent any diminution in level of care. The policy should also address situations
where it may not be necessary to proceed from bedside to bedside with the patient. These incidents
should be examined by the QM process.

02.01.13 | The medical director must maintain open communications with referring and accepting physicians RW/FW/G

and be accessible for concerns expressed by referring and accepting physicians
regarding controversial issues and patient management.
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Medical Personnel
02.02.00 - 02.03.05

02.02.00 | Medical Control Physicians—On-line medical control physicians (who are trained and identified RW/FW/G
by the service) should have the appropriate knowledge base and experience sufficient to ensure
proper medical care and medical control during transport for all patient types served by the medical
transport service.
02.02.01 | If the medical control physician’s experience is lacking in a clinical area, he or she should seek RW/FW/G
prompt consultation as appropriate to ensure proper medical care and medical control during
transport for all patient types served by the medical transport service. This consultant should be an
appropriate designated physician or the patient’s receiving attending physician.
02.02.02 | Medical control physicians are provided with triage guidelines to determine appropriate transport RW/FW/G
mode and team composition (see “References” in appendix)
1. If triage guidelines include provisions for auto launch*, there must be a policy and evidence of | RW
review in the quality management process.
*See Glossary in Appendix for definition of auto launch
02.03.00 | Clinical Care Supervisor—Responsibility for supervision of patient care provided by the various | RW/FW/G
clinical care providers (i.e., EMT-B, EMT-P, RT, RN, RCP, etc.) must be defined by the service. | ME
All patient care personnel must be supervised by someone knowledgeable and legally enabled to
perform clinical supervision. The clinical care supervisor and medical director(s) must work
collaboratively to coordinate the patient care delivery given by the various professionals and to
review the overall system for delivery of patient care. (see “Examples of Evidence” in appendix)
02.03.01 | The clinical supervisor is actively involved in the QM/QA/PI of the program. RW/FW/G
(See “Examples of Evidence” in Appendix) ME
02.03.02 | The clinical supervisor is actively involved in all administrative decisions affecting patient care. RW/FW/G
(See “Examples of Evidence” in Appendix) ME
02.03.03 | The clinical care supervisor is actively involved in hiring, training and continuing education for all | RW/FW/G
personnel who work for the service. ME
(See “Examples of Evidence” in Appendix)
02.03.04 | The clinical care supervisor must ensure adequate mechanisms for the evaluation of clinical | RW/FW/G
practice of patient care providers. ME
(See “Examples of Evidence” in Appendix)
02.03.05 | The clinical care supervisor must demonstrate currency in the following or equivalent educational | RW/FW/G
experiences as appropriate to the mission statement and scope of care. In addition, the clinical care | ME

supervisor must have immediate access to personnel with appropriate knowledge and experience as
consultants.

1. Advanced Cardiac Life Support (ACLS) according to the current standards of the American
Heart Association.

2. Auditing of Advanced Trauma Life Support (ATLS) according to the current standards of the
American College of Surgeons or Transport Nurse Advanced Trauma Course (TNATC)
according to the standards of the Air & Surface Transport Nurses Association.






GENERAL STANDARDS
Medical Section

Medical Personnel
02.03.05 - 02.04.01

NOTE: The usual out-of-hospital trauma courses (e.g. BTLS or PHTLS) do not meet this RWFW/G
requirement due to the need for higher level of understanding trauma pathophysiology and | ME
the need for more sophisticated skills performance.
3. Neonatal Resuscitation Program (NRP) according to the current standards of the American
Academy of Pediatrics and the American Heart Association or equivalent.
According to ACOG (American College of Obstetricians and Gynecologists) Standards,
NRP is a required certification if medical personnel care for high-risk OB patients.)
4. Pediatric Advanced Life Support (PALS) or Advanced Pediatric Life Support (APLS)
according to the current standards of the American Heart Association.
5. Patient care capabilities and limitations during transport (i.e., assessment and invasive
procedures).
6. Infection control.
7.  Stress recognition and management.
8. Altitude physiology/stressors of flight if involved in rotorwing or fixed wing operations.
9. Appropriate utilization of medical/ground interfacility services.
10. Emergency Medical Services.
11. Hazardous materials recognition and response.
12. The clinical care supervisor is actively involved in the QM Program.
13. The clinical care supervisor is actively involved in all administrative decisions affecting
patient care for the service.
14. The clinical care supervisor is actively involved in hiring, training, and continuing
education of all non-physician medical personnel for the service.
15. The clinical care supervisor must ensure adequate mechanisms for the evaluation of the
clinical practice of patient care providers.
02.04.00 | Staffing RW/FW/G
02.04.01 | The service should have written operational policies to address each of the areas listed below: RW/FW/G

1. Scheduling and individual work schedules demonstrate strategies to minimize duty-time
fatigue, length of shift, number of shifts per week and day-to-night rotation. (See References
in Appendix for circadian rhythm and other fatigue studies.) These criteria do not
address payment for overtime regulations, which vary from state to state, and by
agreements with labor unions as applicable.

10





GENERAL STANDARDS

Medical Section

Staffing

02.04.01 - 02.04.01

2.

On-site shifts scheduled for a period to exceed 24 hours are not acceptable. Twenty-four-hour
shifts are acceptable if:

a. Medical personnel are not required to routinely perform any duties beyond those
associated with the transport service.

b. Medical personnel are provided with access to and permission to uninterrupted rest after
daily medical personnel duties are met.

c. The physical base of operations includes an appropriate place for uninterrupted rest.

d. Personnel must have at least eight hours of rest with no work-related interruptions prior
to any scheduled shift of twelve hours or more. The intent is to preclude back-to-back shifts
with other employment, commercial or military flying, or significant fatigue-causing
activity prior to a shift.

e. Medical personnel must have the right to call "time out" and be granted a reasonable
rest period if the team member (or fellow team member) determines that he or she is
unfit or unsafe to continue duty, no matter what the shift length. There should be no
adverse personnel action or undue pressure to continue in this circumstance.

f. Management should monitor transport volumes and personnel’s use of “time out”
policy ensures that medical personnel utilize the right to call “time-out” appropriately.

Policies should address minimum rest/duty time requirements for transports that are
international or involve overnight stays, not to exceed more than 16 hours on duty in a 24-
hour period OR a minimum of two medical team members to allow one member

rest during the transport and insure another attends the patient.

Policies that address preparation for transport based on an available patient report and
distance of transport (including international transports) to appropriately assess staffing and
equipment/supplies needs.

Policies address crew interface so that team members are expected to stay alert on all
legs of the transport, including at least one team member on empty legs, to assist the

pilot in staying alert (especially in one-pilot operations) and the driver to stay alert for
ground transports.

Physical well-being is promoted through:

a. Wellness programs that promote healthy lifestyles (e.g. balanced diet, weight control, no
smoking).

b. Evidence of an injury prevention program and ergonomic strategies to reduce
employee injuries.

c. Protective clothing and dress code pertinent to:

RW/FW/G

FwW

RW/FW/G
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Staffing
02.04.01 - 02.05.01

- Mission profile - such as turn-out gear available at scene for medical personnel
who assist with heavy extrication.

- Safe operations, which may include:
* Boots or sturdy footwear for on-scene operations.
* Wearing reflective material or striping on uniforms for night operations
(Required if the service’s mission includes night scene transports)
* Flame retardant clothing.
* Appropriate outerwear pertinent to survival in the environment.
* Flight helmets (required for RW operations)

d. Infection control - dress codes address jewelry, hair and other personal items of
medical personnel that may interfere with patient care.

e. Written policies addressing:

- Hearing protection requirements

- Duty status during pregnancy

- Duty status during acute illnesses such as sinusitis or otitis.

- Duty status while taking medications that may cause drowsiness.

- Weight/height and/or lifting ability if hiring requirements exist.

- Crew rest for medical staff that addresses maximum duty time and assurance for
adequate rest.

- Eye protection

RW

RW

RW/FW

RW

RW/FW/G

02.05.00

Mission Types - Staffing should be commensurate with the mission statement and scope of care of
the medical transport service. The aircraft or ambulance, by virtue of medical staffing and
retrofitting of medical equipment, becomes a patient care unit specific to the needs of the patient.

RW/FW/G

02.05.01

There are patients in stable condition that may require only one medical professional of at least an
EMT-B level. Although the criteria below may not apply to these types of transports, the medical
transport service should have criteria or mechanisms to provide the appropriate care (number of
medical personnel and level of care) required for patients who are requesting elective transport.

FW/G

02.05.02

Critical Care - A critical care mission is defined as the transport of a patient, from a scene or a
clinical setting, whose condition warrants care commensurate with the scope of practice of a
physician or registered nurse.

1. The medical team must, at a minimum, consist of a specially trained physician or registered
nurse as the primary care provider.

2. A physician or registered nurse may be designated as the primary care provider if he/she
meets the following criteria:

a. There are adequate personnel to provide full coverage with physicians or RNs who are
primarily assigned to the medical transport service and are readily available within the
response time determined by the service.

RW/FW/G
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Medical Section

Mission Types-Critical Care

02.05.02 - 02.05.02

4,

b. The physician or RN must have appropriate state licensure.

An Alternative to Current Critical Care Team Composition Requirements*: As an

alternative to the team composition (for example: paramedic-led teams or teams that
include physician’s assistants or nurse practitioners) requirement above, the following

standard and criteria describe a new way to meet compliance with the accreditation
standards as a critical care team.

*Please see Alternative Team Composition Requirements listed in Appendix as Addendum A.

Critical care missions require an additional team member, for a minimum of two medical
attendants (for example, but not limited to, RN/RN, RN/RCP, RN/MD, RN/EMT, or
alternative team composition), while a patient(s) is on board. Personnel should be available for
each transport within a response time determined by the service.

a. Regularly scheduled personnel should be assigned to the service as his/her primary
responsibility, and should meet all appropriate and current state licensing, certification or
permitting requirements for Respiratory Care Practitioners or EMT-Paramedic, or higher
level.
- They must meet educational requirements specific to the medical transport
service environment assigned.

b. On an emergency/unanticipated/infrequent basis, non-scheduled personnel can be
added as the second team member according to the protocols of the medical transport
service as long as orientation includes in-transport treatment protocols, general aircraft and
ambulance safety, emergency procedures, operational policies and infection control.

c. Under certain infrequent conditions, the weight of the second medical attendant or
equipment could potentially compromise the performance of the aircraft and the safety of
the mission. Under these conditions, if only one medical attendant can accompany the
patient, the following should occur:

e A written policy exists defining the conditions of density altitude and
weight and supporting the pilot's authority to make these decisions.

e A single medical attendant should have the knowledge and medical
equipment to adequately perform one-person CPR.

e Quality management activities are in place that regularly review the
patient care provided by only one medical attendant and the patient's
status at the time of arrival at the scheduled destination facility.

e No other transport team is available in that region at the time of the
transport that would be more appropriate for delivering the level of care
the patient requires.

RW/FW/G
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Mission Types - ALS

02.05.03 - 02.05.03

02.05.03

Advanced Life Support—An advanced life support (ALS) mission is defined as the transport of a
patient from an emergency department or critical care unit or scene who receives care
commensurate with the scope of practice of an EMT-Paramedic. (See ALS-BLS Ground Section as
applicable.)

1.

The medical team must at a minimum consist of at least one certified EMT-Paramedic as
the primary care provider.

a. There are adequate personnel to provide full coverage with EMT-Paramedics who are
primarily assigned to the medical service and are readily available within the response
time determined by the service (if the majority of transports are ALS missions).

The EMT-Paramedic provider must be licensed, certified, or permitted according to the
appropriate state regulations and current relicensing, recertification, or repermitting status.

Advanced life support missions require an additional team member, for a minimum of two
medical attendants, while a patient(s) is on board. Personnel should be available for each
transport within a response time determined by the service.

a. Regularly scheduled personnel should be assigned to the service as his/her primary
responsibility and should meet all appropriate and current state licensing, certification, or
permitting requirements for EMT-B, Respiratory Care Practitioners or EMT-

Paramedic, or higher level.

b. They must meet educational requirements specific to the medical transport service
environment assigned.

¢. On an emergency/unanticipated/infrequent basis, non-scheduled personnel can be added
as the second medical team member according to the protocols of the medical service as
long as orientation includes in-flight treatment protocols, general aircraft safety,
emergency procedures, operational policies, and infection control.

d. Under certain conditions, the weight of the second medical person or equipment could
potentially compromise the performance of the aircraft and safety of the mission. Under
these conditions, if only one medical person can accompany the patient, the following
should occur:
e A policy exists defining the conditions of density altitude and weight
and supporting the pilot's authority to make these decisions.

e A single medical attendant should have knowledge and medical
equipment to adequately perform one person CPR.

e Quality management activities are in place that regularly review the
patient care provided by only one medical attendant and the patient's
status at the time of arrival at the scheduled destination facility.

e No other transport team is available in that region at the time of
transport that would be more appropriate for delivering the level of care
the patient requires.

RW/FW
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Mission Types - BLS
02.05.04 - 02.05.04

02.05.04

Basic Life Support—A basic life support (BLS) mission is defined as the transport of a patient
from an emergency department or scene who receives care commensurate with the scope of practice
of an Emergency Medical Technician-B. (See Ground ALS-BLS Section as applicable.)

1. There are adequate personnel to provide full coverage with EMT-B providers who are
primarily assigned to the medical service and are readily available within the response
time determined by the service.

2. The EMT-B provider must be licensed, certified or permitted according to the appropriate
state regulations and have current relicensing, recertification, or repermitting status.

3. Basic life support missions require an additional EMT-B provider, for a minimum of two
medical attendants, while a patient(s) is on board. Personnel should be available for each
transport with a response time determined by the service.

a. The additional EMT-B provider must be licensed, certified or permitted according to
the current appropriate state regulations and have relicensing, recertification, or

tting status. They must meet educational requirements specific to the medical

transport service environment assigned.

b. Under certain conditions, the weight of the second medical attendant or equipment
could potentially compromise the performance of the aircraft and safety of the

mission. Under these conditions, if only one medical attendant can accompany the patient,
the following should occur:

. A written policy exists defining the conditions of density altitude and
weight and supporting the pilot's authority to make these decisions.

. A single medical attendant should have the knowledge and medical
equipment to adequately perform one-person CPR.

. Quality management activities are in place that regularly review the
patient care provided by only one medical attendant and the patient's
status at the time of arrival at the scheduled destination facility.

. No other transport team is available in that region at the time of
transport that would be more appropriate for delivering the level of care
the patient requires.

4. Fixed-wing services flying BLS missions may provide only one medical attendant (EMT-
B level or above) when all of the following criteria are met:

a. Specific criteria are used in screening each flight for the appropriateness of providing
only one medical attendant;

b. Quality management activities are in place that regularly review the patient care
provided by only one medical attendant and the patient’s status at the time of arrival at the

scheduled destination facility; and

RW/FW

RW

FW
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Mission Types - Specialty Care
02.05.04 - 02.06.01

c. No other transport team is available in that region at the time of transport that would be
more appropriate for delivering the level of care the patient needs.

FW

02.05.05

Specialty Care—Specialty transport teams that are specifically trained for air and/or ground

transport and are not accompanied by a transport team or team member should follow the criteria

listed under critical care. Specialty personnel (as for neonatal, pediatric, perinatal or IABP

transports) who are added to the regularly scheduled transport team should follow the criteria listed

below:

1. Specialty care personnel must have appropriate state licensure or certification
requirements by appropriate agencies or governing bodies and have relevant specialty
experience as described by program policy.

2. Liaison roles with the host medical transport service ensure cohesive and safe operational
relationships, and well-defined roles and policies.

3. Specialty care personnel must be accompanied by at least one regularly scheduled air
medical personnel.

4. Specialty care personnel must be educated in in-flight and ambulance treatment
modalities, altitude physiology, general aircraft and ambulance safety, and emergency
procedures. For RW/FW, they must meet educational requirements for in-flight
environment (reference pg. 21- Education specific to the in-flight and ground transport
environment).

RW/FW/G

RW/FW

02.05.05

Medical Escorts—See Medical Escort Standards in this manual for specific criteria.

02.06.00

Orientation, Training, and Continuing Education Program Requirements—A planned and
structured program should be required for all regularly scheduled medical transport personnel.

Competency and currency in these competencies must be ensured and documented through relevant
continuing education programs/certification programs or their equivalent listed in this section.

The orientation, training and continuing education must be directed and guided by the transport
program’s scope of care and patient population, mission statement and medical direction.

RW/FW/G

02.06.01

CRITICAL CARE AND ALS PROVIDERS

1. Initial training program requirements for all full-time and part-time Critical Care and
ALS Providers. Each Critical Care and ALS provider must successfully complete a
comprehensive training program or show proof of recent experience/training in the
categories listed below prior to assuming independent responsibility.

a. Pre-hire qualifications should include requiring experience relevant to the
program’s scope of care and patient population(s).

b. Initial and ongoing training need not be absolutely equivalent depending on roles in
patient care for different providers as defined by the program and/or state regulations, but
training must have basic equivalencies. Both medical personnel members need to be
didactically trained. (For example: a paramedic or nurse may not be allowed to do a
procedure by state regulation, but that provider needs to be familiar with the steps in the
procedure in order to assist the other provider in the performance of that procedure.)

RW/FW/G
ME
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GENERAL STANDARDS Initial Education
Medical Section 02.06.01 - 02.06.01
c. Didactic Component of Initial Education - should be specific and appropriate for the | RW/FW/G
mission statement and scope of care of the medical transport service. Measurable
objectives need to be developed and documented for each experience. The transport
program will provide a basic outline of initial education that is not limited to, but must include:
e Advanced airway management.
RW/FW/G
e  Altitude physiology/stressors of flight.
RW/FW
e Anatomy, physiology and assessment for adult, pediatric and
RW/FW/G

*See References in Appendix for in-flight fire warnings from laptop battery
failures and other high energy batteries.

neonatal patients —as outlined within the program’s scope of care
and patient population. (For example, if the program’s scope of
care includes all age groups of patients, then the anatomy,
physiology and assessment of neonates, pediatric and adult patients
must be included.)
Transport vehicle orientation/safety & in-transport
procedures/general vehicle safety including all types of vehicles the
team may be exposed to including depressurization procedures for
fixed wing (as appropriate). *
Ambulance orientation/safety and procedures as appropriate.

Cardiac emergencies and advanced cardiac critical care.

Didactic education that is mission specific and specific to scope of
care and patient population— for example:

» Burn Emergencies (thermal, chemical and electrical)
» Environmental emergencies.

» Equipment education — (airway, breathing and circulation
equipment, defibrillators, pacemakers, monitors, IABP etc.)

» High risk obstetric emergencies (bleeding, medical, trauma).
» Metabolic endocrine emergencies

» Multi-trauma (chest, abdomen, facial).

» Neonatal emergencies (respiratory distress, surgical, cardiac.)

» Toxicology.

GENERAL STANDARDS

Initial Education
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Medical Section

02.06.01 - 02.06.01

Disaster and triage.

EMS radio communications.

Hazardous materials recognition and response. (Even if not part of the
service’s mission statement, personnel should be able to recognize a
hazardous-materials situation if encountered.)

Hemodynamic monitoring, pacemakers, automatic implantable cardiac
defibrillator (AICD), intra-aortic balloon pump, central lines, pulmonary
artery and arterial catheters, ventricular assist devices and extracorporeal

membrane oxygenation (ECMO).

Human Factors — Crew Resource Management — AMRM (Air
Medical Resource Management (See References in Appendix)

Infection control.

Mechanical ventilation and respiratory physiology for adult, pediatric
and neonatal patients as appropriate to the mission statement and scope of
care of the medical transport service specific to the equipment.

Oxygen therapy in the medical transport environment - Mechanical
ventilation and respiratory physiology for adult, pediatric and neonatal
patients as appropriate to the mission statement and scope of care of the
medical transport service.

Pediatric medical emergencies.

Pediatric trauma.

Pharmacology.

Quality Management — Didactic education that supports the medical
transport service’s mission statement and scope of care of the medical
transport service.

Respiratory emergencies.

Scene management/rescue/extrication.

Stress recognition and management.

Survival training.

RW/FW/G

RW/FW

RW/FW/G

GENERAL STANDARDS

Initial Education
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Medical Section

02.06.01 - 02.06.01

d. Clinical Component of Initial Training— Clinical experiences will be based on the
program’s mission, scope of care and patient population. Measurable objectives need to be
developed and documented for each experience listed below reflecting hands-on
experience versus observation only. The following areas will be included for the scope of
practice areas in which the team transports.

e  C(ritical Care. (adult, neonatal, pediatric)
e Emergency care. (adult, neonatal, pediatric)

e Invasive procedures on mannequin equivalent for practicing invasive
Procedures. (An approved mannequin or simulator may be used.
(See Education Matrix for guidelines for use of a mannequin and HPS.)

e Neonatal intensive care.
e  Obstetrics.

e Pediatric critical care.

e  Prehospital care.

e Tracheal intubations.

e. Since airway management is an essential life-saving measure, and endotracheal
intubation is an important aspect of airway management, the initial education and training
must include no less than 5 live (animal labs and dynamic HPS experiences are also
acceptable) cadaver or dynamic HPS experience specific to age groups in program’s scope
of care and patient population. An experienced transport team member may show
documentation that demonstrates this requirement has been previously met. Both
crewmembers must be trained in airway management although license or state regulations
may dictate who is allowed to intubate before and during transport. All intubations
(successful or unsuccessful) must be documented and evaluated in the program’s
PI/QA/QM program.

(See Education Matrix for guidelines regarding use of an HPS)

f. Alternative airway management will be included for all transport team members.
Alternative airways should be selected and utilized based on the mission and scope of
practice of the transport team. For example, a combitube may not be appropriate for a
neonatal team, but an LAM may be.

RW/FW/G

RW/FW/G

RW/FW/G

GENERAL STANDARDS

Continuing Education
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Medical Section

02.06.01 - 02.06.01

Continuing education/staff development must be provided and documented for all full-
time and part-time Critical Care and ALS Providers. These should be specific and
appropriate for the mission statement and scope of care of the medical transport service.

a. Didactic continuing education must include an annual review of:

e Hazardous materials recognition and response.

e  Human factors — Crew Resource Management - AMRM (See References
in Appendix)

e Infection control.

e State EMS rules and regulations regarding ground and air transport.
e  Stress recognition and management.

e  Survival training.

b. Clinical and laboratory continuing education should be developed and documented on
an annual basis and must include:

e  C(ritical care (adult, pediatric, neonatal).
e Emergency/trauma care.

e Invasive procedure labs.

e Labor and delivery.

e Prehospital experience.

e  Skills maintenance program documented to comply with number of skills
required in a set period of time according to policy of the medical transport
service (i.e., endotracheal intubations, chest tubes).

Since airway management is an essential life-saving measure, and
endotracheal intubation is an important aspect of airway management,
no less than one successful live, cadaver or mannequin intubation per
quarter is required for each Critical Care or ALS Provider. Success rates
for all live intubations are documented and monitored through the QM
process. Both crewmembers must be trained, although state regulations
or other factors may preclude one crewmember from performing
endotracheal intubations in the field.

Live, mannequin or cadaver intubation experience within the scope of
practice served by the medical transport service: i.e., neonates
less than 28 days; children age 2 to 8 years.)

RW/FW/G

RW/FW/G
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GENERAL STANDARDS

Medical Section

Continuing Education

02.06.01 - 02.06.01

Policies ensure that clinical competency is maintained by currency in the following or
equivalent training as appropriate for the position description, mission statement, and
scope of care of the medical transport service. The Education Matrix in the appendix —
Addendum B — contains a listing of the current national and international courses that are
available for educational preparation of transport crews and is intended to assist in the
determination of compliance with the standards. In addition, the supporting

associations are listed. These associations have websites where additional information

can be obtained.

There are others courses that have been developed by programs, hospitals, local and state
agencies that may be used to meet educational requirements such as the Critical Care
Paramedic Course (CC-EMT). No matter what is chosen—a national course as listed
below or a locally-developed course—specific objectives, content outlines and measurable
outcomes need to be included in what is developed and must be submitted to CAMTS as
an attachment to the PIF application and must include primary and secondary assessment,
advanced physiology and advanced skills.

a. Basic Life Support (BLS)—documented evidence of current BLS certification
according to the American Heart Association (AHA).

b. Advanced Cardiac Life Support (ACLS)—documented evidence of current ACLS
according to the AHA.

c. Advanced Trauma Life Support (ATLS)—according to the American College of
Surgeons - ATLS audit, ATLS for Nurses or Transport Nurse Advanced Trauma
Course (TNATC).

NOTE: The usual out-of-hospital trauma courses (e.g., BTLS or PHTLS) do not
meet this requirement unless supplemented with advanced trauma
pathophysiology didactic and evidence of advanced skills performance.

d. Pediatric Advanced Life Support (PALS)—or Advanced Pediatric Life Support
(APLS) according to the AHA and ACEP, or equivalent education.

e. Neonatal Resuscitation Program (NRP) according to the current standards of the
American Academy of Pediatrics and the American Heart Association or equivalent.
According to ACOG (American College of Obstetricians and Gynecologists)
Standards, NRP is a required certification if medical personnel care for high-risk OB
patients.)

f. Nursing certifications (such as CEN, CCRN, RNC, CTRN and especially CFRN)
pertinent to scope of care and patient population are strongly encouraged. If required in
position descriptions, certifications must be current.

g. Paramedic certifications (such as NREMT-P and especially FP-C) are strongly
encouraged. If required in position descriptions, certifications must be current.

RW/FW/G
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GENERAL STANDARDS Education - BLS

Medical Section 02.06.02 - 02.06.02
02.06.02 | BLS PROVIDERS FW
1. Initial Training Program—Each BLS provider must successfully complete a comprehensive

training program or show proof of recent experience/training in the categories listed below
prior to assuming independent responsibility. The appropriate training and continuing
education program will be guided by the medical service’s mission statement, scope

of care and medical direction (See ALS-BLS Ground Section as applicable).

a. Didactic Component - Should be specific and appropriate for the mission statement and
scope of care of the medical service.

e Altitude physiology/stressors of flight.

e Aviation - aircraft orientation/safety & in-flight procedures/general aircraft
safety including depressurization procedures for fixed wing (as appropriate).

e Basic Trauma Life Support (BTLS) or equivalent education.

e Care of cardiac, medical, trauma, pediatric, obstetric, neonatal emergencies.
e EMS radio communications.

e Hazardous materials recognition and response.

e Human Factors — Crew Resource Management — AMRM (Air
Medical Resource Management*

e Infection control.

e (Quality management.

e Stress recognition and management.

e Survival training.
b. Clinical Component—Clinical experiences should include, but not be limited to, the
following (experiences should be specific and appropriate for the position description,
mission statement and scope of care of the medical service):

e Emergency care.

e Prehospital care.

* (See References in Appendix)

GENERAL STANDARDS

Education — Specialty Care
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Medical Section 02.06.02 - 02.06.03

2. Continuing education/staff development—Continuing education must be provided and FW
documented for all full-time and part-time BLS providers. These should be specific and
appropriate to the mission statement and scope of care of the medical service:

a. Didactic continuing education must include:
e Altitude physiology/stressors of flight.
e Aviation safety issues.
e BTLS or equivalent education to address initial care of the trauma patient.
e Emergency care courses — basic level.

e Hazardous materials recognition and response.

e Human factors — Crew Resource Management ~AMRM (Air
Medical Resource Management (See References in appendix)

¢ Infection control.
e Stress recognition and management.
e Survival training

b. Clinical continuing education should be developed and documented on an annual basis
and must include:

e Emergency/trauma care.

Prehospital experience.

02.06.03 | SPECIALTY CARE PROVIDERS RW/FW/G
1. Education requirements for Specialty Care Providers
a. Education requirements will be similar to the initial training program for Critical Care
and ALS Providers (Didactic and Clinical Components) and specific for the specialty area
(i.e., neonatal vs. pediatric).
b. Continuing education must be provided and documented for specialty care providers
and should be specific and appropriate for the mission statement and scope of care of the
medical transport service:

¢ Didactic continuing education programs specific to the specialty.

¢ Ongoing clinical experiences specific to the specialty.

GENERAL STANDARDS Education — Transport Environment
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Medical Section

02.06.03 - 02.06.04

¢ Clinical competency must be maintained by currency in specialty education
required by position description (i.e., American Heart Association/American
Academy of Pediatrics, or Pediatric Advanced Life Support pertinent to
appropriate specialty).

RW/FW/G

02.06.04

Education Specific to the In-Flight and Ground Transport Environment

1. Completion of all the following educational components should be documented for each of
the medical personnel. These components should be included in initial education as well
as reviewed on an annual basis with all regularly scheduled, part-time or temporarily
scheduled medical personnel and specialty care providers as appropriate for the mission
statement and scope of care of the medical service.

a. Medical patient transport considerations
(assessment/treatment/preparation handling/equipment).

b. Day-and night-flying protocols.
¢. EMS communications (radios) and familiarization with EMS system.

d. Extrication devices and rescue operations (ranging fro m familiarity to explicit training
depending on the service's mission statement) (RW).

e. General aircraft safety. (It is strongly recommended to have the aircraft physically
present when providing this training.) This training addresses:

e Aircraft evacuation procedures (exits and emergency release mechanisms). To
include emergency shut down- engines, radios, fuel switches, electrical and

oxygen shutdown.

e Aviation terminology and communication procedures to include knowledge of
emergency communications frequency.

e In-flight and ground fire suppression procedures (use of fire extinguishers).

¢ In-flight emergency and emergency landing procedures (i.e., position, oxygen,
securing equipment).

o Safety in and around the aircraft, including FAA rules and regulations pertinent
to safety for medical team members, patient(s), and lay individuals.

e Specific capabilities, limitations and safety measures for each aircraft used, which
includes specific training for backup or occasionally used aircraft.

o Use of emergency locator transmitter (ELT).

RW/FW/G

RW

RW/FW
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GENERAL STANDARDS

Medical Section

Education — Transport Environment

02.06.04 - 02.06.04

f. Ground operations.
¢ Landing sites.
» On-scene requirements.
» Hospital landing site changes or special needs review.
o Patient loading and unloading — policy for rapid loading/unloading procedures.
o Refueling policy for normal and emergency situations.
g. Hazardous materials recognition and response.

h. Survival training/techniques/equipment that is pertinent to the environment/geographic
coverage area of the medical service.

Completion of all the following educational components should be documented for each of
the ground transport personnel. These components should be included in initial education
as well as reviewed on an annual basis with all regularly scheduled, part-time or
temporarily scheduled personnel or specialty care providers as appropriate for the mission
statement and scope of care of the ground interfacility service.

a. EMS communications (radios) and familiarization with EMS system.

b. Extrication devices and rescue operations (ranging from familiarity to explicit training,
depending on the service's mission statement).

c. General safety. (It is strongly recommended to have the ambulance physically present
when providing this training.) This training addresses:

e Ambulance evacuation procedures (exits and emergency release mechanisms).

e  Fire suppression procedures (location and use of fire extinguishers).

e Patient loading and unloading procedures.

e Refueling procedure with patient(s) on board.

e Use of road hazard equipment.

e Specific capabilities, limitations and safety measures for each ambulance
used, which includes specific training for backup or occasionally used
ambulances.

d. Hazardous materials recognition and response.

e. Survival training/techniques/equipment that is pertinent to the environment/geographic
coverage area of the medical transport service.

RW

RW/FW

25





GENERAL STANDARDS Medical Configuration
Aircraft/ Ambulance Section 03.00.00 - 03.01.04

AIRCRAFT/AMBULANCE SECTION

03.00.00 MEDICAL CONFIGURATION OF THE AIRCRAFT/AMBULANCE—Any in-service aircraft/
ambulance should be configured in such a way that the medical transport personnel can provide patient care consistent
with the mission statement and scope of care of the medical transport service. On the aircraft, the medical interior is
installed according to FAA criteria, and the aircraft/ambulance will be equipped according to applicable state laws.

03.01.00 | Configuration of the aircraft/ambulance interior should not compromise the ability to provide | RW/FW/G
appropriate care or prevent providers from performing emergency procedures if necessary.

03.01.01 | Medical transport personnel have access to the patient in order to begin and maintain basic and | RW/FW/G
advanced life support treatment.

03.01.02 | The aircraft/ambulance configuration allows for stabilizing the patient’s airway and childbirth | RW/FW/G
procedures if that is part of the service's mission.

03.01.03 | The aircraft/ambulance configuration and patient placement allows for safe medical personnel | RW/FW/G

egress.
1. Doors must be fully operable from the interior.
2. Doors must be capable of being opened fully and held by a mechanical device.

03.01.04 | The service's mission and ability to transport two or more patients should not compromise the | RW/FW/G
airway or stabilization or the ability to perform emergency procedures on any on-board patient.

1. The aircraft/ambulance should have access for simultaneous airway management if there is a
two-patient configuration.

2. The aircraft/ambulance should have access for simultaneous airway management if there is
a two-patient configuration.

3. For all transports, there are written guidelines describing types of patients that can be
transported in a two-patient stretcher configuration if the aircraft/ambulance configuration
does not allow for full access to the second patient.

4. For all transports, strict policies will address weight limitations, patient condition based on
anticipated needs, and patient position in the aircraft/ambulance.

5. Policies will be written and adhered to for one or more patient transports if the interior
configuration of the aircraft/ambulance does not allow for uninhibited access to one or
more patients while enroute. Policies will address under what circumstances two critical
patients may or may not be transported, including staffing and equipment.
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GENERAL STANDARDS
Aircraft/ Ambulance Section

Medical Configuration
03.02.00 - 03.03.07

03.02.00 | Maintaining airway RW/FW/G
03.02.01 | There should be access and necessary space to ensure any on-board patient's airway is maintained | RW/FW/G
and to provide adequate ventilatory support from the secured, seat-belted position of medical

transport personnel.
03.02.02 | It is strongly encouraged that seating be designed in the ground ambulance so that patient care can | G
be rendered from a seat-belted position.
03.03.00 | Delivering oxygen
03.03.01 | Oxygen is installed according to FAA regulations in the aircraft and according to state and federal | RW/FW/G
regulations for ambulances. Medical transport personnel can determine how oxygen is functioning
by pressure gauges mounted in the patient care area.
1. Each gas outlet is clearly identified.
2. Oxygen flow can be stopped at or near the oxygen source from inside the aircraft or
ambulance.
3. The following indicators are accessible to medical transport personnel while enroute:
a. Quantity of oxygen remaining.
b. Measurement of liter flow.
03.03.02 | A variety of oxygen delivery devices consistent with the service's scope of care must be available. RW/FW/G
03.03.03 | Adequate amounts (for anticipated liter flow and length of transport with an emergency reserve) of | RW/FW/G
oxygen must be available for every mission.
03.03.04 | An appropriately secured portable oxygen tank with a delivery device must be carried on the | RW/FW/G
aircraft/ambulance so that oxygen delivery is not disrupted when transferring the patient to a
hospital or other receiving facility. A portable oxygen tank is never to be secured between patient’s
legs while aircraft or ambulance is in motion.
03.03.05 | There must be a backup source of oxygen (of sufficient quantity to get safely to a facility for | RW/FW/G
replacements) in the event the main system fails. For air transports, this backup source can be the
required portable tank as long as the portable tank is accessible in the patient care area during
flight.
03.03.06 | There is appropriate storage of oxygen in the facility according to OSHA standards. RW/FW/G
03.03.07 | Oxygen flow meters and outlets must be padded, flush mounted, or so located to prevent injury to | RW/FW/G

medical transport personnel, patients or passengers.
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GENERAL STANDARDS
Aircraft/ Ambulance Section

Medical Configuration
03.04.00 - 03.06.01

03.04.00 | Maintaining I'V fluids RW/FW/G

03.04.01 | IV supplies and fluids are readily available. RW/FW/G

03.04.02 | Hangers/hooks are available that secure I'V solutions in place or a mechanism to provide RW/FW/G
high flow fluids if needed.

03.04.03 | All IV hooks are padded, flush mounted, or so located to prevent head trauma to the medical | RW/FW/G
transport personnel in the event of a hard landing in the aircraft or emergency with the ambulance.

03.04.04 | Glass IV containers are not used unless required by specific medications and are properly secured. RW/FW/G

03.04.05 | A minimum of three IV infusion pumps are on the aircraft/ambulance or immediately available for | RW/FW/G
critical care transports and as appropriate to the scope of care.

03.05.00 | Medications consistent with the service’s scope of care are accessible. RW/FW/G
03.05.01 | The transport service has a method of assuring that all medications and intravenous fluids are | RW/FW/G
appropriately calculated. Examples of effective methods include the use of drug calculation lists,
internet based programs and pre-programmed drug delivery systems such as those found in

medication pumps.

03.05.02 | Medications are easily accessible. Controlled substances are in a locked system and kept in a | RW/FW/G
manner consistent with state law.

03.05.03 | Storage of medications allows for protection from extreme temperature changes if environment | RW/FW/G
deems it necessary.

03.05.04 | There is a method to check expiration dates of medications and supplies on a regular basis. RW/FW/G
03.06.00 | Medical supplies and equipment must be consistent with the service's mission statement and scope | RW/FW/G
of care. Additionally, the following equipment must be on the aircraft/ambulance and available for

all Critical Care or ALS Providers.
03.06.01 | Cardiac monitoring capabilities RW/FW/G
1. Cardiac monitor, defibrillator and external pacemaker are secured and positioned so that
displays are visible.
2. Extra batteries or power source are available for cardiac monitor/defibrillator or external
pacemaker.
3. Aircraft/ambulance is configured for effective CPR.
GENERAL STANDARDS Medical Configuration
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Aircraft/ Ambulance Section

03.06.02 - 03.06.11

03.06.02

Defibrillator
1. Defibrillator is secured and positioned for easy access.

2. Semiautomatic or automatic external defibrillator may be required for some BLS
Providers (where permitted as scope of care for EMT-B).

3. Pediatric paddles available if applicable to the scope of care of the medical transport
service.

RW/FW/G

03.06.03

External pacemaker on-board or immediately available as a carry-on item.

RW/FW/G

03.06.04

Pulse generator pacemaker on-board or immediately available as a carry-on item or policy
addressing arrangements to continue use of the pacemaker from the sending facility.

RW/FW/G

03.06.05

Advanced airway and ventilatory support equipment

1. Laryngoscope and tracheal intubation supplies, including laryngoscope blades, bag-valve-
mask and oxygen supplies, including PEEP valves; appropriate for ages and potential needs
of patients transported.

2. A mechanical ventilator should be on board for critical care transports as pertinent to the
scope of care of the medical transport service.

RW/FW/G

03.06.06

Two suction units, one of which is portable and both of which must be required to deliver adequate
suction.

RW/FW/G

03.06.07

Pulse oximetry on-board for critical care missions or immediately available for ALS.

RW/FW/G

03.06.08

End-tidal CO2 monitoring capabilities available.

RW/FW/G

03.06.09

If inhaled nitric oxide or other inhaled gases are used, policies address the following:
Monitoring

Cylinder safety

Transportation regulations

Occupational exposure

Equipment issues

M.

a. Weight
e Mounting in the vehicle
e Delivery of the drug

6. Emergency procedures

RW/FW/G

03.06.10

Automatic blood pressure device, sphygmomanometer, doppler or arterial line monitoring
capability on-board or immediately available.

RW/FW/G

03.06.11

Devices for decompressing a pneumothorax and performing an emergency cricothyroidotomy
available if applicable to scope of care of the medical transport service.

RW/FW/G

GENERAL STANDARDS
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Aircraft/ Ambulance Section

03.06.12 - 03.06.12

03.06.12

The aircraft/ambulance design and configuration must not compromise patient stability in loading,
unloading or in-flight operations.

1.

The aircraft/ambulance must have an entry that allows loading and unloading without
excessive maneuvering (no more than 45 degrees about the lateral axis and 30 degrees
about the longitudinal axis) of the patient, and does not compromise functioning of
monitoring systems, intravenous lines, and manual or mechanical ventilation.

A minimum of one stretcher should be provided that can be carried to the patient.

a. Aircraft stretchers and the means of securing it in-flight must be consistent with FAR’s.
Ambulance stretchers must comply with state and federal laws.

b. Policy indicates the maximum gross weight allowed on the stretcher (inclusive of patient
and equipment) as consistent with manufacturer’s guidelines.

¢. The stretcher should be large enough to carry the 95™ percentile adult patient, full length
in the supine position. (The 95™ percentile adult American male is 6 ft. and 212 1bs.)

d. The stretcher should be sturdy and rigid enough that it can support cardiopulmonary
resuscitation. If a backboard or equivalent device is required to achieve this, such
device will be readily available.

e. The head of the stretcher is capable of being elevated at least 30 degrees for patient
care and comfort.

f. If the ambulance stretcher is floor supported by its own wheels, there is a mechanism to
secure it in position under all conditions. These restraints permit quick attachment and
detachment for patient transfer.

Securing the patient

a. Patients transported by air are restrained with a minimum of three cross straps that must
comply with FAA regulations including applicable STCs. (cross straps are expected to
restrain the patient at the chest, hips and knees). Patients that are loaded head forward
must additionally be restrained with a shoulder harness restraint.

b. Belt locations should be adjustable along the length of the stretcher to accommodate
patients specific medical situations (Such as pregnant patients or specific injury
locations)

c. Patients under 60 pounds (27kg.) should be provided with an appropriately sized
restraining device (for patient’s height and weight ), which is further secured by a
locking device.

e  All patients under 40 pounds must be secured in a five-point safety strap device
that allows good access to the patient from all sides and permits the patient’s
head to be raised at least 30 degrees. Velcro straps are not encouraged for use on

pediatric devices.

RW/FW/G

RW/FW
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GENERAL STANDARDS
Aircraft/ Ambulance Section

Medical Configuration
03.06.12 - 03.06.12

e Ifacar seat is used, it must have an FAA approved sticker.

d. Isolette

e There must be some type of restraining device within the isolette to protect
the infant in the event of air turbulence or poor road conditions.

e Isolette must be capable of being opened from its secured position in order
to provide full access to the infant in the event of complicated airway

problems or extrication from the isolette becomes necessary.

Supplemental lighting system will be installed in the aircraft/ambulance in which standard
lighting is insufficient for patient care.

a. A self-contained lighting system powered by a battery pack or a portable light with a
battery source must be available.

b. In an aircraft, a means to protect the pilot’s night adaptation vision should be

provided for night operations, either through the medical configuration or by a dividing

curtain. (Use of red lighting or low intensity lighting in the patient care area is
acceptable if not able to isolate the patient care area.)

c. Inan ambulance, the interior lighting includes an overhead or dome light that is
configured so as not to cause reflection and impair the driver’s vision while driving.

Electric power outlet must be provided with an invertor or appropriate power source of
sufficient output to meet the requirements of the complete specialized equipment package
without compromising the operation of any electrical aircraft/ambulance equipment.

An extra battery may be the back-up power source for equipment.

Medical or communications equipment will be functional without interfering with the
avionics nor should avionics interfere with function of medical equipment on the aircraft.
Medical or communications equipment will be functional on the ambulance without
interfering with the mechanical components of the ambulance or vice-versa.

Aircraft/ambulance operational controls and communications equipment are physically
protected from any intended or accidental interference by the patient, medical transport

personnel, or equipment and supplies.

Head-strike envelope

a. The interior modification of the aircraft is clear of objects/projections OR the
interior of the aircraft is padded to protect the head-strike envelope of the medical
personnel and patients as appropriate to the aircraft.

b. The head-strike envelope in the ambulance should be clear of hard objects that could
cause injury in the event of poor road conditions or sudden stops.

RW/FW/G
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GENERAL STANDARDS
Aircraft/ Ambulance Section

Operational Issues
03.06.12 - 04.01.03

c. Helmets are required for rotorwing operations. Helmets for crewmembers must RW
be appropriately fitted and maintained according to the program’s manufacturer’s
criteria or program’s policy.
9. All aircraft equipment (including specialized equipment) and supplies must be secured G
according to FAR's. (Use of bungee cords is not considered appropriate when
securing equipment and supplies). Ambulance equipment must be secured by an
appropriate clamp, strap, or other mechanism to the vehicle or stretcher/isolette to prevent
movement during a crash or abrupt stop.

04.00.00 OPERATIONAL ISSUES - AIRCRAFT/AMBULANCE

04.01.00 | There should be specific policies and procedures regarding aircraft/ambulance operations and | RW/FW/G
evidence of training in the following areas:

04.01.01 | If night vision goggles (NVGs) are used by the service, a policy addresses use of night vision | RW
goggles by personnel on board, and training is documented for personnel involved.

1. The aviation operator must have Operations Specifications approved by the FAA indicating
authorization for operations utilizing night vision devices.

2. The training program must be approved by the FAA and will specify initial qualifications
and currency requirements.

3. If NVGs are used to the ground, the pilot and one crewmember must be trained and
authorized to use the NVGs

4. If NVGs are used only by medical personnel, crew coordination must be outlined by policy,
and appropriate training must be documented.

04.01.02 | Medical transport personnel must ensure that all medical equipment is in working order and all RW/FW/G
equipment/supplies are validated through documented checklists for both the primary and backup
aircraft/ambulance.

1. Equipment must be periodically tested and inspected by a certified clinical engineer.
2. Equipment inspections and records of inspections are maintained according to the
program’s guidelines.

04.01.03 | Occupant restraint devices
1. Medical personnel must be in seat belts (and shoulder harnesses if installed) that are | RW/FW

properly worn and secured for all takeoffs and landings according to FAA regulations. A
policy defines when seat belts/shoulder harnesses can be unfastened.
2. Ambulance personnel must be seat belted when the ambulance is in motion unless emergent | G

patient condition precludes it.

a. Front seat occupants must always be belted.
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Operational Issues
04.01.03 — 04.01.09

b. Overhead grab rails must be present in the patient care area. G
c. Seat belt mountings on side facing bench should be situated in order to restrain
personnel/passengers at the pelvic level.
04.01.04 | Specialty teams will respond within 45 minutes from the “time of dispatch” to “time depart base.” RW
04.01.05 | A written policy describing patient loading and unloading procedures for medical transports as | RW/FW
follows:
1. Specific policies concerning circumstances for rapid patient loading or unloading if
practiced.
2. There is an established policy to ensure that the pilot is notified of any add-on equipment for
weight and balance considerations.
04.01.06 | Refueling policies for normal and emergency situations: RW/FW/G
For aircraft/ambulance, refueling with the engine running, rotors turning, and/or passengers on-
board is not recommended. However, emergency situations of this type can arise. Specific and rigid
procedures should be developed by the operator to handle these occurrences. Such "rapid refueling”
procedures will be covered by the operator's training program. Refueling policies should address:
1. Refueling with engine(s) running or shut down.
2. Refueling with medical transport personnel or patient(s) on board, which includes a
requirement that at least one medical transport person remain with the patient at all
times during refueling or stopover.
3. Fire hazard policies pertinent to refueling procedures are addressed in the certificate RW/FW
holder's Operations Specifications Manual.
04.01.07 | Specific policy to govern mission limitations for nighttime "scene" landings if the searchlight is not | RW
functioning. If Night Vision Goggles are used, the policy should be appropriate to that specific
mode of operation.
04.01.08 | Specific policy to address the combative patient. RW/FW/G
1. Additional physical and/or chemical restraints should be available and used for
combative patients who potentially endanger themselves, the personnel or the
aircraft/ambulance.
2. A policy should address refusal to transport patients, family members or others who may be
considered a threat to the safety of the transport and/or medical transport personnel.
04.01.09 | Written policy to address response to hazardous materials requests or unanticipated contact with | RW/FW/G

hazardous materials.

1. There is an outlined plan of action according to pre-established policies with appropriate
training of the medical transport team.
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2. A plan for patient decontamination procedures prior to transport, including removal of RW/FW/G
patient clothing and other decontamination procedures for saturation of gasoline or other
hazardous chemicals.

3. The medical transport team must be fully informed about the nature of the hazardous
materials.

4. A list of contaminated materials, which could pose a threat to the medical transport team or
render transport inappropriate, must be readily available.

5. The LZ or aircraft operational area must be a safe distance to avoid any downwind danger
when approaching or departing.

6. A policy addressing carry-on baggage of patient or passenger that must be checked for
hazardous materials (such as weapons, sharp objects, chemicals, and obvious
contaminated materials) before loading on the transport aircraft/ambulance.

7. A policy addresses the presence of firearms on the transport vehicle.

04.01.10 | The floor, sides and ceiling in the patient cabin of the aircraft or ambulance must be a surface | RW/FW/G
capable of being cleaned and disinfected in accordance with OSHA regulations with the appropriate
disinfectant.

05.00.00 AIRCRAFT/AMBULANCE EQUIPMENT

05.01.00 | The aircraft must be equipped with a 180 degree controllable searchlight of at least 400,000 candle | RW
power (RW).

05.01.01 | The aircraft must be equipped with a functioning radar altimeter RW/FW

05.02.00 | The aircraft must be equipped with a functioning emergency locator transmitter (ELT). RW/FW

05.03.00 | The aircraft must be equipped with survival gear appropriate to the coverage area and the number | RW/FW
of occupants.

1. Survival gear will be maintained appropriately per written policy and should be available to

personnel on board.
2. A written policy must be in place regarding checking survival kit contents and expiration dates
on timed supplies.
05.04.00 | There is a policy that addresses back-up aircraft to include: RW/FW
05.04.01 | Checklists for medical configuration pertinent to the program’s scope of care and patient

population.
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05.04.02 | Which personnel are responsible for checking and ensuring the aircraft is ready for patient RW/FW
transports before the aircraft is put into service.
05.04.03 | Realistic time frame to perform a maintenance check before the aircraft is put into service.
05.05.00 | A fire extinguisher must be accessible to medical transport personnel and pilot(s) or driver while in | RW/FW/G
motion.
05.06.00 | "No smoking" signs are prominently displayed inside the cabin or ambulance. RW/FW/G
05.07.00 | The interior of the aircraft or ambulance should be climate controlled. RW/FW/G
05.07.01 | Ifair conditioning or heat is not available, policy will address what type of patients cannot be
transported during extreme temperatures as defined by the program and what measures are
taken to avoid adverse affects on patients and personnel on board.
05.07.02 | There is evidence of tracking requests that were denied (in the QM process) due to lack of air
conditioning or heating in extreme temperatures.
06.00.00 COMMUNICATIONS SECTION
06.01.00 | The FAA Part 135 certificate holder has the responsibility and authority to make all flight release | RW/FW
decisions.
06.01.01 | The certificate holder must have procedures established for locating each flight for which an FAA
flight plan is not filed. (See References FAA Part 135.79 — Flight locating requirements)
06.02.00 | Communications equipment on the aircraft and ambulance. RW/FW/G
06.02.01 | All communications equipment must be maintained in full operating condition and in good repair. RW/FW/G

Ambulance communications equipment must be capable of transmitting and receiving clear and
understandable voice communications to and from the base station at a reasonable distance. Radios
on aircraft and ambulances (as range permits) should be capable of transmitting and receiving the
following:

1.  Medical direction.

2. Communications center.

3. Air traffic control (aircraft).

4.  EMS and law enforcement agencies.
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06.02.02 | Pilot is able to control and override radio transmissions from the cockpit in the event of an | RW/FW
emergency situation.
06.02.03 | Medical team must be able to communicate with each other during flight. Helmets with | RW/FW
communications capabilities are required on RW.
06.02.04 | If cellular phones are part of the on-board communications equipment, they are to be used in | RW/FW/G
accordance with FCC regulations. (See References in Appendix)
1. For aircraft, cellular phones must be shut off whenever the aircraft leaves the ground, and
the notice according to FCC regulations should be posted in the aircraft:
Ground providers whose medical director(s) has established the requirement for
transmission of biomedical telemetry may utilize the cellular telephone system for such
communications. Other communications equipment such as cellular phones are in addition
to and not in place of the radio equipment and should not be used in the presence of
pacemakers or other equipment sensitive to interference.
2. Policy limits drivers’ use of cellular phones and other communication devices while driving
except for vital communications.
06.03.00 | A Communication Specialist must be assigned to receive and coordinate all requests for the medical | RW/FW/G
transport service.
06.03.01 | Staffing RW/FW/G
1. Scheduling and individual work schedules demonstrate strategies to minimize duty-

time, fatigue, length of shift, number of shifts per week and day-to-night rotation.

a. Call volume and other required duties are considerations in the number of
communication specialists on duty at any one time. (Programs should be able to
demonstrate how they assess staffing levels — for example number of Units of Service
relevant to FTEs relevant to the number of Communications Specialists on duty in a 24
hour period.)

b. There are relief personnel (with the appropriate training) available for periodic breaks.

c. On-site shifts scheduled for a period not to exceed 24 hours. Twenty-four hour shifts
are acceptable if the service is able to demonstrate compliance with the
following criteria:

o Personnel must have at least eight hours of rest with no work-related
interruptions prior to any scheduled shift of twelve hours or more. The
intent is to preclude back-to-back shifts with other employment,
commercial or military flying, or significant fatigue-causing activity prior
to a shift.
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2.

. Personnel must have the right to call “time out” and be granted a
reasonable rest period if a team member determines that he or she is unfit
or unsafe to continue duty, no matter what the shift length. There should

be no adverse personnel action or undue pressure to continue in this

circumstance.

e Management should monitor flight volumes and personnel’s use of the
“time out” policy to ensure that medical personnel utilize the right to call

“time-out.”

Communications personnel are provided with an opportunity to join wellness programs
offered by the medical transport service.

06.03.02

Training of the designated person should be commensurate with the scope of responsibility of the
Communications Center personnel.

1.

Initial training, which must include:

a. Medical terminology and obtaining patient information.

b. Knowledge of EMS—roles and responsibilities of the various levels of training —
BLS/ALS, EMT/ EMT-Paramedic.

c. State and local regulations regarding EMS.
d. Familiarization with equipment used in the field setting.

e. Knowledge of Federal Aviation Regulations and Federal Communications Commission
regulations pertinent to medical transport service.

f. General safety rules and emergency procedures pertinent to medical transportation and
flight following procedures.

g. Navigation techniques/terminology, flight following and map skills. This should
include an understanding of GPS navigation and approaches.

h. Understanding weather interpretation and how to retrieve current and
forecasted weather to assist the pilot during a transport.

i. Types of radio frequency bands used in medical and ground EMS.

j- Assistance with the hazardous materials response and recognition procedure using
appropriate reference materials.

RW/FW/G

RW/FW

RW/FW/G
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k. Stress recognition and management to include resources for Critical Incident Stress
Debriefing or other type of post critical incident counseling.

1. Customer service/public relations/phone etiquette.

m. Quality management.

n. Crew Resource Management (CRM) pertinent to communications.
0. Computer literacy and software training.

p. Post Accident/Incident plan (PAIP).

2. There is evidence of recurrent training and of training as policies and equipment changes
occur.
3. Certifications (such as EMT, EMD, NAACS Certified Flight Communications Course) are

encouraged, and if required by position description, must be current.

06.03.03

Communications is part of the program’s QM program and communications personnel participate
in staff, safety and QM meetings. (See page 45 for specific OM criteria for Communications
Centers.)

RW/FW/G

06.03.04

There are shift briefings conducted at the beginning of each shift to assure continuity between
shifts.

A post flight mission debrief is conducted after each flight that includes the communications
specialist.

RW/FW/G

RW/FW

06.03.05

Formal periodic meetings (separately held or part of the program’s staff meetings) are strongly
encouraged for which minutes are kept on file. Minutes will include who is presiding, discussion
and who was present. There are defined methods, such as a communications book for disseminating
minutes and information between meetings.

RW/FW/G

06.04.00

Written communications policies to reflect:

06.04.01

There is a written policy that at the time of a request, the pilot is not informed of the patient
condition or age unless there are operational considerations (for example: weight, extra equipment
etc.).

RW

06.04.02

A readily accessible post accident/incident plan must be part of the flight following protocol so that
appropriate search and rescue efforts may be initiated in the event the aircraft or ground ambulance
is overdue, radio communications can not be established nor location verified. There should be a
written plan to initiate assistance in the event the ambulance is disabled.

1. Post accident/incident plans are easily identified, readily available, and understood by all
program personnel and minimally include:

a. List of personnel (with current phone numbers) to notify in order of priority (for

RW/FW/G

38





communication specialist to activate) in the event of a program incident/accident

(for air
GENERAL STANDARDS Education and Training
Communications Section 06.04.02 — 06.05.00

or ground). This list should minimally include sponsoring organization individuals where | RW/FW/G
applicable, risk management attorney, family members of team members, family of
patient, referring hospital, receiving hospital, security (as applicable), human resources (as
applicable), media relations or pre-identified individual who will be responsible for
communicating with the media, state health department and other team members.

b. Consecutive guidelines to follow in attempts to:
e Communicate with the aircraft or ambulance
¢ [Initiate search and rescue or ground support.

e Have a back-up plan for transporting the ground ambulance patient in the
event of an incident or accident and/or the ambulance is inoperable.

e Have an aviation individual identified as the scene coordinator to
coordinate activities at the crash site.

c. Preplanned time frame to activate the post accident/incident for overdue aircraft or
ambulance.

d. A method to insure accurate information dissemination.
e. Coordination of transport of injured team members.

f. Procedure to document all notifications, calls, communications and to secure all
documents and tape recordings related to the particular incident/accident.

g. Procedure to deal with releasing information to the press.
h. Resources available for CISD or other counseling alternatives.

i. Process to determine whether the program and/or component of the program
(RW/FW/G/ME) will remain in service. If it is determined that the program or a
component of the program will go out of service - other regional transport services,
primary customers, EMS, public service groups and other applicable groups are advised.

2. An annual drill is conducted to exercise the post incident/accident plan. This drill should
include pilots, medical personnel, communications personnel, mechanics and
administrative personnel. Written debriefing and critique of PAIP drills should be shared
with all staff members.

3. A general test of all emergency procedures to include fire drill, intruder on premises,
catastrophic failure of the communications center, helipad mishaps, forces of nature etc.
will also be conducted on an annual basis.

06.05.00 | Initial coordination must be documented and continuous flight following (or initiating and | RW/FW/G
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following ground transport) must be monitored and documented and should consist of the

following: (See References for explanation of transport times below)

GENERAL STANDARDS
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Initial Coordination
06.05.01 — 06.05.01

06.05.01

Initial coordination to include communication and documentation of:

1.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

Time of call. (Time request/inquiry received)
Name and phone number of requesting agency.
Age, diagnosis or mechanism of injury.

Referring and receiving physician and facilities (for interfacility requests) as per
policy of the medical transport service.

Verification of acceptance of patient and verification of bed availability by referring
physician and facility.

Destination airport, refueling stops (if necessary) location of transportation
exchange and hours of operation.

Weather checks prior to departure and during mission as needed.

Previous turn-downs of the mission (i.e. helicopter shopping)

Ground transportation coordination at sending and receiving areas.

Time of Dispatch (Time medical personnel notified flight is a go, post pilot OK’’s flight)
Time Depart Base (Time of lift-off from base or other site.)

Number and names of persons on board.

Amount of fuel on board.

Estimated time of arrival (ETA).

Pertinent LZ information.

Time Arrive Location
(Time aircraft/ambulance arrives at landing zone or helipad)

Time Depart Location
(Time aircraft/ambulance lifts off from landing zone or helipad)

Time Arrive Destination
(Time patient transferred to receiving clinical team — in unusual circumstances, this may
not be at a healthcare facility.)

Time Depart Destination
(Time left patient destination. Will be recorded for transports not ending at base).

RW/FW/G

RW/FW

RW/FW/G
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20. Time Arrive Base RW/FW/G
(Time arrive base after call completed)
21. Time Aborted
(Time authorized transport aborted/cancelled after dispatch)
06.05.02 | Concluding documentation (which is pertinent to RW but can also be useful for FW and G services) | RW
may include calculation of:
1. Response Time
(Time interval between Time of Dispatch and Arrive Location)
2. Ground Time
(Time interval between Time Arrive Location and Time Depart Location)
3. Transport Time
(Time from Time Depart Location to Time Arrive Location)
4. Total Mission Time
(Time interval between Time of Dispatch and Time Arrive Base)
06.05.03 | Additional Criteria for Fixed Wing—Operations should be conducted using VFR flight plans | FW

minimally and TFR flight plans whenever feasible.

1. Procedures ensure that pilots use ATC radar and/or communications services whenever
operating under VFR and within the service area of an ATC facility or a communications
service.

2. In addition to IFR flight plans, there are procedures to notify the communications center of
the specific aircraft departure time, estimated time of arrival and arrival at the scheduled
destination.

3. For a fixed wing service that flies only pre-scheduled flights, an answering service may
serve as the receiving point for requests for service.

a. Answering service personnel must be trained to obtain specific information when
receiving a request to schedule fixed wing patient transportation.

b. The items should include but not be limited to:

e Name and telephone number of caller

e Patient type/condition

e Date and time call received

e Anticipated or scheduled date/time of departure
e Location of patient and destination

c. Specific methods must be used by the answering service for contacting the medical
service coordinator (or designee) to relay request information, i.e. pager numbers,
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telephone and/or cellular numbers.
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Flight Following
06.05.03 — 06.05.04

06.05.03

d. Guidelines of timely notification (less than thirty [30] minutes) should be established.
Alternate procedures for notification must be in place in case the coordinator is not
available to receive the request/information.

e. An on-call roster of the medical team must be provided to the answering service. The
roster includes a priority phone list of personnel to notify in the event of an emergency.

FW

06.05.04

Flight Following and Communications During a Mission—The medical transport service should
provide direct communication capabilities for parties involved in the transport, i.e., medical
personnel, ground ambulance providers, to ensure rapid dissemination of information, coordination
of efforts and problem solving. In each case, direct contact between the parties should be
established whenever possible as follows:

1. Direct or relayed communications to communications center (while in motion)
specifying locations and ETAs, and deviations, if necessary.

a. A sterile cockpit is maintained below predetermined altitudes so that the pilot is able to
transmit and receive vital information and to minimize distractions during any critical
phase of flight. No external communications are permitted by the medical team and no
patient information is transmitted at this time unless radios for medical report are
isolated.

b. There is a policy/procedure for diversions from original destinations (airports, hospital
landing sites, alternative scene LZs).

2. There is a written policy that addresses direct or relayed communications to the

communications center to specify all takeoff and arrival times.

3. Time between each communication.

a. Time between each communication should not exceed 15 minutes while in flight
unless a system of continuous automatic position tracking is utilized.

b. There is a policy to address continuous automatic position tracking, if utilized, to ensure
there are also verbal communications at predetermined times.

c. If an IFR or VFR flight plan has not been filed, time between communications should
not exceed 15 minutes if a means to communicate, directly or indirectly, is available.

d. Time between communications should not exceed 45 minutes while on the ground.

e. Alternate agencies are used to relay communications when direct contact is not
possible.

4. There is a written policy that while the aircraft is on a mission, a communicator

assigned to flight follow will be present in the communications center at all times.

RW/FW/G

RW/FW

RW

FW

RW

RW
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06.06.00 | The Communications Center must contain the following:

06.06.01 | At least one dedicated phone line for the medical transport service. RW/FW/G

06.06.02 | A method to keep noise and other distractions (traffic) from the communications area while the | RW/FW/G
communications specialist is involved with a medical transport mission.

06.06.03 | A system for recording all incoming and outgoing telephone and radio transmissions with time | RW/G
recording and playback capabilities. Recordings to be kept for a minimum of 90 days.

06.06.04 | Capability to immediately notify the medical transport team and on-line medical direction (through | RW/FW/G
radio, pager, telephone, etc.)

06.06.05 | An evacuation plan which provides for continuous communications with transport personnel in the | RW/FW/G
event there is a need to evacuate the communications center.

06.06.06 | Backup emergency power source for communications equipment, or a policy delineating methods | RW/FW/G
for maintaining communications during power outages and in disaster situations.

06.06.07 | A status display with information about pre-scheduled flights/patient transports, the medical | RW/FW/G
transport team on duty, weather and maintenance status.

06.05.08 | Current local aircraft service area maps and navigation charts must be available for aviation | RW/FW/G
operations. Mapping software could supplement current charts. Road maps must be available for
ground transports services.

06.06.09 | Communications policy and procedures manual (that includes 11.01.07 for RW). RW/FW/G

06.06.10 | Seating and workstations that are ergonomically appropriate are provided for each communications | RW/FW/G
specialist on duty.

MANAGEMENT AND ADMINISTRATTI ECTI

07.00.00 MANAGEMENT / POLICIES

07.01.00 | Management demonstrates a commitment to the medical transport service with the highest degree | RW/FW/G
of safety.

07.01.01 | Management is responsible for a Safety Management System (See References in Appendix) but | RW/FW/G

management and staff is responsible for making operations safer.

1. The Safety Management System is proactive in identifying risks and eliminating
injuries to personnel and patients and damage to equipment.

2. A Safety Management System includes:

a. A statement of policy commitment from the accountable executive.
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b. A non-punitive system for employee’s to report hazards and safety RW/FW/G
concerns.
c. A system to track, trend and mitigate errors or hazards.
d. A system to track and document incident root cause analysis
e. A Safety Manual
f. A system to audit and review organizational policy and procedures, on going safety
training for all personnel (including managers) a system of pro-active and reactive
procedures to insure compliance, etc.
There is evidence of management’s decisive response to non-compliance in adverse safety or
risk situations.
a. Senior management should establish a process to identify risk escalation to ensure that
safety and risk issues are addressed by the appropriate level of management up to and
including the senior level.
b. Operational Risk Assessment tools (see References in appendix) should include but not be
limited to issues such as mission acceptance — aviation decision making, mission
acceptance — medical decision making, search and rescue, public relations events,
training, maintenance and re-positioning missions.
07.01.02 | A Safety Management System includes all disciplines and processes of the organization. A Safety | RW/FW/G

Committee is organized to solicit input from each discipline and should meet at least quarterly with
written reports sent to management and kept on file as dictated by policy.

Written variances relating to safety issues will be addressed in Safety Committee meetings.

a. The committee will promote interaction between medical transport personnel,
communications personnel, pilots, mechanics and drivers addressing safety practice,
concerns, issues and questions.

b. There is evidence of action plans, evaluation and loop closure.

There should be a designated safety person for an air transport service. Ground transport

services that are not affiliated with an air transports service should also have a designated

safety person.

The Safety Committee is linked to CQI and risk management.

Aviation and ambulance related events (see Glossary) are identified and tracked to minimize
risks.
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07.02.00 | There is a well-defined line of authority. RW/FW/G
07.02.01 | 1. There is a clear reporting mechanism to upper level management. An organizational
chart defines how the medical transport service fits into the governing/sponsoring
institution, agency or corporation.
2. All personnel understand the chain of command. Medical personnel understand
that the pilot has ultimate authority for the aircraft and safe operations.
3. Managers are aware of the names and titles of each person authorized by the FAA Part 135
Certificate Holder to exercise operational control.
4. A policy should be in place that documents the employer's disciplinary process and protects
employees from capricious actions.
5. Written policies and procedures indicate what therapies can be performed without on-line
medical direction.
07.02.02 | 1. There are formal, periodic staff meetings for which minutes are kept on file. Minutes will
include who attended, base identification (if multiple bases), who is presiding and
discussion (versus agenda/topics only). There are defined methods, such as a staff
notebook, for disseminating information between meetings.
2. For public or private institutions and agencies that contract with an aviation firm to
provide medical services or an ambulance firm to provide ground transport services,
there should be a policy that specifies the lines of authority between the medical
management team and the aviation/ambulance management team.
07.02.03 | Management sets written guidelines for press-related issues and marketing activities. RW/FW/G
07.02.04 | Management ensures, through policy, that all transfers of patient care occur from a lower level of
care to an equal or higher level of care except for elective transfers for patient convenience or
returning a patient to a referring facility/residence.
07.02.05 | Hospital or non-hospital based program director/administrator is oriented to FARs that are pertinent | RW/FW/G
to the medical service and state ambulance rules and regulations pertaining to ground ambulances.
07.02.06 | Hospital or non-hospital based program director/administrator is oriented to how management can | RW/FW/G
affect aeronautical decision-making.
07.03.00 | Management ensures an appropriate utilization review process (some criteria do not apply to | RW/FW/G

elective transports) through trending and tracking requests. There is evidence of feedback to the
requesting agents and feedback from the patient receiving facilities. Utilization review may be

prospective, concurrent, or retrospective. The following criteria may be considered but not limited
to:
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07.03.01

Medical denials or requests that should have been denied for a specific transport mode
(such as RW when ground would have been appropriate) are tracked and evaluated
specific to the program’s scope of care and mission.

Specialized medical transport personnel expertise and/or equipment available during
transport that would otherwise not be available.

Safety of the transport environment.
Cost of the transport.
a. Emergency transports do not require a guaranteed payment prior to transport.
b. Calling agents for non-emergent requests are assisted with information about the cost of
the transport as well as alternative, more economical (and equally appropriate) means of
transport, if available.
A structured, periodic review of transports (to determine transport appropriateness or that
the mode of transport enhances medical outcome, safety or cost effectiveness over other

modes of transport) performed at least semiannually and resulting in a written report.

The following indicators may trigger a review of the record to determine the medical
appropriateness of the transport based upon patients:

a. Who are discharged home directly from the Emergency Department, or discharged
within 24 hours of admission.

b. Who are transported without an I'V line or oxygen.

c. Upon whom CPR is in progress at referring location.

d. Who are not transferred from a critical care unit.

e. Who are "scheduled transports."

f. Who are air transported more than once for the same illness or injury within 24 hours.

g. Who are transported from the scene of injury with a trauma score of 15 or greater or
fails to meet area-specific triage criteria for a critically injured trauma patient.

h. Who are treated at scene, but not transported.
i. Who are not transferred bedside to bedside by the flight team.

j- Who are transported interfacility, and the receiving facility is not a higher level of care
than the referring facility.

RW/FW/G

RW/G

RW

RW/FW/G

RW

RW/FW/G

RW

RW/FW

RW
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k. Who are transported from the scene of injury to any hospital which was not the closest
appropriate and available trauma center (based on regional trauma plans, if present).

1. Who are flown initially by fixed-wing and transported from the airport to the receiving
facility by helicopter.

m. Who are ground transported with red lights and sirens.
n. Who are served by an appropriate aircraft (time/distance/speed considerations etc.)

0. Who are served by an appropriate team (i.e. ALS team used but patient requires critical
care skills)

p. Who are served by an appropriate ambulance that met the aircraft to continue transport
with the level of care, equipment and supplies appropriate to the patient’s specific
needs.

7. Requests that are outsourced or subcontracted must be included in each review for
appropriateness.

RW

RW/FW

G

RW/FW

RW/FW/G

FW

FW

07.03.02

Management ensures that patient care records, meeting minutes, policies and procedures are stored
according to hospital or agency policies and HIPAA regulations are indicative of the individual
medical transport service's sensitivity to patient confidentiality.

1. A record of patient care is completed, and a copy remains at the receiving facility for
appropriate continuity of care.

a. A policy outlines minimal requirements for items to be documented in the patient care
records that includes:

e  Purpose of the transport

e Treatments, medications, intake and output and patient’s response to
treatments and medications.

e Signature of each care provider and clarity as to what care was performed by
each provider (administering medications and performing procedures) and

indicates who actually documented patient information.

e Transport facilities (to and from) and whom report was given to at the
receiving facility.

e Patient condition at certain predetermined altitudes.

RW/FW/G

FW
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b. Records are stored according to hospital or agency medical records policies and are
indicative of the individual medical transport service's sensitivity to patient
confidentiality.

GENERAL STANDARDS
Management and Administration Section

Utilization Review
07.03.02 — 08.04.00

2. Meeting minutes (Staff, Safety, QM meetings etc.) are kept on file and maintained for a
minimum of three years.

a. Minutes are dated, and personnel present are clearly identified by title (e.g.,
Director, RN, EMT-P, RRT).

3. A policy manual is available and familiar to all personnel.
a. Policies are dated and signed by the appropriate manager(s).

b. Policies are reviewed on an annual basis as verified by dated manager’s signature on a
cover sheet or on respective policies.

RW/FW/G

07.03.03

Management monitors and evaluates the quality and appropriateness of the medical transport
service through an active Quality Management (QM) program, including the following:

1. At a minimum, reviews the periodic QM committee reports.
2. Encourages staff participation in the QM Program.
3. Promotes the effectiveness of the QM program through active participation by management

in the program and by sponsoring active communication pathways bidirectionally between
staff and management.

RW/FW/G

08.00.00 QUALITY MANAGEMENT (Includes performance improvement, continuous quality improvement, total
quality management, etc.)

08.01.00 | There is an ongoing Quality Management (QM) program designed to objectively, systematically | RW/FW/G
and continuously monitor, assess and improve the quality and appropriateness of patient care and | ME
safety of the transport service provided by the medical/ground interfacility service.

08.01.01 | The QM program should be integrated and include activities related to patient care (including | RW/FW/G
customer satisfaction), communications, performance improvement and all aspects of transport | ME
operations and equipment maintenance pertinent to the service's mission statement.

08.02.00 | The medical transport service has established patient care guidelines/standing orders that must be | RW/FW/G
reviewed annually (for content accuracy) by management, QM Committee members and the | ME
Medical Director(s).

08.03.00 | The Medical Director(s) is responsible for ensuring timely review of patient care, utilizing the | RW/FW/G
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| medical record and pre-established criteria. | ME
08.04.00 | There is an established and written Quality Management Program in place, including the Medical | RW/FW/G
Director(s) and management, to assure the process is implemented. ME
GENERAL STANDARDS Quality Management

Management and Administration Section

08.04.01 — 08.05.00

08.04.01 | A QM flow chart diagram or comparable tool is developed demonstrating organizational structure | RW/FW/G
in the QM plan and linkage to the Safety and Risk Management Committees. ME
08.04.02 | The QM Program is linked with risk management, so that concerns raised through the risk | RW/FW/G
management program can be followed up through the continuous quality improvement program ME
1. There is a process to identify, document and analyze sentinel events, adverse medical
events or potentially adverse events (near misses) with specific goals to improve patient
safety and/or quality of patient care.
2. A written policy outlines a process to report adverse medical events and operational
events that had the potential to affect the patient or patient care even if it is a sole
source event (only the individual involved would know about it) without fear of
punitive actions for unintentional acts.
08.04.03 | There is a written QM plan that may include but not be limited to the following components: RW/FW/G
1. Responsibility/assignment of accountability.
2. Scope of care.
3. Important aspects of care, including clinical outcomes.
4. Operational processes such as financial outcomes and customer needs.
5. Indicators.
6. Thresholds for evaluation, which are appropriate to the individual service.
7. Methodology—the QI process or QI tools utilized.
8. Groups should be assembled to address each identified area of quality concern; these groups
should include representatives of all disciplines involved, ensuring optimal
communication and problem-solving.
9. The plan should emphasize the quality of services offered on a continuing basis
with constant attention to developing new strategies for improving; maintaining the status
quo or achieving arbitrary goals are not considered the end-measures.
10. Evaluation of the improvement process.
08.04.04 | There will be regularly scheduled QM meetings providing a forum for all disciplines involved in | RW/FW/G
the medical transport service.
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08.05.00

The monitoring and evaluation process has the following characteristics:

RW/FW/G

GENERAL STANDARDS
Management and Administration Section

Quality Management
08.05.01 — 08.06.05

08.05.01 | Driven by important aspects of care_ and operational practices identified by the medical transport | RW/FW/G
service's QM plan.

08.05.02 | Indicators and thresholds or other criteria are identified to objectively monitor the important aspects | RW/FW/G
of care.

08.05.03 | Evidence of QM studies and evaluation in compliance with written QM plan. RW/FW/G

08.05.04 | Evidence of action plans developed when problems are identified through QM and communication | RW/FW/G
of these plans to the appropriate personnel.

08.05.05 | Evidence of reporting QM activities through an established QM organizational structure. An annual | RW/FW/G
summary Quality Management report should be generated.

08.05.06 | Evidence of ongoing re-evaluation of action plans until problem resolution occurs. RW/FW/G

08.05.07 | Evidence of outcome studies should minimally include airway, fluid resuscitation and adherence to | RW/FW/G
ACLS, PALS and NRP guidelines.

08.05.08 | Evidence of annual goals established prospectively for the QM program that provide direction for | RW/FW/G
the work groups and that are quantitative. The emphasis must be on loop closure and resolution of
problems within a finite time period.

08.06.00 | Quarterly review should include (at a minimum, but may exceed) criteria based upon the important | RW/FW/G
aspects of care/service. The following examples are encouraged:

08.06.01 | Reason for transport RW/FW/G

08.06.02 | Mechanism of injury or illness. RW/FW/G

08.06.03 | Medical interventions performed or maintained. RW/FW/G
1. Time of intervention consistently documented.
2. Patient's response to intervention documented.
3. Appropriateness of interventions performed or omission of needed interventions.

08.06.04 | Patient's outcome (morbidity and mortality) at the time of arrival at destination RW/FW/G

1. Patient’s change in condition during transport.
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08.06.05 | Timeliness of the transport/Coordination of the transport from reception of request to liftoff of | RW/FW/G
aircraft or ambulance enroute time.
GENERAL STANDARDS Quality Management

Management and Administration Section

08.06.06 — 09.01.01

08.06.06 | Safety practices RW/FW/G
1. Safety issues may be handled through the Safety Committee where a problem, incident or
accident should be identified with detailed reporting and analysis of aircraft and vehicular
incidents and resolution of issues with findings and action plans reported back to the QM
committee.
2. QM personnel may collect data and refer to the Safety Committee for action and
resolution.
08.06.07 | Operational criteria to include at a minimum the following quantity indicators: RW/FW/G
1. Number of completed transports.
2. Number of aborted and canceled flights/transports due to weather.
3. Number of aborted and canceled flights/transports due to maintenance.
4. Number of aborted and canceled flights/transports due to patient condition and use of
alternative modes of transport.
5. In addition the communications center should monitor and track (at a minimum but may RW
exceed):
a. IFR/VFR
b. Weather at time of request and during transport if changes occur
c. Launch to lift off times.
d. All aborted and missed transports — times, reasons and disposition of
patient as applicable
08.06.08 | For both QM and utilization review programs, there should be written, objective evidence of | RW/FW/G
actions taken in problem areas and the evaluation of the effectiveness of that action.
08.06.09 | For both QM and utilization review programs, there should be evidence of reporting of results | RW/FW/G
through established organizational structure to the service's sponsoring institution(s) or agency (if
applicable). For both QM and utilization programs, there is direct integration of the medical
transport service’s activities with the sponsoring institution or agency (if applicable).
09.00.00 INFECTION CONTROL
09.01.00 | Policies and procedures addressing patient transport issues involving communicable diseases, | RW/FW/G

infectious processes and health precautions for emergency personnel as well as for patients must be
current with the local standard of practice, standards of OSHA and as published by the Center for
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Disease Control (CDC).

09.01.01 | Policies and procedures must be written and readily available to all personnel of the medical | RW/FW/G
transport service.
GENERAL STANDARDS Infection Control

Management and Administration Section

09.01.02 — 09.02.02

09.01.02 | There is an Exposure Control Plan consistent with Federal OSHA Guidelines. RW/FW/G

09.01.03 | Additional medical and agency resources pertinent to infection control must be identified and made | RW/FW/G
available in the policy manual to all medical transport personnel.

09.01.04 | Education programs will include the institution's/service's infection control resources, programs, | RW/FW/G
policies and CDC recommendations. Policies and procedures will be reviewed on an annual basis.

09.01.05 | Education programs and policies regarding latex allergies may include: RW/FW/G
1. Patients at risk for latex sensitivities and symptoms manifested by an allergic reaction.
2. Maintaining a latex-safe environment.
3. Methods to minimize latex exposure to lessen risks of allergic reactions in medical

personnel.

09.02.00 | Medical transport teams transporting patients must practice preventive measures lessening the | RW/FW/G
likelihood of transmission of pathogens. Policies and procedures address:

09.02.01 | Personnel health concerns and records of:

1. Pre-employment and annual physical exams or medical screening to include:

a. History of acute or chronic illnesses.

b. Illnesses requiring use of medications that may cause drowsiness, affect
judgment or coordination.

c. Immunization history—transport team members are encouraged to have tetanus and
hepatitis B immunization. Measles, mumps, and rubella (MMR) immunizations are
encouraged for those born after 1957.

d. Weight and lifting/strength/agility testing as appropriate to policies of the service.

e. Determination of whether individual is fit for duty.

2. Annual tuberculosis testing (purified protein derivative). This includes medical personnel,
pilots and mechanics.

3. International immunization history of the transport team is documented if appropriate to
the scope of care.
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09.02.02 | Management of communicable diseases and infection control in the transport environment is

outlined in policies.

RW/FW/G

1. Use of gloves, eye and mouth protection. Personal protective equipment is readily
accessible in the aircraft/ambulance or issued to the medical transport team.
GENERAL STANDARDS Infection Control

Management and Administration Section

09.02.02 — 09.02.02

2.

Use of safety needles and blunt or other type system to lessen the risk of needlesticks to
those who come in contact.

Sharps disposal container for contaminated needles and collection container for soiled

disposable items on the aircraft/ambulance. Policy will promote proper disposal of sharps
as well as tracking and investigation of sharps that are not properly disposed.

Cleaning and disinfecting with appropriate disinfectant of the patient cabin area,
equipment, and personnel's soiled uniforms.

Mechanism for identifying those at risk for exposure to an infectious disease.

A plan for communication between the medical transport service personnel, EMS providers,
and hospital when exposure is suspected/confirmed to include what follow-up is necessary.

a. Written notification should go out in an expedient manner.
b. Follow-up is documented.

A policy for special precautions when transporting patients with known infectious
diseases.

a. There is also a method to verify patient’s immunization history for international
transport.

b. Blood specimens or other potentially infectious materials should be placed in a
leakproof, sealed container during transport.

c. Disposal of contaminated materials from the aircraft or ambulance meets Federal OSHA
Guidelines.

Proper cleaning or sterilization of all appropriate instruments or equipment.

Hand washing before and after each invasive patient intervention and after removing
gloves.

a. When hand washing facilities are not available, antiseptic hand cleaners or towelettes
should be used.

b. If antiseptic hand cleaners or towelettes are used, hands should be washed as soon as
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feasible with soap and running water.

10. Management maintains confidential records related to blood borne pathogens including
exposure incidents, post-exposure follow-up, hepatitis B vaccination status and training for
all employees with occupational exposure.

GENERAL STANDARDS

Infection Control

Management and Administration Section 09.02.02 — 09.02.02

11. A policy addresses access to post exposure prophylaxis (PEP) medications for HIV,

Meningococcal infections, etc. The PEP medications should be available in a timely
manner for all team members.

12. Where there is likelihood of occupational exposure. The following are prohibited: eating,

drinking, applying cosmetics or handling contact lenses.
13. Food and drink will not be stored where blood or other potentially infectious materials are

present. If the service performs transports with long in-flight times, there should be a
policy to address the nutritional needs of patients and personnel.
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ROTORWING STANDARDS Weather
Certificate/Weather Section 10.00.00 - 11.01.03

ROTORWING STANDARDS

10.00.00 CERTIFICATE OF THE AIRCRAFT OPERATOR—Certificate holder must meet all Federal Aviation
Regulations (FARs) or national/international regulations specific to the operations of the medical service in the
country of residence, as applicable. This includes a FAR Part 135 Certificate (public service medical transport
agencies are included in this requirement) or pertinent operating certificate if outside of the U.S., and Ambulance
Operations Specifications specific to EMS operations. The transport service demonstrates compliance with the legal
requirements and regulations of all local, state and federal agencies under whose authority it operates.

10.01.00

All “patient mission flights”* must be conducted under FAA Part 135 regulations for weather
minimums and flight crew duty time limitations.

*Patient mission flight is defined as any flight segment conducted by rotor or fixed wing equipment
that is necessary for transporting patients and the medical crews required to care for such patients.
Flight segments included in this definition are: flights for refueling and repositioning for

a specific patient transport (including organ donor transports), picking up and returning medical
teams to an assigned base, the actual flight segment involving patient movement, and any time
medical crews are on board.

11.00.00

VISUAL FLIGHT RULES (VFR) WEATHER ISSUES

11.01.00 | VFR weather minimums should be specified for day and night local, and day and night cross country.
11.01.01
1. The “local flying area” should be well defined by geographic or man made features and limited to those
areas as outlined in the program’s FAA Operations Specifications.
2. Cross country flights are those outside of the local flying area
11.01.02 There is a system for obtaining pertinent weather information.

1. The pilot in command (PIC) is responsible for obtaining weather information according
to policy that should address at a minimum:

a. Routine weather checks.
b. Weather checks during marginal conditions.

¢. Weather trending.
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2. Communication between pilots, medical personnel, and communication specialists at shift
change regarding the most current and forecasted weather is part of a formal briefing.

ROTORWING STANDARDS
Certificate/Weather Section

Weather
11.01.04 - 11.01.06

11.01.03 VFR "response" weather minimums—Minimums to begin a transport should be no less than:
(Miles are in statute not nautical measures)
Non Mountainous Mountainous
CONDITION Local Cross Country Local Cross Country
Day 500’ — 1 mile 800 -2 miles 500’ -2 miles 800°-3 miles
Or 152 meters — Or 244 meters Or 152 meters Or 244 meters
1.6 kilometers 3.2 kilometers 3.2 kilometers 4.8 kilometers
Night— 800°—2miles 1000’ — 3 miles 800’-3miles 1000’ -3 miles
High lighting | Or 244 meters Or 305 meters Or 2.44 meters Or 305 meters
conditions 3.2 kilometers 4.8 kilometers 4.8 kilometers 4.8 kilometers
Night 800’ — 3 miles 1000’- 5 miles 1000’ — 3 miles 1000’ — 5 miles
Low lighting | Or 244 meters Or 305 meters Or 305 meters Or 305 meters
conditions 4.8 kilometers 8.0 kilometers 4.8 kilometers 8.0 kilometers
High lighting condition minima may be used in low lighting conditions if both the aircraft and pilot are either:
(1) Approved for use of NVGs under A050 of their Operations Specifications
and Night Vision Goggles are used or
(2) Authorized to conduct IFR operations under Part H of their Operations
Specifications, and the aircraft is operated using the required crew, and the
stabilization and/or flight control system(s) or system modes required for
IFR flight, as appropriate to the flight operating environment.
Higher visibility minimums should be considered for flights over mountainous or hazardous terrain.
(See definition in glossary)

11.01.04 Minimums are never to be considered as mandatory launch criteria. All factors are to be considered by the pilot
who has final authority over a “go-no go” decision. However, any crewmember who is uncomfortable with
launching on or continuing flight into conditions perceived as hazardous has the absolute right to request the
pilot return to safer conditions immediately or as soon as possible under IMC conditions.

11.01.05 Policies include provisions for patient care and transport alternatives in the event that the aircraft must use

alternate landing facilities due to deteriorating weather.
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11.01.06

There is a policy designed to discourage ‘shopping’ by first responders and other requesting agents that
specifically addresses how the program interfaces with other air medical services in the same coverage
area to alert them of a weather turn-down.

ROTORWING STANDARDS Weather
Certificate/Weather Section 11.01.06 - 12.01.02

It is recognized that programs in a common geographic area may experience differing weather conditions
and that programs may have differing capabilities. However, programs that turn down a request due
to weather should:

1. Ask the requesting agent if another flight program had turned down the request.

2. Notify the requesting agent that the programs in their coverage area share weather information
and turndowns for safety reasons.

3. Notify other programs within their coverage area of the turndown as soon as possible.

4. Provide the on duty pilot with contact information from other programs for questions about the
weather concerns and details (fog, precipitation, wind, etc.).

5. Inform the on-duty pilot immediately if notified of a weather turn down by another program.

6. Have written evidence of tracking the requests turned down for weather and of participation in a regional

notification systems as described in 1. through 5. above.

11.01.07

A policy of the certificate holder specifies an appropriate training program for new pilots based on the pilot's
experience, flight time, local environment and personal adaptation. An evaluation tool applied individually
to each new pilot should define the time frame. Strong consideration should be given to higher weather
minimums for new and relief pilots.

11.02.00

IFR Weather Issues - When transitioning to an off-airport site after an instrument approach, the
following should apply:

11.02.01

Local VFR weather minimums should be followed if within a defined local area and if the route and off-
airport site are familiar.

11.02.02

Cross country VFR weather minimums should be followed if not in defined local area or if the pilot is
not familiar with route and off-airport site.

12.00.00 PILOT PERSONNEL

12.01.00

Staffing

12.01.01

There should be a minimum of four (4) flight-ready pilots permanently assigned per single-pilot aircraft
which is available 24 hours a day. Temporary staffing by fewer pilots is permitted for no more than 6
months, while finding and training a replacement pilot provided such staffing assures FAA crew rest
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requirements. No fewer than six permanently assigned pilots are required for two-pilot operations at a
service that is available 24 hours a day. It is encouraged to have eight (8) pilots or four (4) two-pilot
crews for two-pilot operations at a service that is available twenty-four hours a day. This will be pro-
rated for services that fly less than 24 hours per day.

12.01.02 Scheduling practices reflect consideration for minimizing duty-time fatigue, length of shift, number of
shifts per week, and day-to-night rotation.
ROTORWING STANDARDS Training Requirements
Pilot Section 12.01.03 - 12.04.04
12.01.03 Physical well-being is promoted by the employer wellness programs to include but not be limited to
balanced diet, weight control, no smoking.
12.02.00 Operations facilities should include a quiet area for flight planning, training, and record-keeping.
12.03.00 | Pilot determines that the aircraft is in airworthy condition and that appropriate pre-flight, take-off and
landing procedures are followed.
12.03.01 Prior to the first flight of shift of duty, the pilot:
1. Verifies that maintenance is not due on the aircraft.
2. Performs a pre-flight inspection according to the manufacturer’s checklist.
12.03.02 | Operational practices also include:
1. A walk-around inspection of the aircraft is performed prior to each takeoff.
2. When responding to a scene, the pilot will establish should communications, when possible,
with ground units securing unprepared landing sites prior to landing.
3. Arrangements to pick up or deliver a patient at private or hospital helipads will be coordinated
at least 15 minutes prior to landing.
12.04.00 Pilot in Command qualifications
12.04.01 Must possess at least a commercial rotorcraft-helicopter and instrument helicopter rating.
12.04.02 | Must possess 2000 total flight hours with a minimum of 1500 helicopter flight hours prior to assignment
with a medical service with the following stipulations.
1. At least 1000 of those hours must be as PIC in rotorcratft.
2. At least 100 of those hours must be unaided night-flight time as PIC.
3. A minimum of 500 hours of turbine time—1000 hours of turbine time strongly
encouraged.
12.04.03 ATP certificate and instrument currency is strongly encouraged.
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12.04.04 | Pilot training requirements.
1. Initial training should, at a minimum, consist of the following and be verified by written
criteria, outlines or curriculum. Use of FAA approved training devices and simulators
along with mission specific scenario based training should be encouraged at initial and
recurrent training cycles
ROTORWING STANDARDS Training Requirements
Pilot Section 12.04.04 - 12.04.04
12.04.04 a. Terrain and weather considerations specific to the program's geographic area.

b. Orientation to the hospital or health care system associated with the medical service.

¢. Orientation to infection control, medical systems installed on the aircraft and patient
loading and unloading procedures.

d. Orientation to the EMS and public service agencies unique to the specific coverage
area.

e. Instrument Meteorological Conditions (IMC) recovery procedures conducted solely by
reference to instruments every six months at a minimum or IFR currency.

f. IFR currency is encouraged.

g. 50% of the recommended training hours should be conducted at night.
h. Minimum requirements for specific training in aircraft type.
- Factory school or equivalent (ground and flight).

- 5 hours as pilot in command or at the controls prior to EMS missions if transitioning
from a single to a single; from a twin to a single; or from a twin to a twin.

- 10 hours as pilot in command or at the controls prior to EMS missions if
transitioning from a single to a twin engine aircraft.

i. Minimum requirements for area orientation.

- 5 hours area orientation of which 2 hours must be at night as pilot in command or at
the controls prior to EMS missions.

- Training hours in aircraft type and area orientation may be combined depending
on the experience and background of the pilot.

j. Air Medical Resource Management (AMRM),consistent with FAA Advisory
Circular No. 120-51E, 2004 and FAA AC 00-64.

Specific content of AMRM training and organization of topics should reflect an
organization’s unique culture and specific needs, such that curriculum topics may include,
but not be limited to:
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e Communications Processes and Decision Behavior
Briefings

Inquiry/advocacy/assertion

Crew self-critique re: decisions and actions
Conlflict resolution

Communications and decision making

YVVVVYY

ROTORWING STANDARDS Training Requirements
Pilot Section 12.04.04 - 12.04.04

. Team Building and Maintenance
> Leadership/followership/concern for tasks
> Interpersonal relationships/group climate

e Workload Management and Situation Awareness

> Preparation/planning/vigilance
> Workload distribution/distraction avoidance
> Individual factors/stress reduction

Recurrent training minimally includes the following and is verified by written criteria, outlines or
curriculum:

a. FAR Part 135 (135.297 and 135.299) training requirements.
b. IMC recovery procedures annually.
c. Flight by reference to instruments every 6 months ansualy-or IFR currency if operating IFR
d. Annual recurrent training should also include:
e Local routine operating procedures.
e Area terrain hazards.

e Review of landing sites at referring and receiving hospitals or any operational
changes.

e Scene operations procedures.

e Review of landing sites at referring and receiving hospitals or any operational
changes.

e Scene operations procedures.

e. Air Medical Resource Management (AMRM),consistent with FAA Advisory
Circular No. 120-51E, 2004 and FAA AC 00-64.

Specific content of AMRM training and organization of topics should reflect an

organization’s unique culture and specific needs, such that curriculum topics may include,
but not be limited to:
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e Communications Processes and Decision Behavior
» Briefings
» Inquiry/advocacy/assertion
» Crew self-critique re: decisions and actions
» Conflict resolution

ROTORWING STANDARDS Mechanics
Maintenance Section 12.04.04 - 13.01.01

» Communications and decision making

e  Team Building and Maintenance
> Leadership/followership/concern for tasks
> Interpersonal relationships/group climate

e  Workload Management and Situation Awareness

> Preparation/planning/vigilance
> Workload distribution/distraction avoidance
> Individual factors/stress reduction

f. Annual review of infection control, medical systems and installations on the aircraft, patient loading
and unloading procedures.

12.05.00 | Relief Pilot — A planned and structured orientation must be provided to the relief pilot with criteria to be
based on the mission statement.

12.05.01 The orientation must, at a minimum, contain:
1. Role responsibilities.
2. Area, weather, terrain, and program-specific orientation.

12.05.02 | Currency should be determined prior to the beginning of operations.

13.00.00 MAINTENANCE

13.01.00 | Maintenance Training

13.01.01 There must be a mechanic primarily assigned to each specific aircraft who must be appropriately

qualified to maintain the aircraft operated by the medical service and who possesses 2 years of rotorcraft
experience as a certified airframe and powerplant mechanic prior to assignment with the medical service.

1. The mechanic primarily assigned to a specific aircraft must be factory schooled or equivalent in
an approved program on the type specific airframe, the powerplant and all related systems. The
primarily assigned mechanic provides direct (on-site during maintenance) supervision to other
mechanics assisting with maintenance that may not have this level of experience or training.

2. All mechanics should receive formal training on human factors and maintenance
error reduction.

3. A policy is written that grants the mechanic permission (without fear of reprisal)
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to decline from performing any maintenance critical to flight safety (that he has not
been appropriately trained for), until an appropriately trained mechanic is
available to directly supervise or assist.

4, Annual review of infection control, medical systems and installations on the aircraft,
patient loading and unloading procedures for all mechanics.

ROTORWING STANDARDS Mechanics
Maintenance Section 13.01.01 - 13.03.02
5. At least one technician is available for each service with formal training on the aircraft

electrical system and formal training on the autopilot system.

13.01.02

Training related to the interior modification of the aircraft.

1. Should prepare the mechanic for inspection of the installation as well as the removal and
reinstallation of special medical equipment.

2. Supplemental training on service and maintenance of medical oxygen systems and a policy
as to who maintains responsibility for refilling the medical oxygen systems.

13.02.00

Staffing of Mechanics

13.02.01

A single mechanic on duty or on call 24 hours a day should be relieved from duty for a period of at least
24 hours during any 7 consecutive days, or the equivalent thereof, within any 1 calendar month. In
addition:

1. It is strongly encouraged that mechanics should not be permitted to work more than 14 continuous
hours.

2. Following extended maintenance such as 12—14 continuous hours, it is strongly recommended that
a mechanic be scheduled for 8 hours of uninterrupted rest.

13.02.02

1.5 mechanic full-time equivalents are encouraged for a 24 hour aircraft. For more than one aircraft,
staffing should be appropriate to the hours the aircraft are in service, the availability of backup or on-call
mechanics and the number of bases necessitating travel time.

13.02.03

Back-up personnel should be provided to the mechanic during periods of extensive scheduled or
unscheduled maintenance or inspection. Complexity of the aircraft and an increased number of flight
hours may be considerations for increased mechanic staffing.

13.03.00

Maintenance Facilities

13.03.01

There must be a mechanism/procedure for alerting flight and medical personnel when the aircraft is not
airworthy.

13.03.02

A hangar or similar-type facility should be available during inclement weather and for the mechanic to
perform heavy maintenance (heavy maintenance is generally described as removal and installation of
any component that requires a lift device or inspections that require 5 or more hours).

Specific workshop area criteria -
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ROTORWING STANDARDS Workshop Criteria

Maintenance Section 13.03.03 - 13.03.08

2. Appropriate ventilation will be installed to clear the facility of hazardous fumes (such
as fuels, solvents, oils, adhesives, cleaners) common to the aviation environment.

3. Workshop area should be well lit with the appropriate number of electrical outlets.

4. Floodlights should be available on the helipad — fixed and/or portable. Luminescence level will
be equal to the modern office environment.

5. Hand cleaners, disinfectants and eye wash bottles are to be available.

6. Tools are locked in a secured area when not in use with a method to ensure tools are not
left in the aircraft following maintenance procedures.

7. There is a policy to address the control of foreign object debris (FOD).

8. There is a tracking system for the mechanic to account for all of the tools, and parts after

performing maintenance.

13.03.04

Storage of equipment, parts, and tools is orderly and clear of fire hazards and in compliance with OSHA
and Environmental Protection Agency (EPA) regulations.

13.03.05

There is a system to periodically track timed parts and expiration dates on shelf items.

1.

All parts are properly tagged and environmentally protected.

a. Parts are wrapped or boxed in a manner that prevents damage or contamination.
b. Open ends of fabricated and bulk lines and hoses are capped or covered.

c¢. Serviceable parts are kept in a separate area from unserviceable parts.

Parts received are inspected to ensure an approved vendor provided them and that the
required certification documentation is provided.

13.03.06

Airworthiness directives and service bulletins are coordinated to ensure they are accomplished on

Time.

13.03.07

There is a method to track all deferred maintenance items and coordinate all requirements to support

closure.

13.03.08

There is a method to track tool calibration status.

1.

Tools requiring calibration have documentation or tags on the tools that list the last
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calibration date and the next due date.

2. If employee-owned tools are permitted on the premises, there is a system to ensure that these
tools are currently calibrated.

ROTORWING STANDARDS Helipad
Helipad Section 13.03.09 - 14.01.09
13.03.09 Maintenance Distractions—Policy should be written and implemented to reduce the likelihood of

interruptions and distractions to the mechanic, such as:
1. The mechanic’s phone should have voice mail or messaging.

2. Aircraft tours, public relations events, janitorial services, etc., should be postponed or
cancelled if involving the aircraft while maintenance is being performed.

3. Mechanic’s work site (hangar-helipad) should not be used as a gathering place/social
area by the flight team while maintenance is being performed.

4. All calls and inquiries regarding the aircraft status will be screened.
14.00.00 HELIPAD
14.01.00 | Primary, receiving hospital(s) helipad(s) must:
14.01.01 Be marked (with a painted H or similar landing designation).
14.01.02 | Be identified by a strobelight or heliport beacon.
1. A beacon may not be necessary when the location of the hospital can be readily determined by
the lights(s) on a prominent building or landmark near the helipad.
14.01.03 Have perimeter lighting for night operations.
14.01.04 Have a device to identify wind direction and velocity (i.e., windsock).
1. The wind indicator should be located in an illuminated area or lighted for night operations.
14.01.05 Have at least one clear final approach and takeoff area (FATO) according to the FAA Advisory Circular
entitled Heliport Design Advisory Circular, AC 150/5390-2A which also includes:
1. Takeoff and landing area length and width, or diameter, should be 1.5 times the overall length
of the helicopters that utilize the helipad.
2. Surface of the helipad should be clear of objects, including parked helicopters.
a. A parking area should be provided if more than one helicopter at a time is to be
accommodated.
14.01.06 | Have at least two approach and take-off paths, oriented to be 90-180 degrees apart.
14.01.07 | Have adequate fire retardant chemicals readily available.
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1. Halon 1211 and 1301 extinguishers are encouraged.

14.01.08 Have documented, ongoing safety programs for those personnel responsible for loading and unloading
patients or working around the helicopter on the helipad.

ROTORWING STANDARDS Helipad

Helipad Section 14.01.09 - 14.02.01

14.01.09 Have evidence of adequate security—A minimum of one person to prevent bystanders from approaching
the helicopter as it lands or lifts off, or perimeter security such as fencing, roof top etc. A means must
exist to monitor the primary helipad if accessible to the public (i.e., through direct visual monitoring or
closed circuit TV).

14.01.10 There should be a policy to address more than 1 running aircraft at any one time and a policy to address
permission to land or takeoff from the helipad.

14.01.11 There is limited distance from the helipad to the hospital (positioned at the closest, safe location) in
order to minimize the effects to the patient.

1. Patient monitoring should continue without interruption between the helipad and the hospital.
2. Emergent patient interventions can be performed as needed between helipad and hospital.

14.01.12 Hearing protection is provided for and used by all personnel who assist with patient rapid loading/
unloading.

14.01.13 Evidence of a system to communicate changes to the helipad for users of the primary helipad(s) must be
available (construction, additions, obstructions, etc.) and may include a pilot's memo book or a database
in the communications center. A system to record acknowledgment must be in place.

14.02.00 Occasional or episodic use helipad.

14.02.01 Helipads used occasionally (at referring or receiving hospitals).

Evidence of a system to communicate changes to the occasionally used helipads (at referring or
receiving facilities, pre-designated helistops, fueling pads, etc.) must be available to users of the helipads
and may include a pilot’s memo book or a database in the communications center.

Helipads used occasionally should be reviewed periodically or during normal operations for the
following, and changes are noted in the database or in other means of communications to describe:

1. Obstructions and hazards.

2. Lighting for night operations.

3. Approach and departure obstacles and/or routes.

4. Special procedures or considerations (i.e. noise abatement).

5. Adequate security to prevent bystanders from approaching the helicopter as it lands and lifts
off.
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6. Communications requirements.
7. Where adequate fire retardant chemicals are readily available which must include:

a. A minimum of one portable fire extinguisher with a minimum range of 80-B:C.
(See References in appendix)

ROTORWING STANDARDS Refueling

Helipad Section 14.03.00 - 16.01.03

14.03.00 | Temporary scene landings should be:

14.03.01 Secured.

14.03.02 | Lit at the perimeter with handheld floodlights, emergency vehicles or other lighting source to define the
designated landing area at night.

14.03.03 Free of obstructions and ground debris.

14.03.04 Appropriate in size to the type of aircraft.

15.00.00 REFUELING

15.01.00 | A policy should require that the pilot or designee stay with the aircraft when refueling to verify fuel type
and quantity received.

15.02.00 | On-site refueling.

15.02.01 A policy clearly identifies who has responsibility for quality control checks on the fuel system.

15.02.02 There is a procedure to ensure the fuel is free of contaminants before dispensing into the aircraft.

15.02.03 Procedures clearly demonstrate safe practices and fire prevention considerations at the on-site refueling
facility.
(See References in appendix for the following)
At least one fire extinguisher is located no less than 75 feet from the fuel dispensing station
There is a minimum of one remote fuel shut-off device.

15.02.04 | There is a policy regarding on-site handling and disposal of waste fuel, oil and any other hazardous
materials.

15.03.00 | The fuel system is approved by the Environmental Protection Agency (EPA).

16.00.00 COMMUNITY OUTREACH

16.01.00 | Integration into existing EMS and interfacility networks.

16.01.01 The medical service should be licensed/permitted/certified by the appropriate state agency if applicable.
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16.01.02 | The medical service must interface (through telephone calls and outreach programs) with existing
communications, public safety and law enforcement agencies, as well as with local off-line medical
direction, as appropriate within a scene response area.

16.01.03 | The medical service must ensure continuity of care and expeditious treatment of patients by utilizing
regional EMS medical protocols, whenever possible.

ROTORWING STANDARDS Community Outreach

Community Outreach Section 16.01.04 - 16.01.07

16.01.04 The medical service should facilitate integration of all emergency services and transport modalities by
supporting joint continuing education programs and operational procedures to include but not be limited
to:

1. Hazardous materials recognition and response.

2. Disaster response/triage.

3. Advanced trauma care.

4. Interface of the medical team with other regional resources.

5. Crash recovery procedures specific to the aircraft make and model should minimally include:
a. Location of fuel tanks
b. Oxygen shut-offs in cockpit and cabin
c. Emergency egress procedures
d. Aircraft battery — stay away from it.
e. Emergency shut-down procedures

6. Education regarding “weather shopping” as outlined in Accreditation Standard 11.01.06
should be included.

16.01.05 The service should promote a timely feedback to referring agency, facility or physician about patient
outcome and treatment rendered before, during, and after transport where appropriate.

16.01.06 A planned and structured safety program must be provided to public safety/law enforcement agencies
and hospital personnel who interface with the medical service that includes:

1. Identifying, designating and preparing an appropriate landing zone (LZ).
2. Personal safety in and around the helicopter for all ground personnel.
3. Procedures for day/night operations, conducted by the medical team, specific to the aircraft:
a. High and low reconnaissance.
b. Two-way communications between helicopter and ground personnel to identify approach and
departure obstacles and wind direction.
c. Approach and departure path selection.
d. Procedures for the pilot to ensure safety during ground operations in a LZ with or without
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engines running.

e. Procedure for the pilot to have ground control during engine start and departure from a
landing site.

16.01.07 | Records are kept of initial and recurrent safety training of prehospital, referring and receiving ground

support personnel.
FIXED WING STANDARDS Aircraft
Certificate/Weather Section 17.00.00 — 19.01.01

FIXED WING STANDARDS

17.00.00 CERTIFICATE OF THE AIRCRAFT OPERATOR—Certificate holder must meet all Federal Aviation
Regulations (FARs) or national/international regulations specific to the operations of the medical service in the
country of residence, as applicable. This includes a FAR Part 135 Certificate (public service medical transport
agencies are included in this requirement) or a pertinent operating certificate if outside of the U.S., and Air
Ambulance Operations Specifications specific to EMS operations.

17.01.00 | All “patient mission flights”* must be conducted under FAA Part 135 regulations for weather
minimums and flight crew duty time limitations.

*Patient mission flight is defined as any flight segment conducted by rotor or fixed wing
equipment that is necessary for transporting patients and the medical crews required to care
for such patients. Flight segments included in this definition are: flights for refueling and
repositioning for a specific patient transport (including organ donor transports), picking up
and returning medical teams to an assigned base; the actual flight segment involving patient
movement; and any time medical crews are on board.

18.00.00 AIRCRAFT

18.01.00 | The aircraft should be a twin-engine or turbine single engine aircraft appropriate to the mission
statement and scope of care of the medical service.

18.01.01 Pressurized aircraft are strongly preferred for medical transports. A physician familiar with altitude
physiology should be consulted or written policies address altitude limits for specific disease processes
of the patient to be transported in an unpressurized cabin.

18.01.02 | Evidence of adequate security—A means must exist to monitor the aircraft (i.e., through direct visual
monitoring or closed circuit TV) or the aircraft must be in a secured location with locked perimeter
fencing or hangar available.

19.00.00 WEATHER

19.01.00 VFR or IFR flight plans are filed or communications center does flight following with every takeoff
through post-landing.

19.01.01 There is a system of obtaining pertinent weather information.

1. The pilot in command (PIC) is responsible for obtaining weather information according to
policy, which should address at a minimum:

a. Routine weather checks.
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b. Weather checks during marginal conditions.
c. Weather trending.

2. Communication between pilots, medical personnel, and communication specialists regarding the
most current and forecasted weather is part of a formal briefing.

FIXED WING STANDARDS Staffing
Pilot Section 19.02.00 — 20.02.00

19.02.00

There is a policy designed to discourage ‘shopping’ by first responders and other requesting agents that
specifically addresses how the program interfaces with other air medical services in the same coverage
area to alert them of a weather turn-down.

19.02.01

It is recognized that programs in a common geographic area may experience differing weather
conditions and that programs may have differing capabilities. However, programs that turn down a
request within 250 miles radius of the base due to weather should:

1. Ask the requesting agent if another flight program had turned down the request.

2. Notify the requesting agent that the programs in their coverage area share weather information
and turndowns for safety reasons.

3. Notify other programs within their coverage area of the turndown as soon as possible.

4. Provide the on duty pilot with contact information from other programs for questions about the
weather concerns and details (fog, precipitation, wind, etc.).

5. Inform the on-duty pilot immediately if notified of a weather turn down by another program.

6. Have written evidence of tracking the requests turned down for weather and of participation in a
regional notification systems as described in 1. through 5. above.

19.03.00

A policy of the certificate holder specifies an appropriate training program for new pilots based on the
pilot's experience, flight time, local environment and personal adaptation. An evaluation tool applied
individually to each new pilot should define the time frame. Strong consideration should be given to
higher weather minimums for new and relief pilots.

20.00.00 PILOT PERSONNEL

20.01.00

Staffing — The pilot must be readily available within a defined call-up time to ensure expeditious and
timely response. There must be a written policy describing the availability of pilots.

20.01.01

Scheduling practices reflect consideration for minimizing duty-time fatigue, length of shift, number of
shifts per week and day to night rotation.

1. The certificate holder has a written policy regarding pilots on call with the use of remote paging
devices. The policy indicates how the use of pagers impacts duty-time limitations.

20.01.02

Physical well-being is promoted by the employer wellness programs to include but not be limited to
balanced diet, weight control, no smoking.
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20.01.03 Operations facilities should include a quiet area for flight planning, training, and record-keeping.
20.02.00 | Pilot determines that the aircraft is in airworthy condition.
FIXED WING STANDARDS Pilot Training

Pilot Section

20.02.01 - 20.04.01

20.02.01 Prior to the first flight of shift of duty, the pilot:
1. Verifies that maintenance is not due on the aircraft.
2. Performs a pre-flight inspection according to the manufacturer’s checklist.
20.02.02 A walk-around inspection of the aircraft is performed prior to each takeoff.
20.03.00 | Pilot in command qualifications
20.03.01 Must possess 2000 airplane flight hours prior to assignment with a medical service with the following
stipulations:
1. At least 1000 of those hours must be as PIC in an airplane.
2. At least 500 of those hours must be multi-engine airplane time as PIC. (Not required of single-
engine turbine aircraft)
3. At least 100 of those hours must be night flight time as PIC.
20.03.02 PIC must be ATP rated; SIC is strongly recommended to be ATP rated and must complete an operator
approved SIC training.
20.04.00 | Pilot Training requirements
20.04.01 Initial training should, at a minimum, consist of the following and be verified by written criteria, outlines

or curriculum. Use of FAA approved training devices and simulators along with mission specific
scenario based training should be encouraged at initial and recurrent training cycles.

1.

2.

Terrain and weather considerations specific to the program’s geographic area.
Orientation to the hospital or health care system associated with the medical service.

Orientation to infection control, medical systems installed on the aircraft and patient loading and
unloading procedures.

Air Medical Resource Management (AMRM),consistent with FAA Advisory
Circular No. 120-51E, 2004 and FAA AC 00-64.
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a. Specific content of AMRM training and organization of topics should reflect an
organization’s unique culture and specific needs, such that curriculum topics may include,
but not be limited to:

e Communications Processes and Decision Behavior

FIXED WING STANDARDS Pilot Training
Pilot Section 20.04.01 —20.02.00
> Inquiry
> Inquiry advocacy assertion
> Crew self-critique re: decisions and actions
> Conflict resolution
> Communications and decision making

e  Team Building and Maintenance
> Leadership/followership/concern for tasks
> Interpersonal relationships/group climate

e  Workload Management and Situation Awareness

> Preparation/planning/vigilance
> Workload distribution/distraction avoidance
> Individual factors/stress reduction

b. Annual review of infection control, medical systems and installations on the aircraft, patient
loading and unloading procedures.

5. Minimum requirements for specific training in aircraft type:

a. 25 hours in specific make and model of aircraft before flying as PIC on patient missions or
completion of a commercially established training program for the specific make and model
aircraft and the successful completion of the check ride.

6. Annual recurrent training to minimally include the following and verified by written criteria,
outlines or curriculum.

a. Part 135 instrument proficiency check as required by FAR 135.297 for operations that
conduct IFR flights.

b. Annual review of infection control, medical systems installed on the aircraft, and patient
loading and unloading procedures.

c. Air Medical Resource Management (AMRM),consistent with FAA Advisory
Circular No. 120-51E, 2004 and FAA AC 00-64.

Specific content of AMRM training and organization of topics should reflect an
organization’s unique culture and specific needs, such that curriculum topics may include,
but not be limited to:
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e Communications Processes and Decision Behavior

> Inquiry

> Inquiry advocacy assertion

> Crew self-critique re: decisions and actions

> Conflict resolution
FIXED WING STANDARDS Mechanics
Maintenance Section 20.04.01 —20.02.00

> Communications and decision making

e Team Building and Maintenance
> Leadership/followership/concern for tasks
> Interpersonal relationships/group climate

e Workload Management and Situation Awareness

> Preparation/planning/vigilance
> Workload distribution/distraction avoidance
> Individual factors/stress reduction

21.00.00 POLICIES

21.01.00

There is an established written policy to ensure that the pilot is notified of any add-on equipment for
weight and balance considerations.

21.02.00 Policy and outline of passenger safety briefings.

22.00.00 MAINTENANCE

22.01.00 The mechanic primarily assigned to a specific aircraft must possess a minimum of 2 years of airplane
experience as a certified airframe and power plant mechanic prior to assignment with a medical service.

22.02.00 There must be a mechanic primarily assigned to each specific aircraft who must be appropriately
qualified to maintain the aircraft operated by the medical service and who possesses a minimum of 2
years of experience as a certified airframe and powerplant mechanic prior to assignment with the
medical service.

22.02.01 The mechanic primarily assigned to a specific aircraft must be factory schooled or equivalent in an
approved program on the type specific airframe, the powerplant and all related systems. The primarily
assigned mechanic provides direct (on-site during maintenance) supervision to other mechanics assisting
with maintenance who may not have this level of experience or training.

22.02.02 | All mechanics should receive formal training on human factors and maintenance error reduction.

22.02.03 A policy is written that grants the mechanic permission (without fear of reprisal) to decline from

performing any maintenance critical to flight safety (that he has not been appropriately trained for), until

an appropriately trained mechanic is available to directly supervise or assist.
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22.02.04 | Annual review of infection control, medical systems and installations on the aircraft, patient loading and
unloading procedures for all mechanics.

22.02.05 There will be at least one technician available for each service with formal training on the aircraft
electrical system and formal training on the autopilot system (if autopilot equipped).

FIXED WING STANDARDS Mechanic Staffing

Maintenance Section 23.01.00 — 25.03.03

23.00.00 TRAINING RELATED TO THE INTERIOR MODIFICATION OF THE AIRCRAFT

23.01.00 Should prepare the mechanic for inspection of the installation as well as the removal and reinstallation of
special medical equipment.
23.02.00 Supplemental training on service and maintenance of medical oxygen systems and a policy as to who

maintains responsibility for refilling the medical oxygen system.

24.00.00 STAFFING OF MECHANICS

24.01.00

A single mechanic on duty or on call 24 hours a day should be relieved from duty for a period of at least
24 hours during any 7 consecutive days, or the equivalent thereof, within any 1 calendar month. In
addition:

1. It is strongly encouraged that mechanics should not be permitted to work more than 14
continuous hours.

2. Following extended maintenance such as 12—14 continuous hours, it is strongly recommended
that a mechanic should be scheduled for 8 hours of uninterrupted rest.

24.01.01

For more than one aircraft, staffing should be appropriate to the hours the aircraft are in service, the
complexity of the aircraft, and the number of bases necessitating travel time. Back-up personnel should
be provided to the mechanic during periods of extensive scheduled or unscheduled maintenance or
inspection.

25.00.00 MAINTENANCE FACILITIES

25.01.00 There must be a written mechanism/procedure for alerting flight and medical personnel when the aircraft
is not airworthy.

25.02.00 The maintenance facilities are large enough to accommodate the aircraft, adequately lighted and
properly equipped for required maintenance.

25.03.00 Specific workshop area criteria
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25.03.01 Workshop area should be in closer proximity to the hangar. A workshop area is defined as an area where
a desk, shelves, workbench, storage and telephone are available.
25.03.02 | Workshop area should be climate controlled (heated and cooled) to avoid adverse affects of temperature
extremes.
25.03.03 Appropriate ventilation will be installed to clear the facility of hazardous fumes (such as fuels,
solvents, oils, adhesives, cleaners) common to the aviation environment.
FIXED WING STANDARDS Workshop Criteria
Maintenance Section 25.03.04 — 25.08.02
25.03.04 Work area should be well lit with the appropriate number of electrical outlets.
25.03.05 Floodlights should be available in the hangar or on the tarmac — fixed and/or portable. Luminescence
level will be equal to the modern office environment.
25.03.06 Hand cleaners, disinfectants and eye wash bottles are to be available.
25.03.07 Tools are locked in a secured area when not in use to ensure tools are not left in the aircraft following
maintenance procedures.
1. There is a policy to address the control of foreign object debris (FOD).
2. There is a tracking system for the mechanic to account for all of the tools,
and parts after performing maintenance.
25.04.00 Storage of equipment, parts, and tools is orderly and clear of fire hazards and in compliance with OSHA
and EPA regulations.
25.05.00 | There is a system to periodically track timed parts and expiration dates on shelf items.
1. All parts are properly tagged and environmentally protected.
a. Parts are wrapped or boxed in a manner that prevents damage or contamination.
b. Open ends of fabricated and bulk lines and hoses are capped or covered.
c. Serviceable parts are kept in a separate area from unserviceable parts.
2. Parts received are inspected to ensure an approved vendor provided them and that the
required certification documentation is provided.
25.06.00 | Airworthiness directives and service bulletins are coordinated to ensure they are accomplished on time.
25.07.00 | There is a method to track all deferred maintenance items and coordinate all requirements to support
closure.
25.08.00 | There is a method to track tool calibration status.

74





25.08.01 Tools requiring calibration have documentation or tags on the tools that list the last calibration date and
the next due date.

25.08.02 | If employee-owned tools are permitted on the premises, there is a system to ensure that these tools are
currently calibrated.

FIXED WING STANDARDS Refueling

Maintenance Section 25.09.00 — 27.01.03

25.09.00 | Maintenance Distractions—Policy should be written and implemented to reduce the likelihood of
interruptions and distractions to the mechanic, such as:

25.09.01 The mechanic’s phone should have voice mail or messaging.

25.09.02 Aircraft tours, public relations events, janitorial services, etc., should be postponed, if involving the
aircraft, while maintenance is being performed.

25.09.03 Mechanic’s work site (hangar) should not be used as a gathering place/social area by the flight team
while maintenance is being performed.

25.09.04 | All calls and inquiries regarding the aircraft status will be screened.

26.00.00 REFUELING

26.01.00 | A written policy clearly identifies who has responsibility for quality control checks on the fuel system.
Policy should require that the pilot or designee stay with the aircraft when refueling to verify fuel type
and quantity dispensed.

26.02.00 There is a procedure to ensure the fuel is free of contaminants before dispensing into the aircraft.

26.03.00 Procedures clearly demonstrate safe practices and fire prevention considerations at the on-site refueling
facility.

27.00.00 COMMUNITY OUTREACH

27.01.00 | Integration into existing interfacility networks.
27.01.01 The medical service should be licensed/permitted/certified by the appropriate state agency if applicable.
27.01.02 | The medical service must ensure continuity of care and expeditious treatment of patients.

1. Patients are only transferred to ground transport units (at sending and receiving destination)
when care can be continued by the same level or higher level ground personnel as that provided
by medical personnel and when ordered by the referring/receiving physician or medical
director(s).
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27.01.03 | The service should promote timely feedback (to referring agents) as to patient outcome and treatment
rendered before, during and after transport where appropriate.

GROUND INTERFACILITY STANDARDS Vehicles

Ambulance Section 28.00.00 — 28.10.00

GROUND INTERFACILITY STANDARDS

28.00.00 AMBULANCES—Vehicles must meet KKK 1822A guidelines or state licensure requirements in place at
the time the ambulance was built.

28.01.00 | Licensure - The ambulance will be licensed in accordance with the applicable state laws.

28.02.00 | The ambulance must have adequate interior lighting equipment to ensure complete observation of the
patient and monitoring equipment used on the patient.

28.03.00 | The ambulance must have the capability of shielding the cab from light in the passenger compartment
during nighttime use.

28.04.00 | The ambulance must be equipped with a heater/air conditioner system capable of maintaining
comfortable interior temperature during all temperature extremes of the coverage area.

28.05.00 | The ambulance must have a fuel capacity to provide no less than a 175-mile range.

28.06.00 | The ambulance must have ground clearance of at least 6 inches at gross ambulance weight.

28.07.00 | The ambulance must be able to fully perform at ambient temperatures minus 30 degrees to 122 degrees
F.

28.08.00 | The ambulance must be marked clearly to show the name of the service in letters not less than 3 inches
high, and to allow identification of the service from the sides and rear of the ambulance.

28.09.00 | Lights and Sirens

1. The ambulance must be equipped with a siren capable of emitting sound that is audible under
normal conditions from a distance of not less than 500 feet.

2. The ambulance must have at least one light capable of displaying red light (with a 360 degree
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capacity) or strobe lights that are visible under normal atmospheric conditions from a distance
of 500 feet from the front of the ambulance.

28.10.00 | The ambulance is equipped with road hazard equipment to be used in the event of a breakdown.

GROUND INTERFACILITY STANDARDS Drivers
Ambulance Section 28.10.01 — 3-0.03.00

28.10.01 Road hazard equipment should minimally include:

1. Flashlight.

2. Road marking device — cones, flares or triangles, for example.
3. Tools, wrench, screwdriver, hammer.

4. Leather heavy-duty gloves.

5. Reflective vests.
6. Hatchet or band saw (in case of a fallen tree).
7. Equipment for dealing with snow as appropriate to the environment.

28.11.00 Communications—There is a means of communication other than a cell phone between:

28.11.01 The driver position and patient compartment.

28.11.02 The ambulance and medical control.

28.11.03 The ambulance and public safety.

29.00.00 QUALIFICATION OF DRIVERS—AIl persons who drive the ambulance should be at a minimum
certified as an Emergency Medical Technician Basic (EMT-B) or have equivalent training. Drivers must have a
minimum of 2 years experience as a licensed driver or operator. Drivers are required to complete defensive driving
training program that is developed by the provider or outside agency. This training program should be repeated for
each driver at least every 4 years and should include an Emergency Vehicle Operations Course (EVOC) or equivalent,
which consists of at least 4 hours of reviewed ambulance driving under emergency conditions.

30.00.00 MAINTENANCE AND SANITATION

30.01.00 | Each ambulance must be maintained in full operating condition and in good repair, and documentation
of maintenance must be kept on file. In addition, there should be a regular documented preventive
maintenance program in accordance with the requirements of the manufacturer and other regulatory
agencies.

1. There are documented daily checks of the vehicle for damages and equipment failure.

30.02.00 | There should be no evidence of damage penetrating the body of the ambulance or holes that may allow
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exhaust gases to enter the patient compartment.

30.03.00

The interior of the ambulance, including all storage areas, must be kept clean, in compliance with OSHA
(or equivalent) standards, so as to be free of dirt, grease and other biohazardous or noxious matter.

GROUND INTERFACILITY STANDARDS Policies
Ambulances Section 30.04.00 — 32.05.00

30.04.00

The ambulance must be cleaned after each patient transport as appropriate. All interior surfaces in the
ambulance and medical equipment surfaces that came in contact with the patient must be immediately
cleaned and disinfected or disposed of in a secure, biohazard container.

31.00.00 MECHANIC - The mechanic should have experience as a certified mechanic in a shop environment, or the
maintenance should be done at a certified shop specific for the make and model of the chassis.

32.00.00 POLICIES

32.01.00

There is a written policy that addresses speed limitations and all aspects of traffic law compliance that
pertains to ambulance operations.

32.02.00 There is a written policy that describes the appropriate use of lights and sirens. Red lights and sirens
should only be used when time is critical to the patient’s outcome. When responding with lights and
sirens, the ambulance should come to a complete stop at intersections as appropriate.

32.03.00 Written policy that addresses a procedure to follow when the ground ambulance comes upon a scene of
an accident. Policy must be consistent with state regulations.

32.04.00 | Accidents

32.04.01 Written policy that outlines a procedure to follow when the ground ambulance is involved in an accident
with damage and injuries.

32.04.02 | Written policy outlines the procedure for a mandatory drug test of the driver after any accident.

32.05.00 Written policy that outlines the procedure to follow when the ambulance breaks down.

32.06.00 Written policy dealing with safety aspects of driving.

32.06.01 Driver duty and rest time.

32.06.02 | Inclement weather and responsibility for aborting the transport if there is a safety concern.

32.06.03 Employee’s hired to operate the vehicles will have their driving records (speeding and other traffic

violations) reviewed by management minimally on an annual basis.
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TRAUMA PATIENT DESTINATION
STATEWIDE AIR PROTOCOL

Purpose:
A. This protocol shall ensure that when an air ambulance service has been contacted to transport a patient in the
prehospital setting, and that patient has sustained an acute traumatic injury, the patient is transported to the
most appropriate receiving facility.

Criteria:
A. All patients, in the prehospital setting, with acute traumatic injuries for which air ambulance transport has been
requested.

Exclusion Criteria:
A. Patients who are being transported from one acute care hospital to another.
B. Patients who do not have acute traumatic injuries, or patients with a medical problem that is more serious than
any associated minor acute traumatic injuries.

Policy:
A. Trauma patients transported from prehospital scenes

1. Transport to closest trauma center." Unless specifically permitted by this protocol, trauma patients
transported by air ambulance shall be transported to the closest trauma center without distinguishing
between Level 1 and Level 2 centers. For the purpose of this protocol, a reference to “closest trauma
center” shall be construed to mean the trauma center that is closest to the patient in terms of air transport
distance.?

2. Weather conditions exception. Transport by air ambulance to a trauma center other than the closest
center is permitted if the pilot determines that weather conditions prohibit air travel to the closest trauma
center.

a. In this case, transport shall proceed to the closest trauma center permitted by weather conditions.

b. If air transport to the closest trauma center accessible due to weather will take longer than ground
transport to the closest trauma center, the patient shall be transported by ground ambulance.

3. Ten-mile exception.’*5 Transport by air ambulance to a trauma center other than the closest center is
permitted if the difference between the air transport distance to the other center and air transport distance to
the closest center is ten nautical miles or less.

4. Pediatric exception.>** An air ambulance may transport a pediatric patient (14 years of age or younger)
to the closest pediatric trauma center (which includes an adult trauma center with additional qualifications
in pediatric trauma) if the difference between the air transport distance to the pediatric center and the air
transport distance to the closest trauma center is 30 nautical miles or less.

5. Burn patient exception.>*% An air ambulance may transport a patient with serious burns® to the closest
burn center if the difference between the air transport distance to the burn center and the air transport
distance to the closest trauma center is 30 nautical miles or less. Additionally,

a. If there is no burn center within the additional 30 nautical miles of air transport distance and the
air medical crew determines that the patient’s condition is stable, the crew shall contact a medical
command facility for direction as to whether it should transport to a more distant burn center.

b. If the burn is associated with other acute traumatic injury, the burn center destination must also be a
trauma center.

c. If the patient is 14 years of age or younger, the burn center must be capable of treating pediatric burn
patients.

d. If a burn patient has a suspected inhalation injury, the patient must be transported to the closest trauma
center unless the patient’s airway has been protected by endotracheal intubation prior to transport.

6. Trauma center on “diversion” exception.® An air ambulance may transport a patient to the next closest
trauma center if the closest center is on “divert” for trauma patients. [In some situations, necessary
resources may not be available at the closest trauma center (e.g. the center is on diversion for trauma
patients because the center’s resources are committed to other trauma patients).]

a. The air ambulance service may not consider a trauma center to be on divert for trauma patients
unless that center has notified the air ambulance service of the divert condition. This notification from
the trauma center may be through the air ambulance service’s communication center or by direct
communication with the air ambulance. This notification may occur by any type of communication,
including web-based diversion notification.

b. In the case of a mass casualty incident, the air ambulance crew shall follow the direction of the
designated EMS Transport Officer, or his/her designee, related to transport to an alternate trauma
center if the closest trauma center does not have the resources to accept the patient based upon





communication that occurs between the trauma center(s) and the EMS Transport Officer or other
designated official.
7. Medical command exception. Transport by air ambulance to a facility other than the closest trauma
center, or transport by ground ambulance to a facility instead of air transport to the closest trauma center,
is permitted if directed by a medical command physician because the medical command physician is
presented with medical circumstances that lead the medical command physician to reasonably perceive that
a departure from the prior provisions in this protocol is in the patient’s best interest. This may occur in the
following situations:

a. The medical command physician determines, in conjunction with the closest trauma center, that
anticipated specialty care is not available at the closest trauma center (e.g. hyperbaric oxygen,
extracorporeal rewarming, burn care, specialty pediatric care, etc...).

b. The medical command physician determines that the patient has a condition that should be treated at
the closest receiving facility or would be most appropriately treated by ground ambulance transport.

8. Patient choice exception.® Transport by air ambulance to a facility other than the closest trauma center
or other facility that meets the criteria in sections 1-7 is permitted if the patient or other person with legal
authority to act for the patient (hereafter “legal representative”)” makes an unsolicited request for transport to

a different facility. This is subject to the following:

a. The air medical crew does not discuss possible destinations other than destinations that meet the criteria
in sections 1-7 of this protocol, unless such discussion is initiated by the patient or the patient’s legal
representative.

b. The air medical crew communicates the request to a medical command physician and, if the medical
command physician has a reasonable cause to believe that the difference in estimated transport time
could adversely affect the patient’s condition or recovery, the air medical crew or medical command
physician provides that information to the patient or legal representative.

c. The medical command physician determines that the patient or the patient’s legal representative is alert
and oriented and communicates an understanding of the potential adverse consequences to the patient if
the request is followed.

d. The requestis not unreasonable. Circumstances in which the request may be considered to be
unreasonable include, but are not limited to, weather conditions as determined by the pilot make the
transport to the trauma center hazardous, and the travel time to the trauma center is excessive.

9. Medical command assistance. If the crew of an air ambulance has any question regarding the facility to
which a patient is to be transported or whether the transport should be made by ground or air ambulance,
the crew shall contact a medical command facility for assistance. Ideally, this medical command facility will
be either the medical command facility at the institution affiliated with the air ambulance service or at the

closest trauma center.
A. Contact with receiving trauma/burn center

1. Communicate with the receiving center as soon as possible to provide patient information and an estimated
time of arrival. The air ambulance crew should do this, if feasible, since it is the best source of patient
information. Provide this information to the receiving facility as soon as possible, since the information may
affect the mobilization of various resources within the facility in preparation for the arrival of the patient. The
mobilization of these resources may vary among centers. In carrying out this responsibility the following
apply to the air ambulance crew:

a. Give precedence to contact with the receiving center over contact with the air ambulance medical
command when orders beyond standing treatment protocols are not needed or anticipated.

b. Do not delay transporting the patient while waiting to establish communication with the receiving facility.

c. Contact the receiving center by the method preferred by the center (within the air ambulance’s
communication capabilities).

d. Follow medical direction given by the receiving center’s medical command facility. Note: The air
ambulance service may require that medical command orders received from a receiving facility’s
medical command be verified or adjusted by the air ambulance service’s primary medical command but
this should be a rare exception.

B. Resources to assist air medical services. When available, the most current Department records of the
following resources shall be used to assist an air medical service when using this protocol, unless the air
ambulance service has more recent information:

1. Centers Designated to Receive Patients with Trauma
a. Trauma Centers including a designation of centers specially qualified to receive pediatric trauma
patients.





b. Burn Centers, including a designation of centers specially qualified to receive pediatric burn patients.
c. Centers capable of providing hyperbaric oxygen therapy
d. Centers capable of extracorporeal rewarming (cardiac bypass)

2. Designated method of contacting each trauma center, including preferred radio frequency or telephone
number.

NOTES:

1. “Trauma Center” refers to a Regional Resource Trauma Center (Level 1) or a Regional Trauma Center (Level 2)
that is currently accredited in this Commonwealth and similarly qualified trauma centers in adjacent states (See
section C.1.a.). This definition of trauma center applies throughout this protocol.

2. “Air transport distance” refers to the distance from the landing zone at the scene to the landing zone at the trauma
center as measured in nautical miles.

3. This ten-mile exception, pediatric exception, burn patient exception, or patient choice exception is not applicable
if:

a. During air transport the patient does not have an adequate airway and cannot be adequately ventilated,
has rapidly worsening vital signs, or has absence of vital signs. Under these circumstances, the patient
shall be transported by the fastest possible means to the closest trauma center, or based upon crew
judgment may be transported to the closest receiving facility.

b. When the patient has not yet been loaded into an air ambulance, if the patient does not have an
adequate airway and cannot be adequately ventilated or is exsanguinating externally with rapidly
worsening vital signs. Under these circumstances, the air medical personnel shall strongly consider
transport by ground ambulance if the estimated transport time to the closest receiving facility (whether
or not this facility is a trauma center) by ground ambulance is shorter than the estimated transport time
by air to that facility or any other receiving facility.

4. When this exception is applicable, the air ambulance crew may offer the patient or the patient’s legal

representative discretion to choose transport to any facility permitted by the exception.

This exception shall not be used in conjunction with or cumulative to any other exception.

Serious burns are defined as burns that meet the American Burn Association or American College of Surgeons

burn unit referral criteria.

7. The ambulance crew need only have a good faith belief that the person has legal authority to make the decision
for the patient, provided the crew is without knowledge of facts negating that authority.

oo

Performance Parameters:
A. Review of documentation for adherence to protocol for all acute trauma patients in the prehospital setting who
are not transported to the closest trauma center.

Authority:

A. This protocol applies to all persons regulated under the EMS Act when they are involved with the transport of a
trauma patient by an air ambulance or involved in the process of determining whether an air ambulance should be used to
transport a trauma patient.

B. This protocol is issued pursuant to section 5(c) of the Emergency Medical Services Act, 35 P.S. §6925(c), which
gives the Department of Health authority to establish protocols for the transport and transfer of acutely ill and injured
patients to the most appropriate facility.
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CHAPTER 417—OPERATIONS OF CARRIERS


Sec.


SUBCHAPTER I—REQUIREMENTS


41701. Classification of air carriers.


41702. Interstate air transportation.


41703. Navigation of foreign civil aircraft.


41704. Transporting property not to be transported in aircraft cabins.


41705. Discrimination against handicapped individuals.


41706. Prohibitions against smoking on scheduled flights.


41707. Incorporating contract terms into written instrument.


41708. Reports.


41709. Records of air carriers.


41710. Time requirements.


41711. Air carrier management inquiry and cooperation with other authorities.


41712. Unfair and deceptive practices and unfair methods of competition.


41713. Preemption of authority over prices, routes, and service.


41714. Availability of slots.


41715. Phase-out of slot rules at certain airports.


41716. Interim slot rules at New York airports.


41717. Interim application of slot rules at Chicago O’Hare International Airport.


41718. Special Rules for Ronald Reagan Washington National Airport.


41719. Air service termination notice.


41720. Joint venture agreements.


41721. Reports by carriers on incidents involving animals during air transport.


41722. Delay reduction actions.


41723. Notice concerning aircraft assembly.


SUBCHAPTER II—SMALL COMMUNITY AIR SERVICE

§ 41713. Preemption of authority over prices, routes, and service


(a) DEFINITION.—In this section, ‘‘State’’ means a State, the District of Columbia, and a territory or possession of the United States.


(b) PREEMPTION.—(1) Except as provided in this subsection, a State, political subdivision of a State, or political authority of at least 2 States may not enact or enforce a law, regulation, or other provision having the force and effect of law related to a price, route, or service of an air carrier that may provide air transportation under this subpart.


(2) Paragraphs (1) and (4) of this subsection do not apply to air transportation provided entirely in Alaska unless the transportation is air transportation (except charter air transportation) provided under a certificate issued under section 41102 of this title.


(3) This subsection does not limit a State, political subdivision of a State, or political authority of at least 2 States that owns or operates an airport served by an air carrier holding a certificate issued by the Secretary of Transportation from carrying out its proprietary powers and rights.


(4) TRANSPORTATION BY AIR CARRIER OR CARRIER AFFILIATED WITH A DIRECT AIR CARRIER.—


(A) GENERAL RULE.—Except as provided in subparagraph (B), a State, political subdivision of a State, or political authority of 2 or more States may not enact or enforce a law, regulation, or other provision having the force and effect of law related to a price, route, or service of an air carrier or carrier affiliated with a direct air carrier through common controlling ownership when such carrier is transporting property by aircraft or by motor vehicle (whether or not such property has had or will have a prior or subsequent air movement).


(B) MATTERS NOT COVERED.—Subparagraph (A)—


(i) shall not restrict the safety regulatory authority of a State with respect to motor vehicles, the authority of a State to impose highway route controls or limitations based on the size or weight of the motor vehicle or the hazardous nature of the cargo, or the authority of a State to regulate motor carriers with regard to minimum amounts of financial responsibility relating to insurance requirements and self-insurance authorization; and (ii) does not apply to the transportation of household goods, as defined in section 13102 of this title.


(C) APPLICABILITY OF PARAGRAPH (1).—This paragraph shall not limit the applicability of paragraph (1).
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1987 Ariz. Op. Atty. Gen.


1987 Ariz. Op. Atty. Gen. 261, Ariz. Op. Atty. Gen. No. I87‑164


(Cite as: 1987 WL 121388 (Ariz.A.G.))


Office of the Attorney General


State of Arizona


*1 I87‑164 (R86‑112)


December 28, 1987


Mr. Theodore E. Williams, Director


Arizona Department of Health Services


State Health Building


1740 West Adams Street


Phoenix, Arizona 85007


Dear Mr. Williams:


  Your predecessor has asked whether, in view of the Federal Aviation Act of 1958, 49 U.S.C. §§ 1301 to ‑1557, as amended by the Airline Deregulation Act of 1978, the Department of Health Services has authority to regulate air ambulance services pursuant to A.R.S. §§ 36‑2201 to ‑2244.  With regard to economic regulation under the certificate‑of‑necessity statutes, A.R.S. §§ 36‑2232 to ‑2244, the answer is no.  With regard to essential public health and safety matters, A.R.S. §§ 36‑2201 to ‑2231, the answer is yes. [FN1]


  The issue is whether federal law has preempted Arizona from regulating air ambulances.  The first inquiry is, has Congress expressly preempted the state from acting.


  Section 1305(a)(1), United States Code, provides:


    [N]o State or political subdivision thereof and no interstate agency or other political agency of two or more States shall enact or enforce any law, rule, regulation, standard, or other provision having the force and effect of law relating to rates, routes or services of any air carrier having authority under subchapter IV of this chapter to provide air transportation.


This provision prohibits states from regulating in areas formerly within the Civil Aeronautic Board's ("CAB") jurisdiction. [FN2]  See generally 49 U.S.C. §§ 1371 and 1386(b)(1).  Air ambulances are air taxis which may be exempt from requirements of subchapter IV of the Federal Aviation Act, codified at 49 U.S.C. §§ 1371 to 1389.  See also 14 C.F.R. Part 298. Section 1305(a)(1) preempts states from regulating the intrastate activities of any carrier exempted pursuant to subchapter IV.  Hughes Air Corp. v. Public Utilities Commission, 644 F.2d 1334, 1337‑1339 (9th Cir.1981). [FN3] Thus, Congress has expressly preempted Arizona from regulating air ambulances with regard to rates, routes, or services, i.e., the economic regulation under the certificate‑of‑necessity statutes, A.R.S. §§ 36‑2232 to ‑2244.


  The second inquiry, relevant to the health and safety jurisdiction of the FAA, is whether Congress has preempted state regulation by implication.  [FN4]  The threshold question is whether in passing the federal aviation legislation Congress intended to occupy the field of medical health and safety regulation of air ambulance services.  See Chevron U.S.A., Inc., v. Hammond, 726 F.2d 483, 486 (9th Cir.1984).  Examination of six factors informs the determination of congressional intent:  (1) the comprehensiveness of federal regulations;  (2) consideration of state police power;  (3) congressional intent that there be collaborative federal/state efforts to protect the health and safety of patients being transported by air ambulances;  (4) the need for uniform regulation;  (5) the history of regulation of the subject matter;  and (6) available legislative history.  See id.


  *2 With regard to the essential health and safety legislation involving ambulance services, [FN5] although the FAA has promulgated numerous aviation safety rules, only one deals with medical needs of passengers. [FN6] Promulgation of one regulation is not comprehensive regulation.  With regard to the other criteria for determining congressional intent to occupy the field, the Federal Aviation Act of 1958, as amended, does not speak to emergency medical services;  neither does the legislative history indicate a concern for regulation of ambulance services.  See generally 1958 U.S.Code Cong. & Ad.News 3741, et seq.;  1978 U.S.Cong. & Ad.News 3737, et seq.  Additionally, legislation for essential medical health and safety purposes is an obvious use of the police power which inheres in the state. [FN7]  Thus, using the criteria set forth above to determine congressional intent to occupy the field of air ambulance patient health and safety, no such intent can be found.


  Even though Congress did not intend to foreclose all state legislation in this field, the question of whether A.R.S. §§ 36‑2201 to ‑2231 conflict with the Federal Aviation Act and concommitant regulations must be addressed before concluding that federal preemption does not apply.  See Chevron U.S.A, 726 F.2d at 486, 495.  The test is whether the state law stands as an obstacle to the accomplishment and execution of the full purposes and objectives of Congress.  Hines v. Davidowitz, 312 U.S. 52, 67‑68, 61 S.Ct. 399, 404, 85 L.Ed. 581, 587 (1941).  As A.R.S. §§ 36‑2201 to ‑2231 regulate transport of sick, injured, wounded or otherwise incapacitated or helpless individuals by air ambulance only in critical or emergency situations and only with regard to essential medical health and safety aspects of such transport, [FN8] whereas the FAA statutes and regulations are concerned with safe operation of aircraft, not the medical care of passengers, A.R.S. §§ 36‑2201 to ‑2231 do not conflict with the Federal Aviation Act, but are entirely compatible with and complementary to the federal purpose.


  Because the air ambulances subject to state regulation are interstate carriers, the question of whether A.R.S. §§ 36‑2201 to ‑2231 impose an undue burden on interstate commerce must also be answered.  The test is:


    Where the statute regulates evenhandedly to effectuate a legitimate local public interest, and its effects on interstate commerce are only incidental, it will be upheld unless the burden imposed on such commerce is clearly excessive in relation to the putative local benefits.  If a legitimate local purpose is found, then the question becomes one of degree.  And the extent of the burden that will be tolerated will of course depend on the nature of the local interest involved, and on whether it could be promoted as well with a lesser impact on interstate activities.


Grand Canyon Dories, Inc., v. Idaho Outfitters and Guides Board, 709 F.2d 1250, 1256 (9th Cir.1983), quoting Pike v. Bruce Church, Inc., 397 U.S. 137, 142, 90 S.Ct. 844, 847, 25 L.Ed.2d 174, 178 (1970) (citation omitted).  The Arizona statutes promote medically safe treatment of individuals who must be transported in ambulances.  The statutes and rules promulgated thereunder apply equally to protect residents and nonresidents alike and the license, registration and fee provisions, A.R.S. §§ 36‑2212 to ‑2231, are identical for resident and nonresident ambulance services.  See 709 F.2d at 1256.  The minimal burden which the Arizona statutes and rules impose on interstate commerce is more than offset by the benefits to its citizens, tourists and other visitors of having available, medically safe transport should they need an air ambulance.  See id. at 1257.


  *3 Thus, we conclude that the Department of Health Services has authority to regulate air ambulance services with regard to essential public health and safety matters, A.R.S. §§ 36‑2201 to ‑2231, but is preempted from regulating with regard to economic regulation under the certificate‑of‑ necessity statutes, A.R.S. §§ 36‑2232 to ‑2244. [FN9]


Sincerely,


BOB CORBIN


Attorney General


[FN1]. A.R.S. s 36‑2213(2)(b) exempts out‑of‑state ambulances bringing a patient into Arizona from licensing and registration requirements, but precludes an out‑of‑state ambulance from intrastate transportation of patients without an Arizona ambulance license unless assisting in response to a major catastrophe or emergency if state licensed ambulances are insufficient.  See A.R.S. s 36‑2212 (licensing) and A.R.S. s 36‑2231 (registration). A.R.S. s 36‑2217(B) exempts air ambulances engaged in transportation of sick or injured people in a noncritical or nonemergency situation as determined by a physician from all regulation under A.R.S. §§ 36‑2201 to ‑2244.


[FN2]. It does not apply to the health and safety jurisdiction of the Federal Aviation Administration ("FAA").  Regulatory responsibilities over air transportation originally were divided between the CAB and the FAA.  The CAB regulated economic matters, including rate and route decisions.  The FAA had primary responsibility for safety and health matters.  See Delta Air Lines, Inc. v. C.A.B., 543 F.2d 247, 259‑260 (D.C.Cir.1976).  The Airline Deregulation Act of 1978 terminated the CAB and transferred its remaining regulatory authority to the Department of Transportation.  Pub.L. 95‑540, s 40(a), Oct. 24, 1978, 92 Stat. 1744 (effective January 1, 1985).


[FN3]. Hughes Air Corp. also held that the Tenth Amendment did not bar Congress' preemption of the state regulation at issue in that case.  The court indicated that the question of Congress' power to preempt had been decided on a case‑by‑case basis.  644 F.2d at 1341.  National League of Cities v. Usery, 426 U.S. 833, 96 S.Ct. 2465, 49 L.Ed.2d 245 (1976), affected this portion of the Hughes Air Corp. decision.  It held that, where the subject regulated was such an integral and important aspect of state life that the federal government's preemption of the state regulation interfered with the state's sovereignty guaranteed by the Tenth Amendment, Congress lacked the power to preempt.  426 U.S. at 852, 96 S.Ct. at 2474, 49 L.Ed.2d at 257‑ 258.  The court also indicated that public health was such a basic and traditional state function as to be protected by the Tenth Amendment.  Id. at 851‑152, 96 S.Ct. at 2474, 49 L.Ed.2d at 274‑249.  Thus, under National League of Cities arguably Congress lacked power to preempt Arizona air ambulance regulation.  National League of Cities has been overruled by Garcia v. San Antonio Metropolitan Transit Authority, 469 U.S. 531, 105 S.Ct. 1005, 1007, 83 L.Ed.2d 1016, 1021 (1985).  There remains no question that Congress had the power to preempt the state from ambulance regulation.


[FN4]. The Federal Aviation Act of 1958, as amended, does not expressly preempt state regulation in health and safety areas.


[FN5]. In 1982 the legislature responded to the 1980 publicly mandated deregulation of motor carriers, including ambulance services, by enacting legislation regulating ambulance services with respect to essential public health and safety matters only.  Laws 1982 (2nd Reg. Sess.) Ch. 130, § 1.  This legislation is codified throughout A.R.S. §§ 36‑2201 to ‑2231.


[FN6]. The equipment for dispensing medical oxygen is regulated by 14 C.F.R. § 135.91  In 1977 the FAA issued advanced Notice of Proposed Rulemaking on Air Ambulance Service, setting safety standards for operators.  42 Fed.Reg. 37825, July 25, 1977.  The proposed rule was withdrawn.  43 Fed.Reg. 36461, August 17, 1978.


[FN7]. The beginning proposition when examining congressional intent to preempt is that the historic police powers of the states are not to be superseded by federal legislation unless that was the clear and manifest purpose of Congress.  Rice v. Santa Fe Elevator Corporation, 331 U.S. 218, 230, 67 S.Ct. 1146, 1152, 91 L.Ed 1447, 1459 (1947).


[FN8]. A.A.C. R9‑13‑1001, R9‑13‑1003, R9‑13‑1101, R9‑13‑1102 and R9‑13‑1104 require air ambulances to apply for a license showing proof of liability and malpractice insurance, list medical personnel, submit ambulance and medical equipment for inspection, have a medical control plan, meet certain cleanliness and staffing requirements and register ambulances which meet certain design criteria.  Although R9‑13‑1003(A) specifies that all air ambulances shall have pilots and mechanics who meet minimum qualifications having to do with aircraft safety and R9‑13‑1102 and R9‑13‑1104 require air ambulances to meet certain lighting, navigational and communication equipment requirements, these requirements reflect the same goal that Congress and the FAA had in mind in enacting laws and regulations regarding safe aircraft operation.  They do not conflict.  See State v. Collins, 480 N.E.2d 1132, 1135‑1136 (Ohio App.1984) (held:  state law prohibiting operation of aircraft without valid U.S. license was valid exercise of police power, not contrary to the purpose of or in conflict with federal law).


[FN9]. The Minnesota Supreme Court has recently reached the same conclusion with respect to Minnesota's ambulance service statutes.  Hiawatha Aviation of Rochester, Inc., v. Minnesota Department of Health, 389 N.W.2d 507, 508, 509 (1986).
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u.S. Department GENERAL COUNSEL 400 Seventh 5t,, 8.W.
of Transportation Washingtan, D.C. 20590
Office of the Secreiary
of Transporiation

FEB 20 2007 -

Donald Jansky, Assistant General Counsel
Qffice of General Counsel

Texas Department of State Health Services
1100 West 49" Street

Austin, Texas 78756-3199

Dear Mr. Jansky:

This responds 10 your invitation for our comments on a November 17, 2006
memorandum on Federal preemption and state regulation of EMS air ambulances, which
you sent to the Air Medical Committee of the Texas Governor’s EMS and Trauma
Advisory Council. In general, we found your memorandum to be accurate in its
description of the areas in which State regulation of air ambulances 15 precmpted by
Federal law.

As background, an air ambulancc is considered for Federal regulatory purposes an “air
carrier.” as that term is defined at 49 U.S.C. § 40102(a)(2). since it holds out
transportation services by air to the public. As aresult, air ambulances are subject to
Federal regulation that otherwise affects air carriers.

Your memorandum addresses several primary areas of State regulatory interest in air’
ambulance activifies, which might be categorized as ones relating to (1) aviation safety,
(2) economic requirements, such as setting of maximurm rates, insurance minimums, and
advertising, and (3) medical services. Of these three areas, Federal transportation
rcgulation and, acegrdingly, Federal preemption of State transportation regulation, is
most extensive in connection with aviation safety. Generalization is more difficult when
it comes to presmption of State economic regulation, given both the great variety of sub-
classifications falliig under the general rubric of “economic regulation,” and the wide
variability of impacts that such regulations may have upon air carriers. As a result, State
economic regulatior thiat affects air carriers, and proposals for such regulation, are best
reviewed on an ad boc basis. In this arca, the primary guidepost is, as you cite, the
. statutory preemption of State regulation “related to a price, Toute, or service of an air

carrier,” codified at 49 U.S.C. § 41713(b). While other Federal agencies may regulate

‘ aspects of medical services and their delivery, this Department has relatively few
requirements that touch on this area. Asa result, of the three regulatory categories
noted, States would be most free — at least from the standpoint of air transporiation
regulation — to enact and enforce State or local legal requirements with regard to medical
services, particularly as delivered to patients/passengers in the cabins of the aircraft.
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Your memorandum recites, and recites accurately, the key Federal legal authorities on
preemption matters that affect air ambulances. Our rescarch indicates that the Federal
aviation concept of today’s air ambulance service was developed at the Civil Acronautics
Board (CAB) in the 1970s, in response to requests by individual operators to engage in
the business of holding out, arranging, and coordinating air ambulance flights performed
by air taxi operators to provide for the transportation of ill or injured persons, medical
supplies and equipment, and organ donors. Under the initial request, the applicant, Air
Medic, Inc, described that it would enter into written contracts with air taxi operators,
specifying that each must maintain medical equipment, supplies, and personnel of a
designated kind and quality. Air Medic would advertis¢ and promote the air ambulance
service to the public, deal directly with the customer, and exact a total charge for the
service which would include the direct air carrier's charge, a fee for the medical attendant
and any special equipment/supplies, as well as its added charge for service. It would then
pay the direct air camier. CAB Order 73-3-62. The concept grew. See CAB Orders 75-
1-112, 75-4-2, 76-6-45, 76-9-30, 76-10-121, 78-1-103, 78-6-173, 81-1-6, 81-4-7 and 81-
6-86. In 1983, after watching the growth of the operation for over 10 years, and granting
only limited authority to various operators, the CAB granted, in the Order that you
discuss at p. 2 of your memorandum, blanket “indirect” air carrier exemption autherity to
any person to operatc an air ambulance service of holding out, arranging, and
coordinating the air ambulance service of direct air carriers, provided the operator
adhered to three conditions. The operator must:

« use for its lift only air carriers authorized by the FAA and CAB (now DOT);

= adhere to the statutory obligation (now found at 49 USC §41702) to provide
safe and adequate service, equipment and facilities in the conduct of the operations; and

+ obtain any safety authorization that might be required by the FAA for the
indirect air carriage operation (FAA does not at present require any such authorization).'

DOT has also, op occasion, addressed air ambulance/preemption issues through opinions
of its General Counsel. The most notable of these to date is a letter to the Assistant
Attorney General of Arizona that we have already shared with you. It concludes that an
article of State legislation authorizing the State to (1) issue certificates of public
convenience and n?cessity to air ambulance operators; (2) regulate their rates, operating
and response times) base of operations, and accounting and reporting systems; and (3)
impose bonding requirements, was preempted by Federal law. Another such opinion,
addressing Hawaii jlegislation that, among other items, requires air ambulances to obtain a
Centificate of Need from the State, is currently in preparation and we will be happy to
share it with you when it is signed.

l
Turning now to the six specific questions addresses in your memorandum, we would
offer the following|comments on each.

' Order 83-1-36 (Januasy 12, 1983). As you note, this Order remains in cffect, governing activitics of
“indirect air carriers.”  An “indirect air carrier” is, in general (erms, onc who holds out air transportation
services to the public, but does not itself operate the flights, typically contracting with a “direct air carrier”
(o do so.

e L R RERALL R, T e D L R THI  MeeT






FEB-20-2007 TUE 03:48 PM DSHS 0GC FAX NO. 5124587751 P. 04

= . FROMJOFFICE of QENERAL CQUNSEL/US DOT/08T {TUE) 2.20'07 17:11/8T- 17:10/N0. 4861616547 P 4

1) State regulation of aviation safety maters, including minimum standards for aircraft,
pilots, and “weather minimums.” :

We agree with your conclusion that it appears to be “well-settled” that Federal law and
regulations preempt the States from establishing requirements dealing with aviation
safety. We consider Federal safety regulation of air carrier operations to be plenary, and
note that the Federal Aviation Administration (FAA), a modal administration of the US
Department of Transportation (DOT), sets and administers an extensive regime of safety
regulation covering aircraft, airmen, airspace, air traffic and operations, and air carrier
and operators for compensation or hire. See, e.g., 14 Code of Federal Regulations (CFR)
parts 21 through 139.

2) Indirect State regulation, by requiring accreditation by an outside body.

It is axiomatic that a State may not regulate indirectly what it cannot regulate directly. If
a State cannot itself regulate matters of aviation safety, it cannot achieve the same result
indirectly, by requiring the “accreditation” of a body that sets aviation safety standards.
If, however, the matter is not preempted — as would be the case in various areas dealing
exclusively with medical care — then the result is permissible and can be attained either
dircctly with specific State requirements, ar indirectly, through accreditation
requirements.

3) State regulation of air carrier economic matters, including rates, insurance
requirements, or when and where air ambulances can fly.

We also agree with your conclusion that 49 U.S.C. § 41713(b), read together with 49
U.S.C. Chapters 411, 415, and 417 et al., would preempt any State regulation relating to
rates, advertising, scheduling, and routing of air ambulances. Your view is also
supported by court precedents. See, for example, Morales v. Trans World Airlines, Inc.,
504 U.S. 374°(1992) [State regulation of deceptive advertising of air carrier pre-empted,
words “relating to” in 49 U.5.C. § 41713(b) express “a broad pre-emptive purpose™];
American Airlines v. Wolens, 513 U.S. 219 (1995) [airline’s chacges in the form of
mileage credits for free tickets and upgrades relate to ‘“rates,” and application of State
consumer protectiof} laws to them are Ereemptgd]; Arapahoe County Public Airport
Authority v. FAA, 242 F. 3d. 1213 (10 Cir. 2001), cerr. den. 534 U.S. 1064 [Airport
authority’s prohibition on operating constituted impermissible regulation of routes and
services].

As to insurance requirements, you are correct in noting that Federal law and regulations
expressly address requirements of air carrier liability insurance for injuries, death and/or
property damage td third parties caused by the crash of an aircraft. 14 CFR § 205. We
would consider Stafe requirements for such or similar insurance, or minimum coverage
levels for such or similar insurance, etc. to be preempted. However, if the State
requirement requires insurance covering other perils, the issue would have to be
addressed on a czse-by-case basis. For example, were the peril one of medical
malpractice by emergency medical technicians or other medical professional staff, we
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would expect this not to be preempted by Federal transportation laws because the service
being provided is not reasonably related to aviation activity.

4) Limitation of Fereral preemption to interstate transportation.

It is technically correct that Section 41713(b)’s preemption is limited to services
performed in mterstatc and foreign air transportation and in connection with the
transportation of mail.” However, the realities of modem aviation, coupled with the
realities of modern commercial activity, make the distinction between interstate and
intrastate aviation activitics all but academic. Modern aircraft are easily able to fly
interstate distances, and even helicapters that fly shorter routes are capable of, and do fly
when required, much longer ones. Routes interconnect, with many of the passengers
flying between two points in State actually originating in, or destined for, another State.
Air traffic is controlled without regard to State boundaries, passengers are flown
irrespective of State of their citizenship, packages are taken that will ultimately ship to
another State, etc. And, interestingly, section 41713 does not leave Alaska — the State
most able to make out a case for intrastate air services — to make its case for any
exceptions based on inapplicability of the “interstate air transportation” requirement, but
instcad makes an express exclusion for certain activities in that State (at § 41713(b)(2)).

In this era, it is almost inconceivable that a carrier would want to be limited to only
intrastate service. Even in the air ambulance business in a State as larpe as Texas, we
would think operators as a matter of course would wish to have the capability of picking
up an organ donar in Baton Rouge or Oklahoma City, or provide transport to an out-of-
State location where some unique specialized care might be available. Moreover, even
were we to posit for argument’s sake that certain air ambulance activities could be
deemed only intrastate in character, we assume from the examples you have given that
Texas’ motivation is to enact or enforce requirements on those activities that are more
rigorous than thdse afforded under Federal law. If that is indeed the case, one would
have to question why a carrier would wish to be subject to more rigorous requirements
when by doing so it would only be precluded from offering its services on a broader
basis. :

Finally. any operatdr with Federal air carrier authority is to be accorded the protections of
the Federal preemption provision, regardless of its precise flight operations. Thus no
practical niche is carved out for only its intrastate operations.

Given our experience, we are of the view that consideration of trying to carve out
intrastate service ag a mechanism to avoid preemption would neither be a realistic nor
productive exercise.

|
1 Section 41713 applies to “air carriers,” whick is defined at 42 U.5.C. § 40102(a)(2). That definition in
turn mentions *‘air ransportation,” which is defined later as “foreign air transpartation, interstate air
transportation, or the transportation of mail by aircraft,” 49 U.5.C. § 40102(z)(5).
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5) Regulation of medical services provided inside the air ambulance, including minimum
requirements for medical equipment, and the training and licensure requirements of the
medical crew.

We believe your conclusion here — that such regulation would not be preempted by
Federal law — is generally correct, While the aircraft and its flight safety aspects are FAA
regulated, the medical service portions of an air ambulance operation (such as medical

‘equipment and services) are not, again except for their flight safety aspects (for example,

safe storage of equipment). We would only caution that the FAA does have some
minimum requirements for medical personnel aboard an aircraft qua possible flight crew
rather than medical personnel. Sce FAA Ops Inspectors handbook (Order 8400.10,
chapter 39, chapter 5, section 1, para. 1336 and 1337, chapter 5, section 4) and FAA
advisory circulars (AC 135-14A and 135-15A), (which if you do not have we can
supply). Because this area is often not reducible to bright line standards, we suggest that
a particular equipment/service issue with possible FAA safety implications be raised with
local FAA safety inspectors for their review.

6. Existence of other State or Federal law that may limit Texas" ability to establish

minimum standards for air ambulance providers.

Aside from the few supplemental citations noted above, we believe your research was
quite comprehensive and that you have correctly identified the key elements of Federal
aviation law that impact upon State regulation of air ambulances. (Of course, we cannot
speak to any Federal authorities that may exist in the hospital or medical care areas, such
as those exercised by the Department of Health and Human Services.)

Thank you for bringing these issues to our attention. We would be happy to answer any
questions on the mgiters addressed in this memorandum.
N

Sincerely,

i N PR /“‘PE—_’—— .

i ; James R. Dann
| Deputy Assistant General Counsel

P. 06
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Order 83-1-36
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Adopted by the Civil Aeronautics Buard
at its office in wWashington, D.C.
on the 12th day of January, 1983

In the matter of a blanket exemgption
to indirect air carriers serving as :

AIR AMBULANCE OPEKHTORS : Docket 41218

under section 416(b) of the Federal :
Aviation Act of 1958, as amended :

ORDER GRANTIIG BLANKET EXEMPTION

Section 401 of the Federal Aviation Act requires air carriers to octain a
certificate of public convenlence and necessity fram the Board in order to
conduct air transportation operations. Under section 4l6(b) of tne Act the
Board has granted exemptions fram these requirements to allow indirect air
carriers to hold out, arrange, and coordinate air ambulance services of direct
air carriers. In granting these exemptions to indirect alr carriers, we have
concluded that, since these operators otfer the public a unique service, it
is in the public interest to permit them to develop and coordinate the air
ambulance capabllities of air carriers throughout the country and make it
possible for persons requiring these services t secure them in a systematic
and expedited manner. 1y Over 30 carriers have been granted exemptions Eram
Title IV of the Act 2/ as indirect air carriers to provide air anbulance
services, Ve have conditioned the exemptions on the requirenment that the air
ambulance operator use only the services of carriers holding appropriate Board
and FAA authority to engage in such operations.

lle have during the past two years received eiyht applicacions for
exemptions to perform air ambulance services. Wwithout exception, all of these
applications have been granted, subject only to the condition mentioned akove.

1/ See, e.q., Application of Air Medic, Docket 25135, Order 73-3-62, March
19, 1973.

2/ Except for the obligation under section 404(a) of the Act to provide safe
and adequate service,





i

In acting on these recent applications, we have not performed any fitness

evaluation of the applicant per se. Rather, we have concentrated our |
attention on the direct air carriers that the operators intended to use in !
their services, conditicning such exemptions on the requirement noted

above, 3/ We have now decided that we can accomplish the sare: purpose by

granting a blanket exemption from Title IV of the Act to any person desiring

to oonduct air ambulance services as an indirect air carrier. This exempticn

will, as in the past, be conditioned upon the air ambulance operator using

only Board and FAA authorized air carriers. In addition, we will require the

air ambulance operator itself to obtain any safety authorization that may be
required by the FAA to conduct this service.

The grant of this exemption will eliminate the need for proposed
operators o file and prosecute individual applications for such authoricy and
is i1n line with our continuing efforts to eliminate regulatory controls which
no longer appear necessary. For these reasons, we find that the proposed
exemption from Title IV is in the public interest.

ACCORDINGLY,

1. We grant a blanket exemption from the provisions of Title IV of the
Act to persons proposing to operate as indirect air carriers to the extent
necessary to pernit them to hold out, arrange and coordinate the operation of
air ambulance services; Provided that this relief does not exempt the indirect
air carriers from their obligations under section 404(a) to provide safe ard
adequate service, equipment, amd facilities in the conduct of the operations;
and Provided further, that:

(i) they will utilize only those air carriers that hold appropriate Board
and FAA authorization to engage in such air transportation
operations; and

(ii) they will themselves obtain any safety authority that may be required
by the FAA o conduct such operations.

2. We reserve the right to amend, modify, or revcke this order at any
time in our discretion without hearing; and

3. We will publish a copy of this oxrder in the Federal Register.
By the Civil Aeronautics Board:

PHYLLIS T. KAYLOR
Secretary

{ SEAL)

All Members concurred. o

3/ Most of the direct air carriers that air ambulance operators use for their
services are air taxi operators which are required by the Board to register

and maintain minismum insuranos coverage and to hold an air carrier operating
certificate and operations specifications from the FAA,
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This part establishes classifications of air carriers known as “air taxi operators” and “commuter air carriers,” provides certain exemptions to them from some of the economic regulatory provisions of Subtitle VII of Title 49 of the United States Code (Transportation), specifies procedures by which such air carriers may obtain authority to conduct operations, and establishes rules applicable to their operations in interstate and/or foreign air transportation in all States, Territories and possessions of the United States. This part also establishes reporting requirements for commuter air carriers and small certificated air carriers. 

298.36   Limitations on use of business name.
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(a) An air taxi operator or commuter air carrier in holding out to the public and in performing its services in air transportation shall do so only in the name or names in which its air carrier certificate is issued pursuant to section 44702 of the Statute by the Federal Aviation Administration, and in which it is registered with the Department under this part, or in which its Commuter Air Carrier Authorization is issued or other trade name is registered.
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U.S. Supreme Court

MORALES v. TRANS WORLD AIRLINES, INC., 504 U.S. 374 (1992)

504 U.S. 374

DAN MORALES, PETITIONER v. TRANS WORLD AIRLINES, INC., ET AL.
CERTIORARI TO THE UNITED STATES COURT OF APPEALS FOR
THE FIFTH CIRCUIT
No. 90-1604

Argued March 3, 1992
Decided June 1, 1992

In order to ensure that the States would not undo the anticipated benefits of federal deregulation
of the airline industry, the pre-emption provision of the Airline Deregulation Act of 1978 (ADA)
prohibits them from enforcing any law "relating to [air carriers'] rates, routes, or services." 49
U.S.C. App. 1305(a)(1). After the National Association of Attorneys General (NAAG) adopted
guidelines that contain detailed standards governing, inter alia, the content and format of airline
fare advertising, and that purport to be enforceable through the States' general consumer
protection statutes, petitioner's predecessor as Attorney General of Texas sent notices of intent to
sue to enforce the guidelines against the allegedly deceptive fare advertisements of several of the
respondent airlines. Those respondents filed suit in the District Court for injunctive and other
relief, claiming that state regulation of fare advertisements is pre-empted by 1305(a)(1). The
court ultimately issued an order permanently enjoining any state enforcement action that would
regulate or restrict "any aspect" of respondents' fare advertising or other operations involving
rates, routes, or services. The Court of Appeals affirmed.

Held:

1. Assuming that 1305(a)(1) pre-empts state enforcement of the fare advertising portions of
the NAAG guidelines, the District Court could properly award respondents injunctive relief
restraining such enforcement. The basic doctrine that equity courts should not act when the
moving party has an adequate remedy at law does not prevent federal courts from enjoining
state officers from acting to enforce an unconstitutional state law where, as here, such
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action is imminent, repetitive penalties attach to continuing or repeated violations of the
law, and the moving party lacks the realistic option of violating the law once and raising its
federal defenses. Ex parte Young, 209 U.S. 123, 145 -147, 156, 163-165. As petitioner has
threatened to enforce only the obligations described in the fare advertising portions of the
guidelines, however, the injunction must be vacated insofar as it restrains the operation of
state laws with respect to other matters. See, e.g., Public Serv. Comm'n of Utah v. Wycoff
Co., 344 U.S. 237, 240 -241. Pp. 380-383. [504 U.S. 374, 375]

2. Enforcement of the NAAG fare advertising guidelines through a State's general consumer
protection laws is pre-empted by the ADA. Pp. 383-391.

(a) In light of the breadth of 1305(a)(1)'s "relating to" phrase, a state enforcement action is
pre-empted if it has a connection with, or reference to, airline "rates, routes, or services."
Cf. Shaw v. Delta Air Line, Inc., 463 U.S. 85. 95 -96. Petitioner's various objections to this
reading are strained, and not well taken. Pp. 383-387.

(b) The challenged NAAG guidelines - which require, inter alia, that advertisements contain
certain disclosures as to fare terms, restrictions, and availability - obviously "relat[e] to
rates" within the meaning of 1305(a)(1), and are therefore pre-empted. Each guideline bears
an express reference to airfares, and, collectively, they establish binding requirements as to
how tickets may be marketed if they are to be sold at given prices. In any event, beyond the
guidelines' express reference to fares, it is clear as an economic matter that they would
have the forbidden effect upon fares: their compelled disclosures and advertising restrictions
would have a significant impact on the airlines' ability to market their product, and hence a
significant impact upon the fares they charge. Pp. 10-14.

949 F.2d 141 (CAS 1991), affirmed in part and reversed in part.

SCALIA, J., delivered the opinion of the Court, in which WHITE, O'CONNOR, KENNEDY,
and THOMAS, 1J., joined. STEVENS, J., filed a dissenting opinion, in which REHNQUIST,
C.J., and BLACKMUN, J., joined, post, p. 419. SOUTER, J., took no part in the consideration
or decision of the case.

Stephen Gardner, Assistant Attorney General of Texas, argued the cause for petitioner. With him
on the briefs were Dan Morales, Attorney General of Texas, pro se, Will Pryor, First Assistant
Attorney General, and Mary F. Keller, Deputy Attorney General.

Keith A. Jones argued the cause for respondents. With him on the brief for respondent airlines
were David Wilks Corban, Andrew C. Freedman, and Ronald D. Secrest. A brief for thirty-one
State Attorneys General, respondents under this Courts Rule 12.4, in support of petitioner was
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filed by Daniel E. Lungren, Attorney General of California, Roderick E. Walston, Chief
Assistant Attorney General, Herschel T. Elkins, Senior Assistant Attorney General, and Albert
Norman [504 U.S. 374, 376] Sheldon, Deputy Attorney General, Scott Harshbarger, Attorney
General of Massachusetts, and Ernest L. Sarason, Jr., Assistant Attorney General, Hubert H.
Humphrey III, Attorney General of Minnesota, and David Woodward, Special Assistant Attorney
General, Robert Abrams, Attorney General of New York, and Ronna D. Brown and Andrea C.
Levine, Assistant Attorneys General, Charles Cole, Attorney General of Alaska, and James
Forbes, Assistant Attorney General, Grant Woods, Attorney General of Arizona, and Carmen D.
Claudio, Assistant Attorney General, Gale A. Norton, Attorney General of Colorado, and Garth
C. Lucero, First Assistant Attorney General, Richard Blumenthal, Attorney General of
Connecticut, and Robert M. Langer, Assistant Attorney General, Robert A. Butterworth,
Attorney General of Florida, and Richard F. Scott, Assistant Attorney General, Larry EchoHawk,
Attorney General of Idaho, and Brett T. Delange, Deputy Attorney General, Roland W. Burrsis,
Attorney General of Illinois, and Deborah Hagen, Assistant Attorney General, Bonnie J.
Campbell, Attorney General of lowa, and Steve St. Clair, Assistant Attorney General, Robert T.
Stephan, Attorney General of Kansas, and Dan Kolditz, Deputy Attorney General, J. Joseph
Curran, Jr., Attorney General of Maryland, and Vincent Demarco, Assistant Attorney General,
Frank J. Kelley, Attorney General of Michigan, and Frederick H. Hoffecker, Assistant Attorney
General, William L. Webster, Attorney General of Missouri, and Clayton S. Friedman, Assistant
Attorney General, Don Stenberg, Attorney General of Nebraska, and Paul N. Potadle, Assistant
Attorney General, Frankie Sue Del Papa, Attorney General of Nevada, and Phillip R. Byrnes,
Deputy Attorney General. Lacy H. Thornburg, Attorney General of North Carolina, and K. D.
Sturgis, Assistant Attorney General, Nicholas J. Spaeth, Attorney General of North Dakota, and
David W. Huey, Assistant Attorney General, Lee Fisher, Attorney General of Ohio, and Mark T.
[504 U.S. 374,377] D'Alessandro, Assistant Attorney General, Susan B. Loving, Attorney
General of Oklahoma, and Jane F. Wheeler, Assistant Attorney General, Charles Crookham,
Attorney General of Oregon, Virginia Linder, Solicitor General, and Michael Reynolds, Assistant
Attorney General, James E. O'Neil, Attorney General of Rhode Island, and Terrance Hassett and
Lee Baker, Special Assistant Attorneys General, Mark W. Barnett, Attorney General of South
Dakota, and Jeffrey P. Hallem, Assistant Attorney General, Charles W. Burson, Attorney
General of Tennessee and Charlotte H. Rappuhn, Assistant Attorney General, Jeffrey L.
Amestoy, Attorney General of Vermont, and J. Wallace Malley, Jr., Assistant Attorney General,
Kenneth O. Eikenberry, Attorney General of Washington, and Robert F. Manifold, Assistant
Attorney General, Mario J. Palumbo, Attorney General of West Virginia, and Don Darling,
Deputy Attorney General, James E. Doyle, Attorney General of Wisconsin, and James D. Jeffries
and Barbara Tuerkheimer, Assistant Attorneys General, and Joseph B. Meyer, Attorney General
of Wyoming, and Mark Moran, Assistant Attorney General.

Stephen L. Nightingale argued the cause for the United States as amicus curiae urging
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affirmance. With him on the brief were Acting Solicitor General Roberts, Assistant Attorney
General Gerson, Robert V. Zener, Robert D. Kamenshine, and Arthur J. Rothkopf. *

[ Footnote * | Briefs of amici curiae urging reversal were filed for the State of Hawaii et al. by
Warren Price III, Attorney General of Hawaii, and Girard D. Lau and Steven S. Michaels,
Deputy Attorneys General, and by the Attorneys General for their respective States as follows:
James H. Evans of Alabama, Linley E. Pearson of Indiana, Richard P. Ieyoub of Louisiana, Mike
Moore of Mississippi, Robert J. Del Tufo of New Jersey, Tom Udall of New Mexico, Ernest
Preate, Jr., of Pennsylvania, Paul Van Dam of Utah, and Mary Sue Terry of Virginia; and for the
Public Citizen and Aviation Consumer Action Project by Cornish F. Hitchcock and Alan B.
Morrison.

Briefs of amici curiae urging affirmance were filed for American Airlines, Inc., by Steven C.
McCracken and Jane G. Allen; for the American [504 U.S. 374, 378] Association of Advertising
Agencies, Inc., by David S. Versfelt and Valerie L. Schulte; and for the Association of National
Advertisers, Inc., by Burt Neuborne and Gilbert H. Weil. [504 U.S. 374, 378]

JUSTICE SCALIA delivered the opinion of the Court.

The issue in this case is whether the Airline Deregulation Act of 1978, 49 U.S.C. App. 1301 et
seq., preempts the States from prohibiting allegedly deceptive airline fare advertisements through
enforcement of their general consumer protection statutes.

I

Prior to 1978, the Federal Aviation Act of 1958 (FAA), 72 Stat. 731, as amended, 49 U.S.C.
App. 1301 et seq., gave the Civil Aeronautics Board (CAB) authority to regulate interstate air
fares and to take administrative action against certain deceptive trade practices. It did not,
however, expressly preempt state regulation, and contained a "saving clause" providing that
"[n]othing . . . in this chapter shall in any way abridge or alter the remedies now existing at
common law or by statute, but the provisions of this chapter are in addition to such remedies."
49 U.S.C. App. 1506. As a result, the States were able to regulate intrastate airfares (including
those offered by interstate air carriers), see, e.g., California v. CAB, 189 U.S. App. D.C. 176,
178, 581 F.2d 954, 956 (1978), cert. denied, 439 U.S. 1068 (1979), and to enforce their own
laws against deceptive trade practices, see Nader v. Allegheny Airlines, Inc., 426 U.S. 290, 300
(1976).

In 1978, however, Congress, determining that "maximum reliance on competitive market forces"
would best further "efficiency, innovation, and low prices" as well as "variety [and] quality . . .
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of air transportation services," enacted the Airline Deregulation Act (ADA). 49 U.S.C. App.
1302(a)(4), 1302(a)(9). To ensure that the States would not undo federal deregulation with
regulation of their own, the ADA included a preemption provision, prohibiting the States from
enforcing any law "relating to rates, routes, or [504 U.S. 374, 379] services" of any air carrier.
1305(a)(1). The ADA retained the CAB's previous enforcement authority regarding deceptive
trade practices (which was transferred to the Department of Transportation (DOT) when the CAB
was abolished in 1985), and it also did not repeal or alter the saving clause in the prior law.

In 1987, the National Association of Attorneys General (NAAG), an organization whose
membership includes the attorneys general of all 50 States, various Territories, and the District of
Columbia, adopted Air Travel Industry Enforcement Guidelines (set forth in an Appendix to this
opinion) containing detailed standards governing the content and format of airline advertising, the
awarding of premiums to regular customers (so-called "frequent flyers"), and the payment of
compensation to passengers who voluntarily yield their seats on overbooked flights. These
guidelines do not purport to "create any new laws or regulations" applying to the airline
industry; rather, they claim to "explain in detail how existing state laws apply to air fare
advertising and frequent flyer programs." NAAG Guidelines, Introduction (1988).

Despite objections to the guidelines by the DOT and the Federal Trade Commission (FTC) on
preemption and policy grounds, the attorneys general of seven States, including petitioner's
predecessor as attorney general of Texas, sent a memorandum to the major airlines announcing
that "it has come to our attention that, although most airlines are making a concerted effort to
bring their advertisements into compliance with the standards delineated in the . . . guidelines for
fare advertising, many carriers are still [not disclosing all surcharges]" in violation of 2.5 of the
guidelines. The memorandum said it was the signatories' "purpose . . . to clarify for the industry
as a whole that [this practice] is a violation of our respective state laws on deceptive advertising
and trade practices"; warned that this was an "advisory memorandum before [the] initiati[on of]
any immediate enforcement actions"; and expressed the hope that "protracted [504 U.S. 374, 380]
litigation over this issue will not be necessary and that airlines will discontinue the practice . . .
immediately." Memorandum from Attorneys General of Colorado, Kansas, Massachusetts,
Missouri, New York, Texas, and Wisconsin, dated February 3, 1988 (Exhibit A to Exhibit H to
Motion for Temporary Restraining Order), App. 123a, 125a. Several months later, petitioner's
office sent letters to several respondents serving "as formal notice[s] of intent to sue." Letter
from Assistant Attorney General of Texas, dated November 14, 1988, App. 115a.

Those respondents then filed suit in Federal District Court claiming that state regulation of fare
advertisements is preempted by 1305(a)(1); seeking a declaratory judgment that, inter alia, 2.5 of
the guidelines is preempted; and requesting an injunction restraining Texas from taking any
action under its law in conjunction with the guidelines that would regulate respondents' rates,
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routes, or services, or their advertising and marketing of the same. The District Court entered a
preliminary injunction to that effect, determining that respondents were likely to prevail on their
preemption claim. Trans World Airlines, Inc. v. Mattox, 712 F.Supp. 99, 101-102 (WD Tex.
1989). (It subsequently extended that injunction to 33 other States, id., at 105-106; the propriety
of that extension is not before us.) The Court of Appeals affirmed. Trans World Airlines, Inc. v.
Mattox, 897 F.2d 773, 783-784 (CAS 1990). Subsequently, the District Court, in an unreported
order, permanently enjoined the States from taking "any enforcement action" which would
restrict "any aspect" of respondents' fare advertising or operations relating to rates, routes, or
services. The Court of Appeals once again affirmed. 949 F.2d 141 (CAS 1991). We granted
certiorari. 502 U.S. 976 (1991).

IT

Before discussing whether 1305(a)(1) preempts state enforcement of the challenged guidelines,
we first consider [504 U.S. 374, 381] whether, assuming that it does, the District Court could
properly award respondents injunctive relief. It is a ""basic doctrine of equity jurisprudence that
courts of equity should not act . . . when the moving party has an adequate remedy at law and
will not suffer irreparable injury if denied equitable relief."" O'shea v. Littleton, 414 U.S. 488,
499 (1974); Younger v. Harris, 401 U.S. 37, 43 -44 (1971). In Ex parte Young, 209 U.S. 123
156 (1908), we held that this doctrine does not prevent federal courts from enjoining state
officers "who threaten and are about to commence proceedings, either of a civil or criminal
nature, to enforce against parties affected an unconstitutional act, violating the Federal
Constitution." When enforcement actions are imminent - and at least when repetitive penalties
attach to continuing or repeated violations and the moving party lacks the realistic option of
violating the law once and raising its federal defenses - there is no adequate remedy at law. See
id., at 145-147, 163-165.

We think Young establishes that injunctive relief was available here. As we have described, the
attorneys general of seven States, including petitioner's predecessor, had made clear that they
would seek to enforce the challenged portions of the guidelines (those concerning fare
advertising) through suits under their respective state laws. And Texas law, at least, imposes
additional liability (by way of civil penalties and consumer treble damages actions) for multiple
violations. See Tex.Bus. & Com.Code Ann. 17.47, 17.50 (1987 and Supp. 1991-1992). Like the
plaintiff in Young, then, respondents were faced with a Hobson's choice: continually violate the
Texas law and expose themselves to potentially huge liability; or violate the law once as a test
case and suffer the injury of obeying the law during the pendency of the proceedings and any
further review. 1 [504 U.S. 374, 382]

The District Court, however, enjoined petitioner not only from enforcing the fare advertising
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sections of the guidelines, but also from "initiating any enforcement action . . . which would seek
to regulate or restrict any aspect of the . . . plaintiff airlines' air fare advertising or the operations
involving their rates, routes, and/or services." 712 F.Supp., at 102. In so doing, it disregarded the
limits on the exercise of its injunctive power. In suits such as this one, which the plaintiff intends
as a "first strike" to prevent a State from initiating a suit of its own, the prospect of state suit
must be imminent, for it is the prospect of that suit which supplies the necessary irreparable
injury. See Public Serv. Comm'n of Utah v. Wycoff Co., 344 U.S. 237, 240 -241 (1952). Ex
parte Young thus speaks of enjoining state officers "who threaten and are about to commence
proceedings," 209 U.S.. at 156 (emphasis added); see also id., at 158, and we have recognized in
a related context that a conjectural injury cannot warrant equitable relief, see O'shea, supra, at
502. Any other rule (assuming it would meet Article III case-or-controversy requirements) would
require federal courts to determine the constitutionality of state laws in hypothetical situations
where it is not even clear the State itself would consider its law applicable. This problem is
vividly enough illustrated by the blunderbuss injunction in the present case, which declares
preempted "any" state suit involving "any aspect" of the airlines' rates, routes, and services. As
petitioner has threatened to enforce only the obligations described in the guidelines regarding
fare advertising, the [504 U.S. 374, 383] injunction must be vacated insofar as it restrains the
operation of state laws with respect to other matters.

I

We now turn to the question whether enforcement of the NAAG guidelines on fare advertising
through a State's general consumer protection laws is preempted by the ADA. As we have often
observed, "[p]Jreemption may be either express or implied, and is compelled whether Congress'
command is explicitly stated in the statute's language or implicitly contained in its structure and
purpose." FMC Corp. v. Holliday, 498 U.S. 52 56-57 (1990) (internal quotation marks omitted);
Shaw v. Delta Air Lines, Inc., 463 U.S. 85. 95 (1983). The question, at bottom, is one of
statutory intent, and we accordingly " begin with the language employed by Congress and the
[assumption that the ordinary meaning of that language accurately expresses the legislative
purpose.'"] Holliday, supra, at 57; Park 'N Fly, Inc. v. Dollar Park & Fly, Inc., 469 U.S. 189,
194 (1985).

A

Section 1305(a)(1) expressly preempts the States from "enact[ing] or enforc[ing] any law, rule,
regulation, standard, or other provision having the force and effect of law relating to rates,
routes, or services of any air carrier. . . ." For purposes of the present case, the key phrase,
obviously, is "relating to." The ordinary meaning of these words is a broad one - "to stand in
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some relation; to have bearing or concern; to pertain; refer; to bring into association with or
connection with," Black's Law Dictionary 1158 (5th ed. 1979) - and the words thus express a
broad preemptive purpose. We have repeatedly recognized that in addressing the similarly
worded preemption provision of the Employee Retirement Income Security Act of 1974
(ERISA), 29 U.S.C. 1144(a), which preempts all state laws "insofar as they . . . relate to any
employee benefit plan." We have said, for example, [504 U.S. 374, 384] that the "breadth of [that
provision's] preemptive reach is apparent from [its] language," Shaw, supra, at 96; that it has a
"broad scope," Metropolitan Life Ins. Co. v. Massachusetts, 471 U.S. 724, 739 (1985), and an
"expansive sweep," Pilot Life Ins. Co. v. Dedeaux, 481 U.S. 41, 47 (1987); and that it is
"broadly worded," Ingersoll-Rand Co. v. McClendon, 498 U.S. 133, 138 (1990), "deliberately
expansive," Pilot Life, supra, at 46, and "conspicuous for its breadth," Holliday, supra, at 58.
True to our word, we have held that a state law "relates to" an employee benefit plan, and is
preempted by ERISA, "if it has a connection with, or reference to, such a plan." Shaw, supra, at
97. Since the relevant language of the ADA is identical, we think it appropriate to adopt the
same standard here: State enforcement actions having a connection with or reference to airline
"rates, routes, or services" are preempted under 49 U.S.C. App. 1305(a)(1).

Petitioner raises a number of objections to this reading, none of which we think is well taken.
First, he claims that we may not use our interpretation of identical language in ERISA as a
guide, because the sweeping nature of ERISA preemption derives not from the "relates to"
language, but from "the wide and inclusive sweep of the comprehensive ERISA scheme," which
he asserts the ADA does not have. Brief for Petitioner 33-34. This argument is flatly
contradicted by our ERISA cases, which clearly and unmistakably rely on express preemption
principles and a construction of the phrase "relates to." See, e.g., Shaw, supra, at 96-97, and n.
16 (citing dictionary definitions); Ingersoll-Rand, supra, at 138-139. Petitioner also stresses that
the FAA "saving" clause, which preserves "the remedies now existing at common law or by
statute," 49 U.S.C. App. 1506, is broader than its ERISA counterpart. But it is a commonplace
of statutory construction that the specific governs the general, see, e.g., Crawford Fitting Co. v.
J. T. Gibbons, Inc., [504 U.S. 374, 385] 482 U.S. 437, 445 (1987), a canon particularly pertinent
here, where the "saving" clause is a relic of the pre-ADA/no preemption regime. A general
"remedies" saving clause cannot be allowed to supersede the specific substantive preemption
provision - unless it be thought that a State having a statute requiring "reasonable rates," and
providing remedies against "unreasonable" ones, could actually set air fares. As in International
Paper Co. v. Ouellette, 479 U.S. 481. 494 (1987), "we do not believe Congress intended to
undermine this carefully drawn statute through a general saving clause."

Petitioner contends that 1305(a)(1) only pre-empts the States from actually prescribing rates,
routes, or services. This simply reads the words "relating to" out of the statute. Had the statute
been designed to pre-empt state law in such a limited fashion, it would have forbidden the States
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to "regulate rates, routes, and services." See Pilot Life, supra, at 50 ("A common-sense view of
the word “regulates' would lead to the conclusion that, in order to regulate [a matter], a law . . .
must be specifically directed toward [it]"). 2 Moreover, [504 U.S. 374, 386] if the pre-emption
effected by 1305(a)(1) were such a limited one, no purpose would be served by the very next
subsection, which preserves to the States certain proprietary rights over airports. 49 U.S.C. App.
1305(b).

Next, petitioner advances the notion that only state laws specifically addressed to the airline
industry are preempted, whereas the ADA imposes no constraints on laws of general
applicability. Besides creating an utterly irrational loophole (there is little reason why state
impairment of the federal scheme should be deemed acceptable so long as it is effected by the
particularized application of a general statute), this notion similarly ignores the sweep of the
"relating to" language. We have consistently rejected this precise argument in our ERISA cases:
"[A] state law may "relate to" a benefit plan, and thereby be preempted, even if the law is not
specifically designed to affect such plans, or the effect is only indirect." Ingersoll-Rand, supra, at
139; see Pilot Life, supra, at 47-48 (common law tort and contract suits preempted);
Metropolitan Life, 471 U.S.. at 739 (state law requiring health insurance plans to cover certain
mental health expenses preempted); Alessi v. Raybestos-Manhattan, Inc., 451 U.S. 504, 525
(1981) (workers' compensation laws preempted).

Last, the State suggests that preemption is inappropriate when state and federal law are
consistent. State and federal law are in fact inconsistent here - the DOT opposes the obligations
contained in the guidelines, and Texas law imposes greater liability - but that is beside the point.
Nothing in the language of 1305(a)(1) suggests that its "relating [504 U.S. 374, 387] to"
preemption is limited to inconsistent state regulation; and once again our ERISA cases have
settled the matter: ""The pre-emption provision . . . displace[s] all state laws that fall within its
sphere, even including state laws that are consistent with ERISA's substantive requirements.""
Mackey v. Lanier Collection Agency & Service, Inc., 486 U.S. 825. 829 (1988); Metropolitan
Life, supra, at 739.

B

It is hardly surprising that petitioner rests most of his case on such strained readings of
1305(a)(1), rather than contesting whether the NAAG guidelines really "relat[e] to" fares. They
quite obviously do. Taking them seriatim: Section 2.1, governing print advertisements of fares,
requires "clear and conspicuous disclosure [defined as the lesser of one-third the size of the
largest typeface in the ad or ten-point type] of restrictions such as" limited time availability,
limitations on refund or exchange rights, time-of-day or day-of-week restrictions, length-of-stay
requirements, advance purchase and round-trip purchase requirements, variations in fares from or
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to different airports in the same metropolitan area, limitations on breaks or changes in itinerary,
limits on fare availability, and "[a]ny other material restriction on the fare." Section 2.2 imposes
similar, though somewhat less onerous, restrictions on broadcast advertisements of fares; and 2.3
requires billboard fare ads to state clearly and conspicuously " Substantial restrictions apply'" if
there are any material restrictions on the fares' availability. The guidelines further mandate that
an advertised fare be available in sufficient quantities to "meet reasonably foreseeable demand"
on every flight on every day in every market in which the fare is advertised; if the fare will not
be available on this basis, the ad must contain a "clear and conspicuous statement of the extent of
unavailability." 2.4. Section 2.5 requires that the advertised fare include all taxes and surcharges;
round-trip fares, under 2.6, must be [504 U.S. 374, 388] disclosed at least as prominently as the
one-way fare when the fare is only available on round trips; and 2.7 prohibits use of the words
"“sale,' “discount,' [or] "reduced'" unless the advertised fare is available only for a limited time
and 1s "substantially below the usual price for the same fare with the same restrictions."

One cannot avoid the conclusion that these aspects of the guidelines "relate to" airline rates. In
its terms, every one of the guidelines enumerated above bears a "reference to" airfares. Shaw,
463 U.S.. at 97 . And, collectively, the guidelines establish binding requirements as to how
tickets may be marketed if they are to be sold at given prices. Under Texas law, many violations
of these requirements would give consumers a cause of action (for at least actual damages, see
Tex.Bus. & Com.Code Ann. 17.50 (1987 and Supp. 1991-1992)) for an airline's failure to
provide a particular advertised fare - effectively creating an enforceable right to that fare when
the advertisement fails to include the mandated explanations and disclaimers. This case therefore
appears to us much like Pilot Life, in which we held that a common law tort and contract action
seeking damages for the failure of an employee benefit plan to pay benefits "relate[d] to"
employee benefit plans and was preempted by ERISA. 481 U.S., at 43 -44, 47-48.

In any event, beyond the guidelines' express reference to fares, it is clear as an economic matter
that state restrictions on fare advertising have the forbidden significant effect upon fares.
Advertising "serves to inform the public of the . . . prices of products and services, and thus
performs an indispensable role in the allocation of resources." Bates v. State Bar of Arizona, 433
U.S. 350. 364 (1977). Restrictions on advertising "serv[e] to increase the difficulty of
discovering the lowest cost seller . . . and [reduce] the incentive to price competitively." Id., at
377. Accordingly, "where consumers have the benefit of price advertising, retail prices often are
dramatically lower than they would be without advertising." [504 U.S. 374, 389] Ibid. As Judge
Easterbrook succinctly put it, compelling or restricting "[p]rice advertising surely “relates to'
price." Illinois Corporate Travel v. American Airlines, Inc., 889 F.2d 751, 754 (CA7 1989), cert.
denied, 495 U.S. 919 (1990).

Although the State insists that it is not compelling or restricting advertising, but is instead
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merely preventing the market distortion caused by "false" advertising, in fact the dynamics of the
air transportation industry cause the guidelines to curtail the airlines' ability to communicate
fares to their customers. The expenses involved in operating an airline flight are almost entirely
fixed costs; they increase very little with each additional passenger. The market for these flights
is divided between consumers whose volume of purchases is relatively insensitive to price
(primarily business travelers) and consumers whose demand is very price sensitive indeed
(primarily pleasure travelers). Accordingly, airlines try to sell as many seats per flight as possible
at higher prices to the first group, and then to fill up the flight by selling seats at much lower
prices to the second group (since almost all the costs are fixed, even a passenger paying far
below average cost is preferable to an empty seat). In order for this marketing process to work,
and for it ultimately to redound to the benefit of price-conscious travelers, the airlines must be
able to place substantial restrictions on the availability of the lower priced seats (so as to sell as
many seats as possible at the higher rate), and must be able to advertise the lower fares. The
guidelines severely burden their ability to do both at the same time: the sections requiring "clear
and conspicuous disclosure" of each restriction make it impossible to take out small or short ads,
as does (to a lesser extent) the provision requiring itemization of both the one-way and round-trip
fares. Since taxes and surcharges vary from State to State, the requirement that advertised fares
include those charges forces the airlines to create different ads in each market. The section
restricting [504 U.S. 374, 390] the use of "sale," "discount," or "reduced" effectively prevents the
airlines from using those terms to call attention to the fares normally offered to price-conscious
travelers. As the FTC observed, "[r]equiring too much information in advertisements can have
the paradoxical effect of stifling the information that consumers receive." Letter from FTC to
Christopher Ames, Deputy Attorney General of California, dated Mar. 11, 1988, App. to Brief
for Respondent Airlines 23a. Further, 2.4, by allowing fares to be advertised only if sufficient
seats are available to meet demand or if the extent of unavailability is disclosed, may make it
impossible to use this marketing process at all. All in all, the obligations imposed by the
guidelines would have a significant impact upon the airlines' ability to market their product, and
hence a significant impact upon the fares they charge. 3.

In concluding that the NAAG fare advertising guidelines are preempted, we do not, as Texas
contends, set out on a road that leads to preemption of state laws against gambling and
prostitution as applied to airlines. Nor need we address whether state regulation of the nonprice
aspects of fare advertising (for example, state laws preventing obscene depictions) would
similarly "relat[e] to" rates; the connection would obviously be far more tenuous. To adapt to
this case our language in Shaw, "[s]Jome state actions may affect [airline fares] in too tenuous,
remote, or peripheral a manner" to have preemptive effect. 463 U.S.. at 100 , n. 21. In this case,
as in Shaw, "[t]he present litigation plainly does not present a borderline question, and we
express no views about where it would be appropriate to draw the line." Ibid. Finally, we note
that our decision does not give the airlines carte blanche to lie to and deceive consumers; the
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[504 U.S. 374,391] DOT retains the power to prohibit advertisements which in its opinion do not
further competitive pricing, see 49 U.S.C. App. 1381.

k ok ok

We hold that the fare advertising provisions of the NAAG guidelines are preempted by the ADA,
and affirm the judgment of the Court of Appeals insofar as it awarded injunctive and declaratory
relief with respect to those provisions. Insofar as that judgment awarded injunctive relief directed
at other matters, it is reversed and the injunction vacated.

It is so ordered.
JUSTICE SOUTER took no part in the consideration or decision of this case.
APPENDIX TO OPINION OF THE COURT

National Association of Attorneys General Task Force on the Air Travel Industry Revised
Guidelines

INTRODUCTION

In June, 1987, the National Association of Attorneys General ("NAAG") directed the
appointment of a Task Force of states to study the advertising and marketing practices of the
airline industry in the United States. In addition to the study, the Task Force was directed to
determine the nature and extent of existing unfair and deceptive airline advertising practices, and
to report a recommended course of action to NAAG at its meeting in December, 1987.

The Task Force Report and Recommendations were adopted by NAAG at its winter meeting on
December 12, 1987, with a continuing direction to the Task Force (1) to receive and examine
any comments from industry, consumer groups, federal agencies, and other interested parties; (2)
to evaluate these comments; and (3) to report to NAAG at its [504 U.S. 374, 392] Spring 1988
meeting on the advisability of any modifications of the Guidelines.

The Task Force received written comments from the Air Transport Association, the American
Association of Advertising Agencies, American Airlines, the Association of National
Advertisers, the Council of Better Business Bureaus, the Federal Trade Commission, the
National Association of Broadcasters, Southwest Airlines, United Airlines, USAir, and the U.S.
Department of Transportation. Assistant attorneys general of the Task Force states evaluated
these comments, and reported their recommendations to NAAG.
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On March 15, 1988, NAAG adopted the recommended changes to the frequent flyer Guidelines
and directed that the comments to both the fare advertising and frequent flyer Guidelines be
changed to respond to valid concerns raised by those filing comments. The Guidelines and
comments herein reflect the changes directed by NAAG.

NAAG also directed the chair of NAAG's Consumer Protection Committee to appoint four
attorneys general to serve on a continuing task force to evaluate the effectiveness of the
Guidelines and to continue discussions with members of the industry and other interested parties.
These attorneys general are: John Van de Kamp (California), Neil F. Hartigan (Illinois), Jim
Mattox (Texas), and Kenneth O. Eikenberry (Washington).

It is important to note that these Guidelines do not create any new laws or regulations regarding
the advertising practices or other business practices of the airline industry. They merely explain
in detail how existing state laws apply to air fare advertising and frequent flyer programs. Each
Guideline is followed by a comment which summarizes:

* NAAG's intent with respect to that Guideline.

* Any relevant comments received by the Task Force.

* Any significant changes that were made to the Guidelines. [504 U.S. 374, 393]
Section 1 - Definitions

1.0 Advertisement means any oral, written, graphic or pictorial statement made in the course of
solicitation of business. Advertisement includes, without limitation, any statement or
representation made in a newspaper, magazine or other public publication, or contained in any
notice, sign, billboard, poster, display, circular, pamphlet, or letter (collectively called "print
advertisements"), or on radio or television ("broadcast commercials").

Comment: This definition encompasses those materials and media covered by most states' false
advertising statutes. "Print advertisements" and "broadcast commercial" are separated into
different categories because they are afforded slightly different treatment under these Guidelines.
This represents a change from an earlier draft of the Guidelines, and is an attempt to address
some of the airlines' concerns regarding the difficulties of lengthy disclosures in broadcast
commercials.

1.1 Award means any coupon, certificate, voucher, benefit or tangible thing which is promised,
given, sold or otherwise transferred by an airline or program partner to a program member in
exchange for mileage, credits, bonuses, segments or other units of value credited to a consumer
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as an incentive to fly on any airline or to do business with any program partner.

Comment: This definition, as well as definitions 1.2, 1., 1.4, 1.6, 1.9, and 1.10, 1s self-
explanatory.

1.2 Award level means a specified amount of mileage or number of credits, bonuses, segments or
other units which a program member must accumulate in order to receive an award.

1.3 Blackout date means any date on which travel or use of other program benefits is not
permitted for program members seeking to redeem their award levels. This is a form of capacity
control. [504 U.S. 374, 394]

1.4 Capacity control means the practice by which an airline or program partner restricts or
otherwise limits the opportunity of program members to redeem their award levels for travel or
other benefits offered in the program.

1.5 Clear and conspicuous means that the statement, representation or term ("statement") being
disclosed is of such size, color contrast, and audibility and is so presented as to be readily
noticed and understood by the person to whom it is being disclosed. All language and terms
should be used in accordance with their common or ordinary usage and meaning. For example,
"companion" should be used only when it means any companion (i.e., any person traveling with
the program member), not solely family members. Without limiting the requirements of the
preceding sentences:

(a) A statement in a print advertisement is considered clear and conspicuous if a type size is
used which is at least one-third the size of the largest type size used in the advertising.
However, it need not be larger than:

* 10-point type in advertisements that are 200 square inches or smaller, and
* 12-point type in advertisements that are larger than 200 square inches.

If the statement is in the body copy of the advertisement, it may be in the same size type as
the largest type used in the body copy, and does not have to meet these type-size
requirements.

(b) A statement in a broadcast commercial is considered clear and conspicuous if it is made
orally and is as clear and understandable in place and volume as the fare information.

(c) A statement on any billboard is considered clear and conspicuous if a type is used which
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is at least one-third the size of the largest one size used on the billboard. [504 U.S. 374, 395]

(d) A statement required by Section 3, relating to frequent flyer programs, is considered
clear and conspicuous if it is prominently located directly adjacent to the materials to which
it applies. Type size should be no smaller than the most commonly-used print size in the
document, but in no event smaller than 10-point type. Any reservation of any right to make
future changes in the program or award levels should be located prominently at the
beginning of printed materials.

Comment: One of the most deceptive aspects of current air fare advertisements is the completely
inadequate manner in which those advertisements disclose the restrictions and limitations which
apply to the advertised fares. The restrictions disclosed in print advertisements are rarely located
near the fare advertised, and often appear only in extremely small type at the bottom of the
advertisement. In broadcast commercials, such disclosures are generally absent from audio
advertisements, and, if included at all in television commercials, appear as written disclosures
flashed on the screen much too quickly for the average person to read. On billboards, any
mention of restrictions on advertised fares is unusual.

Given this background, NAAG believes that it is necessary to define clearly for the airlines what
constitutes clear and adequate disclosure in all advertising media. The type-size minima for print
advertisements are aimed at making the disclosures both easy to read and noticeable.
Consequently, a slightly larger size print is suggested in larger size advertisements. These type-
size minima are not absolute. That is, print disclosures do not in every instance have to be in at
least 10-point type, as long as they are clear and conspicuous regardless of the size of the type.
The type size suggestions are merely examples of advertising practices which give an airline a
reasonable expectation that it will not be sued if it follows the Guidelines. In the [504 U.S. 374,
396] Task Force's meetings with the airlines last summer, one common note expressed was that
the airlines could abide by disclosure guidelines, as long as they were clear and enforced
uniformly. If an airline does not choose this safe harbor, and instead ventures into untested
waters, it may run aground, and it may not. But it is free to do so.

The comments to this Guideline were critical largely because NAAG singled out airline
advertisements for this treatment. However, on the whole, the airlines indicated they could meet
the type size standard relatively easily in print advertisements.

NAAG elected to encourage oral disclosures in broadcast media, because written disclosures are
difficult if not impossible to read and because many people listen to, rather than watch television
commercials. We continue to believe that oral disclosure is the best method of conveying
information in a television commercial. However, the converse of this Guideline is not true - a
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disclosure in a television commercial is not necessarily deceptive if it 1s instead made in a video
super or crawl, as long as it is still clear and conspicuous.

For safety reasons, very large type is provided for billboards.

1.6 Frequent flyer program means any program offered by an airline or program partner in which
awards are offered to program members.

1.7 Limited-time availability means that the fare is only available for a specific period of time or
that the fare is not available during certain blackout periods.

Comment: This definition applies to air fares that are only available certain times of the year
(e.g., available December 15 through April 15), are not available at certain times at all (not
available December 3 through January 5), or are only available until a date certain (available
only until January 15). It does not apply to fares that are [504 U.S. 374,397] unavailable only on
certain days of the week or times of the day.

1.8 Material restriction means a restriction, limitation, or other requirement which affects the use
or refundability of a ticket, and which is not generally applicable to all classes of fares or tickets
(such as standard conditions of carriage).

Comment: Due to the numerous standard conditions applicable to most airline tickets, NAAG
has confined the definition of "material restrictions" to those restrictions and limitations that are
specific and unique to certain fare categories (i.e., those that are different from the restrictions
and limitations that apply to a standard coach ticket).

1.9 Program member means any consumer who has applied and been accepted for membership in
an airline's frequent flyer program, regardless of whether he or she has accrued mileage, credits,
bonuses, segments or other units of value on an airline or with any program partner.

1.10 Program partner means any business entity which provides awards as part of an airline's
frequent flyer program.

1.11 Vested member means a member of a frequent flyer program who is enrolled in an existing
program and has provided consideration to the airline or its partners, and who has not received
adequate notice of program changes such as set forth in Sections 3.2 and 3.9. For example,
consideration includes purchasing tickets on an airline, renting a car or using a specific credit
card.

Comment: This definition separates out those consumers who joined a frequent flyer program
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without receiving adequate notice of how that program could change prospectively. The
Guidelines afford some special protections to vested members and vested miles. There is sound
reason for this.

After reviewing the travel reward promotional materials for most of the major airlines, NAAG
concluded that currently vested members have not received adequate disclosure [504 U.S. 374,
398] of the potential for significant increases in award levels or imposition of other restrictions
which may result in the airlines' unilateral devaluation of awards. Therefore, the Guidelines treat
vested members and the miles which members accrued before receiving adequate notice of
prospective changes differently.

1.12 Vested mile means program mileage (or other credits) accumulated by a vested member
before that person receives adequate notice of program changes, as set forth in Sections 3.2 and
3.9.

Comment: This definition identifies any mileage or credit accrued by a vested member before he
or she received adequate notice regarding the possibility of future detrimental changes in the
program. See the comments to the definition of vested member.

Section 2 - Fare Advertisements
2.0 General guideline

Any advertisement which provides air fares or other price information must be in plain language,
clear and conspicuous, and non-deceptive. Deception may result not only from a direct statement
in the advertisement and from reasonable inferences therefrom, but also omitting or obscuring a
material restriction.

Comment: This Guideline and the following Guidelines restate individual states' false advertising
and deceptive practices statutes as they apply to air fare and price advertising.

2.1 Disclosure in print advertisements

Print advertisements for fares must make clear and conspicuous disclosure of restrictions such as:
* Limited-time availability.
* Limitations on right to refund or exchange of ticket.

* Time of day or day of week restrictions.
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* Length of stay requirements. [504 U.S. 374, 399]
* Advance purchase requirements.
* Round-trip purchase requirements.
* Variations in fares to or from two or more airports serving the same metropolitan area.

* Limitations on, or extra charges for, breaks or changes in itinerary, such as failure to
travel on every leg as scheduled.

* Any other material restriction on the fare.
This Guideline would be met by disclosing material restrictions either:
* in the body copy of the advertisement,
* adjacent to the fare price, or
* 1n a box with a heading such as "Restrictions."

Examples (in 10-point type) of disclosures of material restrictions if they apply to fares being
advertised are:

In the body copy:

RESTRICTIONS. "Weekend traveler" fares are generally available all day Saturday and
Sunday until 6 p.m. However, these fares are not available on some flights on some days.

In the bOX: —-mm-mmmmm oo Restrictions
These restrictions apply to one or more of these fares:
* 30-day advance purchases required

* Not available November 20 - December 1

) B Restrictions. Advertised fares are
only available Tuesday, Wednesday, and Thursday afternoons. Three-day advance
purchases required. 50% cancellation penalty applies. --------==--==m-mmmmmom
-------------- [504 U.S. 374, 400]
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Comment: The advantage to consumers of print advertisements over television or radio
advertisements is that they give consumers something tangible to use as a reference when
shopping for low cost air fares. Because consumers can take their time and carefully read a print
advertisement, it is especially important that this type of advertisement contain the most accurate
and complete information possible regarding any advertised air fares. The restrictions singled out
by NAAG in this Guideline for disclosure are those NAAG believes are the most significant to a
consumer contemplating purchasing a ticket. An advertisement that complies with this Guideline
will give a consumer three crucial pieces of information:

1. Eligibility - consumers will know if they are eligible for the fare (i.e., can a consumer meet
advance purchase requirements or other restrictions affecting time or date of travel.?);

2. Availability - consumers can accurately gauge the likelihood that they will be able to obtain a
ticket at the advertised price; and

3. Risk - consumers will know the risks associated with purchasing a ticket at the advertised
price (i.e., 1s the ticket non-refundable or do other penalties apply upon cancellation or changes
in itinerary.?).

This particular Guideline received a great deal of negative comment because the airlines and
government agencies misunderstood it to mean that it required full disclosure of all of the
restrictions that apply to each specific flight. This is not correct. The Guideline only requires
that, if any of the restrictions listed in the Guideline apply to any of the air fares advertised, then
the advertisement must disclose the existence of that restriction and the fact that the restriction
applies to one or more of the air fares advertised. To clear up this misunderstanding, NAAG
included specific examples of the disclosures required by the revised Guidelines. There was also
some misunderstanding that disclosure in [504 U.S. 374,401] a box was required. As the
Guideline states, this is just one option.

The comments made to the December Guidelines evidenced another misconception about the
wording of the disclosures on fare restrictions. This Guideline provides suggested wording, again
to assist the airlines in determining how to meet the disclosures, but the language is by no means
sacrosanct. The best creative minds in the advertising business are available to the airlines
through their advertising agencies. The airlines are free to avail themselves of these talents, who
are certainly adept at phrasing a message the advertiser wants to get across to the consumer. The
essence of the Guidelines is that consumers must be advised of the limits which the airlines has
[sic] chosen to impose on consumers' ability to buy tickets at the advertised price.

2.2 Disclosure in broadcast commercials
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Broadcast commercials for fares must make clear and conspicuous disclosure of:
* Limited-time availability.
* Limitations on right to refund or exchange of ticket.
* The statement, if any, required by Guideline 2.4.

In addition, if the following seven disclosures are not made in a clear and conspicuous manner in
the commercial, any that are applicable must be disclosed orally to the passenger before
reservations are actually made:

* Time of day or day of week restrictions.

* Length of stay requirements.

* Advance purchase requirements.

* Round-trip purchase requirements.

* Variations in fares to or from two or more airports serving the same metropolitan area.

* Limitations on, or extra charges for, breaks or changes in itinerary, such as failure to
travel on every leg as scheduled. [504 U.S. 374, 402]

* Any other material restriction in the fare.

As to these seven types of disclosure, the airline may include any or all in the commercial or
may choose to defer disclosure until the time reservations are actually made.

If any of these seven disclosures applies to the fare advertised and the airline chooses to defer
disclosure until the time the reservations are actually made, the commercial must give clear and
conspicuous disclosure that "Other substantial restrictions apply," or similar language. The
statement "Restrictions apply" is not sufficient.

Comment: In an earlier draft, the Guidelines required that radio and television advertisements
include all the same disclosures required in print advertisements. The airline industry
unanimously responded that such detailed disclosures would be impossible to include in the 15-
and 30-second advertising spots generally purchased for radio and television ads, and argued
that, even if time allowed this much oral disclosure, the resulting commercial would provide too
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much information for a consumer to absorb usefully. They concluded that such a requirement
would eliminate airline price advertising on television and radio.

The provision of fare information, without stating the most significant restrictions that apply to
the fare advertised, is deceptive and ultimately harmful to consumers and the airline industry
alike.

The Guideline as revised provides a compromise. It suggests disclosure of the three most serious
restrictions that can apply to an airline ticket - limited time availability, nonrefundability or
exchangeability and limitations on fare availability. Disclosure of all of these restrictions can be
accomplished by something as simple as the following statement: "Tickets are nonrefundable, are
not available on all flights, and must be purchased by December 15. Other significant restrictions
apply." These 20 words can easily be read in a 30 second commercial. In addition, some or all of
this information may be clearly and conspicuously [504 U.S. 374, 403] disclosed in a video super
or crawl in television commercials. Of course, this option is not available for radio commercials.
However, commenting airlines confirmed that the typical radio spot is 60 seconds, making the
concern about time less crucial.

Airlines then have the option of disclosing any additional material restrictions in the
advertisement itself or deferring such disclosure until a consumer makes a reservation. Of course,
if an airline does not choose to restrict its fare severely, fewer words (and thus, less air time) is
needed.

This compromise position also recognizes that print advertising lends itself more readily to
detailed information in a form which the consumer can retain and refer to at his own pace. For
this reason, NAAG has chosen to require less disclosure in broadcast, allowing print to be the
medium for full disclosure.

2.3 Disclosure on billboards

Any billboard which provides air fare or other price information on a fare to which any material
restrictions apply must have clear and conspicuous language such as "Substantial restrictions
apply." The statement "Restrictions apply" is not sufficient.

Comment: For safety reasons, NAAG concluded that lengthy written disclosures on billboards
are inappropriate and potentially hazardous to drivers. We disagree with the DOT that this
special treatment of price advertising on billboards will result in a proliferation of billboards on
our nation's highways.

2.4 Fare availability
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Any advertised fare must be available in sufficient quantity so as to meet reasonably foreseeable
demand on every flight each day for the market in which the advertisement appears, beginning
on the day on which the advertisement [504 U.S. 374, 404] appears and continuing for at least
three days after the advertisement terminates.

However, if the advertised fare is not thus available, the advertisement must contain a clear and
conspicuous statement to the extent of unavailability of the advertised fare.

Statements such as "Seats limited" and "Restrictions apply" do not meet this Guideline. These
examples do meet this Guideline:

* This fare may not be available when you call.
* This fare 1s not available on all flights.
* This fare is only available on some Saturday and Sunday flights.

Comment: This Guideline elicited the greatest amount of negative comments from the airline
industry, the ATA, FTC and the DOT. They argue that this Guideline i1s impossible to
implement because, due to the complexity of airline pricing systems, the number of seats
available at a particular low fare on a particular flight is not a fixed number. It is continuously
modified up to the point of departure. They suggest that it is acceptable for the airlines to
communicate a general invitation to the public to buy low fare seats, but then reduce the number
of seats available to zero or close to zero for the most popular flights, because the possibility that
a consumer can purchase a seat at the advertised price exists at the time the advertisement is
placed.

The complexity of the airlines' system cannot justify the unfairness of such an approach. No
other retailer would be allowed to justify a failure to stock an advertised item on the grounds
that, at the last minute the retailer decided it was less costly not to stock the item it had just
advertised. The availability of an item advertised, at the price advertised, goes to the very heart
of truthful advertising. If an airline advertises an air fare that is not available on each and every
flight to the destination advertised, and this fact [504 U.S. 374, 405] is not disclosed, then the
advertisement is deceptive on its face.

While NAAG appreciates the difficulty of disclosing the specific number of seats available on
each flight advertised, a disclosure that "This fare is not available on all flights" or "This fare
may not be available when you call" is not particularly onerous. Absent such disclosure, airlines,
as all other retailers, should be required to have sufficient stock available to meet reasonable
demand for any fare advertised.

http://caselaw.lp.findlaw.com/scripts/printer_friendly.pl?page=us/504/374.html Page 22 of 40





FindLaw: Cases and Codes 06/19/2006 06:55 PM

2.5 Surcharges

Any fuel, tax, or other surcharge to a fare must be included in the total advertised price of the
fare.

Comment: Recently, several airlines considered the possibility of passing along an increase in the
cost of fuel to consumers by imposing a "fuel surcharge," rather than simply raising air fares to
reflect their increased costs. The air fare advertised was to remain the same, but a footnote would
be added to the advertisement in the "mice type" disclosing that, for instance, a $16 fuel
surcharge would be tacked on to the advertised fare. The potential for abuse, if this type of price
advertising is permitted, is obvious. It would only be a matter of time before $19 air fares from
New York to California could be advertised with $300 meal, fuel, labor, and baggage surcharges
added in a footnote. The total advertised price of the fare must include all such charges in order
to avoid these potential abuses. However, this Guideline should not be construed to require an
airline to do the impossible. We do not believe that such minimal tour-related charges fall within
the meaning of "fare," and therefore do not believe that unknown charges must be disclosed as a
surcharge (if the amounts are not in fact known). This of course does not mean that charges
which are known - either as an exact amount or as a percentage - do not have to be disclosed in
advertisements. [504 U.S. 374, 406]

2.6 Round-trip fare advertising

If an airline elects to advertise the one-way portion of a fare that is only available as a round-trip
purchase, this restriction, together with the full round-trip fare, must be advertised in a clear and
conspicuous manner, at least as prominently as the one-way fare.

Comment: Airlines routinely advertise one-half of the price (i.e., the alleged "one-way" price) for
tickets that are only available if a consumer makes a round-trip purchase. Under this Guideline,
if an airline elects to continue this advertising practice, it must also disclose that the fare is only
available if a consumer purchases a round-trip ticket and the actual price of the full round trip
ticket. The disclosure must be made in a type size and location as prominent as the fare
advertised.

The airlines have, for the most part, stated a willingness to advertise the full round-trip air fare if
all of the airlines do the same. This Guideline is intended to encourage all airlines to adopt this
practice.

2.7 Deceptive use of "sale," "discount," "reduced," or similar terms
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A fare may be advertised by use of the words "sale," "discount," "reduced," or other such words
that suggest that the fare advertised is a temporarily reduced fare and is not a regularly available
fare only if that fare is:

* available only for a specified, limited period of time, and
* substantially below the usual price for the same fare with the same restrictions.

Comment: The majority of airline tickets sold each year sell at prices significantly lower than the
full "Y" or standard regular coach fare. These lower fares are offered year-round, and airlines in
theory allocate a certain amount of seats to each fare "bucket." As a result, the regular coach [504
U.S. 374, 407] fare has ceased to have any meaning as a starting point for determining whether or
not a ticket is being offered for a "sale" price as consumers have come to understand that term.

In this Guideline, NAAG has attempted to prevent consumer confusion by limiting the use of

such words as "sale," "discount," or "reduced," to describe only those fares that represent a true
savings over regularly available air fares - those that are available only for short periods of time
and are substantially below any regularly offered fare for a ticket carrying identical restrictions.

SECTION 3 - Frequent Flyer Programs
General Comments to Section 3

Frequent flyer programs have been widely acknowledged as the most successful marketing
programs in airline industry history. The bargain struck between customers and the airlines has
proven to be very costly to many of the airlines. Customers who have accrued the necessary
mileage are expecting to collect the awards which led them to join and fly in the programs in the
first place. Some airlines are now disturbed by the cost of keeping their side of the bargain and
the real possibility that they may lose revenue because passengers flying on frequent flyer awards
may begin displacing paying customers. The solution contemplated by some carriers has been to
raise award thresholds and implement restrictions to decrease the cost to them of the award
program. The effect of these actual and/or potential changes is to significantly devalue vested
members' accrued mileage or other credits in the program. Although various frequent-flyer
program awards materials have contained some obscure mention of the possibility of future
program changes, these disclosures have been wholly inadequate to inform program members of

the potentially major negative changes which are contemplated by many airlines. [504 U.S. 374,
408]

These Guidelines cover frequent flyer programs including any partner airlines or other providers
of goods or services such as rental cars and hotel rooms. They are intended to protect those
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consumers who have participated in these programs in good faith, without adequate notice that
the programs could change, and to advise the airlines of how they can reserve this right in the
future by adequately providing this information to all members in a nondeceptive manner
consistent with state law.

3.0 Capacity controls

1. If an airline or its program partners employ capacity controls, the airline must clearly and
conspicuously disclose in its frequent flyer program solicitations, newsletters, rules and other
bulletins the specific techniques used by the airline or program partner to control capacity in any
solicitation which states a specific award. This includes blackout dates, limits on percentage of
seats (for example, "the number of seats on any flight allocated to award recipients is limited"),
maximum number of seats or rooms allocated or any other mechanism whereby the airline or
program partner limits the opportunities of program members redeeming frequent flyer award
levels. To meet this Guideline, all blackout dates must be specifically disclosed.

2. As to awards for vested miles, the airline or program partner must provide the award to the
vested member without capacity controls or provide the award with capacity controls within a
reasonable period of time. A reasonable period would be within 15 days before or after the date
originally requested. If all seats within this 31-day period were sold at the time the vested
member requested a reservation, so that the member could not be accommodated without
displacing a passenger to whom a seat has been sold, then a reasonable period would be the
period to the first available date on which every seat was not sold to the [504 U.S. 374, 409]
requested destination at the time the program member requests a reservation.

Comment: All of the airlines that met with the Task Force stated that they intended to retain the
right to impose capacity controls, in the future, to limit the number of seats available to
consumers purchasing tickets with frequent flyer award certificates. The imposition of capacity
controls, including blackout dates, has the potential for unreasonably restricting the supply of
seats or other benefits in such a way as to significantly devalue the awards due vested program
members. NAAG found that this potential limitation has not been adequately disclosed to
program members in the frequent-flyer promotional materials we reviewed. This Guideline puts
the airlines on notice as to what information they should provide to consumers if they want to
impose capacity controls on the use of frequent flyer awards at some future date.

In earlier drafts of the Guidelines, the Task Force took the position that capacity controls could
not be applied to awards based on any mileage or credits accrued by vested members before they
received adequate notice that capacity controls could be imposed. However, as a compromise,
and to permit the airlines reasonable flexibility around holiday or other peak travel times, the
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revised Guideline provides for a reasonable time to accommodate passengers with award tickets:
a 31-day "time window" - 15 days before and 15 days after the date requested for ticketing. This
"time window" allows the airlines to allocate capacity to meet demand over a reasonable, yet
defined period of time. In the event all flights to a certain destination are sold out during the
entire 31-day time window, ticketing on the next available seat would be reasonable. This
approach has the additional benefit of being simple and straightforward to implement, with less
possibility of customer confusion and frustration. [504 U.S. 374, 410]

3.1 Program changes affecting vested members

1. Any airline or program partner that has not reserved the right to make future changes in the
manner required by Sections 3.2 and 3.9 of these Guidelines and that changes any aspect of its
program (for example, imposition of capacity controls, increases in award levels, or any other
mechanism whereby a vested member's ability to redeem any award will be adversely affected)
must protect vested program members. Examples which meet this Guideline are:

(a) All vested members may not be adversely affected by that change for a reasonable
period. A reasonable period would be one year following mailing of notice of that change.

(b) The airline or program partner may allow vested members to lock in any award level
which is in effect immediately preceding any change in the program. That award level
would be guaranteed for a period of one year after mailing notice of any increase in award
levels. A vested member would also be permitted to change his or her selection to lock in a
different award in existence at any time prior to an increase in award levels.

(c) The airline or program partner may credit vested program members with miles or other
units sufficient to assume that, at the time of any change in the program, the member will
be able to claim the same awards he or she could have claimed under the old program.

Comment: This Guideline institutes corrective measures to protect vested members and the
mileage they accrued before receiving adequate notice that a program could change to their
detriment at some point in the future. The Guideline sets forth three acceptable alternative
approaches to allow airlines to change existing programs without unreasonably altering the rights
and expectations of vested members. [504 U.S. 374,411] For example, an airline may wish to
create a new program with higher award levels for persons who join in the future. Guideline
3.1.1(a) grandfathers in vested members for a one-year period after notice. Guideline 3.1.1(b)
grandfathers only a specified locked-in award for a one-year period after the effective date of the
change, and thereby gives the member an additional year to accrue mileage or units toward a
specific award. Guideline 3.1.1(c) allows the program to avoid the administrative problems of
distinguishing between old and new members and old and new award levels by equitably
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adjusting the award levels of the vested members.

These examples are not the only ways in which airlines can reasonably protect vested members
when changing existing programs. They are intended to delineate minimum acceptable standards.

3.2 Notice of changes

1. Adequate notice of changes in current frequent flyer program award levels must be provided
to vested program members by the airline or program partner to allow a reasonable time for the
vested member to obtain and use an award. For example, a notice no less than one year prior to
the effective date of such change would be reasonable. Reduction in award levels would not
require such notice.

2. Any airline which has a policy of deleting program members from its mailing list for notices
and statements must clearly and conspicuously disclose that policy in plain language in its rules
and regulations.

3. To reserve the right to make future changes in the award levels and program conditions or
restrictions in a manner providing reasonable notice consistent with state law, which notice is
less than the notice set forth in Guideline 3.2.1, an airline must first clearly and conspicuously
disclose that reservation and the nature of such future changes, in plain language. This disclosure
should include examples [504 U.S. 374, 412] which make clear the outer limits within which
program awards may be changed. For example, the following is not adequate disclosure:

"Program rules, regulations and mileage levels are subject to change without notice."
This example is adequate disclosure:

"(Airline) reserves the right to terminate the program with six months notice. This means
that regardless of the amount you participate in this program, your right to accumulate
mileage and claim awards can be terminated six months after we give you notice."

Or:

"(Airline) reserves the right to change the program rules, regulations, and mileage level.
This means that (Airline) may raise mileage levels, add an unlimited number of blackout
days, or limit the number of seats available to any or all destinations with notice. Program
members may not be able to use awards to certain destinations, or may not be able to
obtain certain types of awards such as cruises."
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Or, if the airline so intends, the disclosure might also say:

"In any case, (Airline) will make award travel available within ___ days of a program
member's requested date, except for blackout dates listed here.

The airline's right to make future changes, in a manner other than that provided in Guideline 3.1,
shall apply only to mileage accrued after members receive the notice required by this Guideline.

Comment: In the past, airlines have attempted to reserve the right to make radical future changes
in their programs by using such vague and uncertain blanket language as "Subject to additions,
deletions, or revisions at any time." The consumer outrage that ensued when several of the [504
U.S. 374,413] major airlines attempted unilaterally to change their programs in the winter of
1986-87 makes it clear that consumers were not adequately told, when they joined and
participated in frequent flyer programs, that they were taking a gamble that the award they were
striving for would still be available, at the mileage level originally advertised, by the time they
accrued the necessary miles. To avoid a recurrence of this same problem in the future, this
Guideline provides that the potential for such extensive program changes must be clearly and
conspicuously disclosed to the public by specific example. It also puts the airlines on notice that
(1) their previous attempts to disclose this critical information have been inadequate, (2) if they
intend to reserve the right to make such changes in the future, they must give members new and
different notice, and (3) as to vested members, airlines cannot implement any adverse changes
until one year after notice is given. One year is deemed reasonable because many consumers can
only travel during particular periods of the year due to work or family constraints, and therefore
notice of less than a year may impact unduly harshly on a particular class of program members.

If an airline wants to reserve the rights to change the terms of its program without giving its
members one year's notice, (1) it can do so only after clear and adequate notice has been given
to the program members, and (2) this reduced standard can apply only to mileage accrued after
clear and adequate notice has been given.

NAAG discovered that many airlines delete program members from their mailing lists if they are
determined to be "inactive." Inactive is defined differently by each airline, but generally includes
some formula requiring active participation in the program within a six- to ten-month period
prior to any given mailing. Because crucial information regarding changes is included in
program mailings, the Guidelines require that any airline with a policy of deleting [504 U.S. 374,
414] program members from its mailing list clearly and conspicuously disclose that policy in the
rules and regulations distributed to all program members when they join.

3.3 Fare or passenger class limitations
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Any limitation upon the type or class of fare with which an upgrade certificate, discount flight
coupon, or free companion coupon may be used must be clearly and conspicuously disclosed
before the program member claims the award. Disclosure of the fare by airline terminology (for
example, "Y Class") is not deemed sufficient.

Comment: Many airlines are encouraging consumers to use their accrued mileage or credits to
obtain upgrade certificates or free campaign coupons, rather than free tickets, because this is
more cost effective for the airlines. Many of these coupons and certificates can be used only in
conjunction with a regular coach fare ticket. Because of the high cost of a full coach ticket (often
disclosed only as "Y Class"), many of these coupons and certificates represent no real savings,
and therefore are useless to consumers. This Guideline requires that any such restriction be
clearly disclosed to consumers before the award is claimed.

3.4 Certificates issued for vested miles

Certificates, coupons, vouchers, or tickets issued by an airline for awards redeemed for vested
miles must be valid for a reasonable period of time. One year is deemed to be reasonable. Any
restrictions on use, redeposit, extension, or reissuance of certificates must be clearly and
conspicuously disclosed on the certificate and in any rules, regulations, newsletter or other
program materials.

Comment: Again, because many consumers may only travel during certain periods of the year,
fairness requires that awards be valid for at least a full twelve-month cycle. [504 U.S. 374, 415]

3.5 Fees

Any airline which charges a fee for enrollment in its frequent flyer program must fully disclose
at airline ticket counters and in all advertisements, solicitations or other materials distributed to
prospective members prior to enrollment all terms and conditions of the frequent flyer program.
Such disclosure must be made prior to accepting payment for enrollment in the airline's program.

Comment: Some airlines have required that consumers fill out a membership application and pay
a membership fee before obtaining a copy of the program rules and regulations. Because of the
serious restrictions that can apply to a travel reward program, it is essential that all consumers
have an opportunity to review all of the program rules and regulations before paying an
enrollment fee.

3.6 Redemption time

All airlines must disclose clearly and conspicuously the actual time necessary for processing
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award redemption requests where such requests are not normally processed promptly. An
example of prompt processing would be within 14 days of processing the request. An example of
a disclosure would be "processing of awards may take up to 30 days."

Comment: The airlines indicated that full disclosure of redemption time will not be a problem.
3.7 Termination of program affecting vested members

In the event a frequent flyer program is terminated, adequate notice of termination must be sent
to all vested members, so that vested members have a reasonable time to obtain awards and use
them. Adequate notice would be notice at least one year prior to the termination of the program.
Award levels in existence prior to such notice should remain in effect for one year. Program
members should then have one year to use certificates, coupons, vouchers or tickets. [504 U.S.
374,416] Any applicable capacity controls should be modified as necessary to meet the demand
for all award benefits due program members.

Comment: The airlines uniformly take the position that, because participation in travel reward
programs is "free," an airline should be able to terminate a travel reward program at any time
without notice. NAAG strenuously disagrees. Consumers pay significant consideration for the
airlines' promise to award them "free tickets" and other awards. Program members fly on a
particular airline to accrue mileage in a travel reward program often foregoing a more convenient
departure time, a more direct flight, and even a less expensive ticket. Those consumers who kept
their part of the bargain have a right to expect the airlines to keep theirs, regardless of the cost.
This Guideline affords consumers reasonable protection against unilateral changes. It gives
consumers one year to accrue the mileage to reach a desired award level and one year to use the
award.

This Guideline is intended to apply to programs that are terminated due to mergers or for any
other reason. It would be unconscionable to permit airlines, which have reaped the rewards of
these travel incentive programs, to walk away from their obligations to consumers under any
circumstances.

3.8 Restrictions

All material restrictions on frequent flyer programs must be clearly and conspicuously disclosed
to current program members and to prospective members at the time of enrollment.

Comment: This Guideline is intended as a corrective measure. Any airline that has not clearly
and conspicuously disclosed material program restrictions to vested members should do so now.
New members are entitled to full disclosure at the time of enrollment. [504 U.S. 374, 417]
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3.9 Method of disclosure

Disclosures referred to in these Guidelines should be made in frequent flyer program
solicitations, newsletters, rules, and other bulletins in a clear and conspicuous manner, so as to
assure that all program members receive adequate notice. As used in these Guidelines, disclosure
also refers to information on program partners.

Comment: The brochures containing the rules and regulations for airlines' frequent flyer
programs have been as long as 52 pages. Extremely important restrictions are often buried under
inappropriate topic headings or hidden on the back of the last inside pages of the brochure. This
Guideline requires that restrictions be disclosed in reasonable print size in a location that will be
most helpful and informative to consumers.

Any reservation of the right to make future changes in a program is so significant to consumers
that it should be disclosed prominently to insure that the maximum number of people see and
read this restriction. The Guideline permits the airlines flexibility to determine when and how
often a disclosure must be made, so long as the airline discloses the information in a manner
which gives meaningful notice to all affected members.

One airline complained that Guideline 3.9 is unreasonable because it proposes that all the
restrictions be disclosed at the beginning of the program brochure. In fact, the only disclosure the
Guidelines suggested listing at the beginning of a brochure is the reservation of the right to
change the program prospectively. The significance of such a restriction - that the terms and
conditions of the program can change at any moment - is so critical that potential members
should be made aware of it immediately. All other disclosures can be made in the text of the
brochure. [504 U.S. 374, 418]

Section 4 - Compensation for Voluntary Denied Boarding
4.0 Disclosure of policies

If an airline chooses to offer ticketed passengers incentives to surrender their tickets on
overbooked flights, the airline must clearly and conspicuously disclose all terms and conditions
of the proposal - including any restrictions on offers of future air travel - to the person to whom
the offer is made, and in the same manner in which the offer is made, before the person accepts
the offer.

Comment: Federal regulations offer specific protections and certain rights to individuals who are
involuntarily bumped from a flight. Airlines, however, are free to offer whatever compensation
they want to people who voluntarily give up their seat on an airplane because of overbooking.
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For economic reasons, airlines prefer to offer vouchers good for free tickets on future flights,
instead of cash compensation to these passengers.

While these vouchers may seem very attractive to a consumer who has the flexibility to wait for
a later flight, many carry serious restrictions on their use or are subject to lengthy black out
periods when they cannot be used.

This Guideline requires that airlines fully disclose any and all restrictions on offers for future air
travel, before a consumer agrees to give up his or her seat. It does not, as several airlines and
government agencies argued in their responsive comments, set any standards for the type of
compensation that airlines must offer to these passengers.

CONCLUSION

Consumer dissatisfaction with the airline industry has reached crisis proportions. Federal
agencies have focused their attention on airline scheduling problems, on-time performance,
safety, and other related issues, but have not addressed airline advertising and frequent flyer
programs. [504 U.S. 374, 419] Unchecked, the airlines have engaged in practices in these areas
that are unfair and deceptive under state law. The individual states through NAAG can play an
important role in eliminating such practices through these Guidelines.

Footnotes

[ Footnote 1 ] We do not address whether the District Court should have abstained from
entertaining this suit under the line of cases commencing with Younger v. Harris, 401 U.S. 37
(1971), which imposes heightened requirements [504 U.S. 374, 382] for an injunction to restrain
an already-pending or an about-to-be-pending state criminal action, or civil action involving
important state interests, see generally Middlesex County Ethics Comm. v. Garden State Bar
Assn., 457 U.S. 423, 431 -432, 437 (1982); Trainor v. Hernandez 431 U.S. 434, 440 -447
(1977): Younger, supra, at 43-49. Petitioner has not argued for abstention, and the federal-state
comity considerations underlying Younger are accordingly not implicated. See Brown v. Hotel
Employees, 468 U.S. 491, 500 , n. 9 (1984); Ohio Bureau of Employment Services v. Hodory,
431 U.S. 471, 480 (1977).

[ Footnote 2 ] The dissent believes petitioner's position on this point to be supported by the
history and structure of the ADA (sources it deems "more illuminating" than a "narrow focus" on
the ADA's language, post at 421), because the old regime did not pre-empt the state laws
involved here and the ADA's legislative history contains no statements specifically addressed to
state regulation of advertising. Post, at 421-426. Suffice it to say that legislative history need not
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confirm the details of changes in the law effected by statutory language before we will interpret
that language according to its natural meaning. See, e.g, Harrison v. PPG Industries, Inc., 446
U.S. 578, 591 -592 (1980).

It also bears mention that the rejected Senate bill did contain language that would have produced
precisely the result the dissent desires: "No State shall enact any law . . . determining routes,
schedules, or rates, fares, or charges in tariffs of. . . ." S. 2493, 423(a)(1), reprinted in S.Rep.
No. 95-631, p. 39 (1978) (emphasis added). The dissent is unperturbed by the full congress'
preference for "relating to" over "determining," because the Conference Report gave "no
indication that the Conferees thought the House's “relating to' language would have a broader
[504 U.S. 374, 386] pre-emptive scope than the Senate's . . . language," post at 426 - which is to
say because the Conference Report failed to specify the completely obvious, that "relating to" is
broader than "determining." The dissent evidently believes not only that plain statutory language
cannot be credited unless specifically explained in legislative history, but also that the apparent
import of legislative history cannot be credited unless specifically explained in legislative
history.

[ Footnote 3 | The dissent disagrees with this - not, as it turns out, because it disputes our
description of the pricing process in the airline industry, but because it does not think that the
guidelines would have a "significant" effect on rates. Post, at 427. That conclusion is
unexplained, and seems to us inexplicable.

JUSTICE STEVENS, with whom THE CHIEF JUSTICE and JUSTICE BLACKMUN join,
dissenting.

In cases construing the "virtually unique preemption provision" in the Employee Retirement
Income Security Act of 1994 (ERISA), see Franchise Tax Bd. of Cal. v. Construction Laborers
Vacation Trust for Southern Cal., 463 U.S. 1. 24 , n. 26 (1983), we have given the words "relate
to" a broad reading. The construction of that unique provision was supported by a consideration
of the relationship between different subsections of ERISA that have no parallel in other federal
statutes, see Shaw v. Delta Air Lines, Inc., 463 U.S. 85, 98 (1983), and by the legislative history
of the provision, id., at 98-99. Today we construe a preemption provision in the Airline
Deregulation Act of 1978 (ADA), 49 U.S.C.App. 1301 et seq., a statute containing similar, but
by no means identical, language. Instead of carefully examining the language, structure, and
history of the ADA, the Court decides that it is "appropriate," given the similarity in language,
to give the ADA preemption provision a similarly broad reading. Ante, at 384. In so doing, the
Court disregards established canons of statutory construction and gives the ADA preemption
provision a construction that is neither compelled by its text nor supported by its legislative
history.
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"In deciding whether a federal law preempts a state statute, our task is to ascertain
Congress' intent in enacting the federal statute at issue." Metropolitan Life Ins. Co. v.
Massachusetts, 471 U.S. 724, 738 , (1985) (internal quotation marks omitted). At the same
time, our preemption analysis "must be guided by respect for the separate spheres of
governmental [504 U.S. 374, 420] authority preserved in our federalist system." Alessi v.
Raybestos-Manhattan, Inc., 451 U.S. 504, 522 (1981). We therefore approach preemption
questions with a "presum[ption] that Congress did not intend to preempt areas of traditional
state regulation." Metropolitan Life, 471 U.S., at 740 .

Section 105(a) of the ADA provides, in relevant part, "no State or political subdivision thereof . .
. shall enact or enforce any law . . . relating to rates, routes, or services of any air carrier having
authority under subchapter IV of this chapter to provide air transportation." 49 U.S.C.App.
1305(a). By definition, a state law prohibiting deceptive or misleading advertising of a product
"relates," "pertains," or "refers" first and foremost to the advertising (and, in particular, to the
deceptive or misleading aspect of the advertising), rather than to the product itself. That is not to
say, of course, that a prohibition of deceptive advertising does not also relate indirectly to the
particular product being advertised. It clearly does, for one cannot determine whether advertising
1s misleading without knowing the characteristics of the product being advertised. But that does
not alter the fact that the prohibition is designed to affect the nature of the advertising, not the
nature of the product. 1 [504 U.S. 374, 421]

Thus, although I agree that the plain language of 105(a) pre-empts any state law that relates
directly to rates, routes, or services, the presumption against preemption of traditional state
regulation counsels that we not interpret 105(a) to pre-empt every traditional state regulation that
might have some indirect connection with, or relationship to, airline rates, routes, or services
unless there is some indication that Congress intended that result. To determine whether
Congress had such an intent, I believe that a consideration of the history and structure of the
ADA is more illuminating than a narrow focus on the words "relating to."

II

The basic economic policy of the Nation is one favoring competitive markets in which individual
entrepreneurs are free to make their own decisions concerning price and output. Since 1890, the
Sherman Act's prohibition of collusive restrictions on production and pricing have been the
central legislative expression of that policy. National Soc. of Professional Engineers v. United
States, 435 U.S. 679, 695 (1978). In 1914, Congress sought to promote that policy by enacting
the Federal Trade Commission Act (FTCA), which created the Federal Trade Commission and
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gave it the power to prohibit "[u]nfair methods of competition in commerce." 38 Stat. 719,
codified as amended, 15 U.S.C. 45(a) (1). That type of prohibition is entirely consistent with a
free market in which prices and production are not regulated by Government decree.

In 1938, Congress enacted two statutes that are relevant to today's inquiry. In March it broadened
5 of the FTCA by giving the Commission the power to prohibit "unfair or deceptive acts or
practices in commerce," as well as "[u]nfair [504 U.S. 374, 422] methods of competition in
commerce." 52 Stat. 111, codified at 15 U.S.C. 45(a)(1). Three months later it enacted the Civil
Aeronautics Act of 1938. 411, 52 Stat. 1003. That statute created the Civil Aeronautics Board
and mandated that it regulate entry into the interstate airline industry, the routes that airlines
could fly, and the fares that they could charge consumers. 2 52 Stat. 987-994. Moreover, the
statute contained a provision, patterned after 5 of the FTCA, giving the Civil Aeronautics Board
the power to prohibit "unfair or deceptive practices or unfair methods of competition in air
transportation." 52 Stat. 1003; see also American Airlines, Inc. v. North American Airlines, Inc.,
351 U.S. 79. 82 (1956). But the Board's power in this regard was not exclusive, for the statute
also contained a "saving clause" that preserved existing common law and statutory remedies for
deceptive practices. 3 See 52 Stat. 1027; Nader v. Allegheny Airlines, Inc., 426 U.S. 290, 298 -
300 (1976).

Although the 1938 Act was replaced by a similar regulatory scheme in 1958, 4 the principal
provisions of the statute remained in effect until 1978. In that year, Congress decided to
withdraw economic regulation of interstate airline rates, routes, and services. Congress therefore
enacted the ADA "to encourage, develop, and attain an air transportation system which relies on
competitive market forces to determine the quality, variety, and price of air services."
H.R.Conf.Rep. No. 95-1779, p. 53 (1978), U.S. Code Cong. & Admin.News 1978, 3737.
Because that goal would obviously have been frustrated if state regulations [504 U.S. 374, 423]
were substituted for the recently removed federal regulations, Congress thought it necessary to
preempt such state regulation. Consequently, Congress enacted 105(a) of the Act, which
preempts any state regulation "relating to rates, routes, or services of any air carrier having
authority under subchapter IV of this chapter to provide air transportation." 49 U.S.C. App.
1305(a)(1).

At the same time, Congress retained 411, which gave the Civil Aeronautics Board the power to
prohibit "unfair or deceptive practices or unfair methods of competition in air transportation." 49
U.S.C. App. 1381(a). Congress also retained the saving clause that preserved common law and
statutory remedies for fraudulent and deceptive practices. See 1506; Nader, 426 U.S.. at 298 -
300. Moreover, the state prohibitions against deceptive practices that had coexisted with federal
regulation in the airline industry for 40 years, and had coexisted with federal regulation of unfair
trade practices in other areas of the economy since 1914, 5 were not mentioned in either the
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ADA or its legislative history.

In short, there is no indication that Congress intended to exempt airlines from state prohibitions
of deceptive advertising. Instead, this history suggests that the scope of the [504 U.S. 374, 424]
prohibition of state regulation should be measured by the scope of the federal regulation that was
being withdrawn.

This is essentially the position adopted by the Civil Aeronautics Board, which interpreted the
scope of 105 in light of its two underlying policies - to prevent state economic regulation from
frustrating the benefits of federal deregulation, and to clarify the confusion under the prior law
which permitted some dual state and federal regulation of the rates and routes of the same carrier.
44 Fed.Reg. 9948, 9949 (1979). The Board thus explained:

Section 105 forbids state regulation of a federally authorized carrier's routes, rates, or
services. Clearly, states may not interfere with a federal carrier's decision on how much to
charge or which markets to serve. . . . Similarly, a state may not interfere with the services
that carriers offer in exchange for their rates. . . .

"Accordingly, we conclude that preemption extends to all of the economic factors that go
into the provision of the quid pro quo for passenger's fare, including flight frequency and
timing, liability limits, reservation and boarding practices, insurance, smoking rules, meal
service, entertainment, bonding and corporate financing. . . ." Id., at 9950-9951. See also
Freeman, State Regulation of Airlines and the Airline Deregulation Act of 1978, 44 J.Air L.
& Com. 747, 766-767 (1979).

Because Congress did not eliminate federal regulation of unfair or deceptive practices, and
because state and federal prohibitions of unfair or deceptive practices had coexisted during the
period of federal regulation, there is no reason to believe that Congress intended 105(a) to

immunize the airlines from state liability for engaging in deceptive or misleading advertising.
[504 U.S. 374, 425]

III

The Court finds in Congress' choice of the words "relating to" an intent to adopt a broad
preemption provision, analogous to the broad ERISA preemption provision. See ante, at 383-
384. The legislative history does not support that assumption, however. The bill proposed by the
Civil Aeronautics Board provided that "[n]o State . . . shall enact any law . . . relating to rates,
routes, or services in air transportation." Hearings on H.R. 8813 before the Subcommittee on
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Aviation of the House Committee on Public Works and Transportation, 95th Cong., 1st Sess., pt.
1, p. 200 (1977). Yet the Board's accompanying prepared testimony neither focused on the
"relating to" language nor suggested that those words were intended to effect a broad scope of
preemption; instead, the testimony explained that the preemption section was "added to make
clear that no state or political subdivision may defeat the purposes of the bill by regulating
interstate air transportation. This provision represents simply a codification of existing law, and
leaves unimpaired the states' authority over intrastate matters. Id., at 243.

The "relating to" language in the bill that was finally enacted by Congress came from the House
bill. But the House Committee Report - like the Civil Aeronautics Board - did not describe the
preemption provision in the broad terms adopted by the Court today; instead, the Report
described the scope of the preemption provision more narrowly, saying that it "provid[ed] that,
when a carrier operates under authority granted pursuant to title IV of the Federal Aviation Act,
no State may regulate that carrier's routes, rates or services." H.R.Rep. No. 95-1211, p. 16
(1978).

The pre-emption section in the Senate bill, on the other hand, did not contain the "relating to"
language. That bill provided, "[n]o State shall enact any law, establish any standard determining
routes, schedules, or rates, fares, or charges in tariffs of, or otherwise promulgate economic
regulations [504 U.S. 374, 426] for, any air carrier. . . ." S. 2493, 423(a)(1), reprinted in S. Rep.
No. 95-631, p. 39 (1978). The Senate Report explained that this section "prohibits States from
exercising economic regulatory control over interstate airlines." 1d., at 98.

The Conference Report explained that the Conference adopted the House bill (with an exception
not relevant here), which it described in the more narrow terms used in the House Report.
H.R.Conf.Rep. No. 95-1779, pp. 94-95 (1978). There is, therefore, no indication that the
conferees thought the House's "relating to" language would have a broader preemptive scope
than the Senate's "determining . . . or otherwise promulgate economic regulation" language. 6
Nor is there any indication that the House and conferees thought that the preemption of state
laws "relating to rates, routes, or services" preempted substantially more than state laws
"regulating rates, routes, or services."

IV

Even if I were to agree with the Court that state regulation of deceptive advertising could
"relat[e] to rates" within the meaning of 105(a) if it had a "significant impact" upon rates, ante,
at 390, I would still dissent. The airlines' theoretical arguments have not persuaded me that the
NAAG guidelines will have a significant impact upon the price of airline tickets. The airlines'
argument (which the Court adopts, ante, at 388-390) is essentially that (1) airlines must engage
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in price discrimination in order to compete and operate efficiently; (2) a modest amount of
misleading price advertising may facilitate that practice; (3) thus, compliance with the NAAG
guidelines might increase the cost of price advertising or reduce the sales generated by the
advertisements; [504 U.S. 374, 427] (4) as the costs increase and revenues decrease, the airlines
might purchase less price advertising; and (5) a reduction in price advertising might cause a
reduction in price competition, which, in turn, might result in higher airline rates. This argument
is not supported by any legislative or judicial findings.

Even on the assumption that the Court's economic reasoning is sound and restrictions on price
advertising could affect rates in this manner, the airlines have not sustained their burden of
proving that compliance with the NAAG guidelines would have a "significant”" effect on their
ability to market their product and, therefore, on their rates. 7 Surely Congress could not have
intended to pre-empt every state and local law and regulation that similarly increases the airlines'
costs of doing business and, consequently, has a similar "significant impact" upon their rates.

For these reasons, I respectfully dissent.
[ Footnote 1 ] The court in a similar case arising in New York explained this distinction well:

"[A]ny relationship between New York's enforcement of its laws against deceptive
advertising and Pan Am's rates, routes, and services is remote and indirect. In challenging
Pan Am's advertising, New York does not care about how much Pan Am charges, where it
flies, or what amenities it provides its passengers. Its sole concern is with the manner in
which Pan Am advertises those matters to New York consumers. Thus, as far as New York
is concerned, Pan Am is free to charge $200 or $2,000 for a flight from LaGuardia to
London, but it cannot take out a full-page newspaper advertisement telling consumers the
fare is $200 if in fact it is $2,000. Similarly, Pan Am remains free to route a plane from
Ithaca to Istanbul with as many stops in between as it chooses, but it cannot market that
flight to New York consumers as a "direct" flight." New York v. Trans World Airlines,
Inc., Inc., 728 F.Supp. 162, 176 (SDNY 1989); see also People [504 U.S. 374, 421] v.
Western Airlines, 155 Cal.App. 3d 597, 600, 202 Cal.Rptr. 237, 238 (1984), cert. denied,
469 U.S. 1132 (1985); Note, To Form a More Perfect Union?: Federalism and Informal
Interstate Cooperation, 102 Harv.L.Rev. 842, 857 (1989).

[ Footnote 2 | The Civil Aeronautics Board was created and established under the name "Civil
Aeronautics Authority," but was redesignated as the "Civil Aeronautics Board" by
Reorganization Plan No. IV of 1940. See 49 U.S.C. App. 1321(a)(1) (1982 Ed.), repealed
effective January 1, 1985, by 49 U.S.C. App. 1551(a)(3).

[ Footnote 3 | Section 1106 of the Civil Aeronautics Act of 1938 provided:
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"Nothing contained in this Act shall in any way abridge or alter the remedies now existing
at common law or by statute, but the provisions of this Act are in addition to such
remedies." 52 Stat. 1027.

[ Footnote 4 | Federal Aviation Act of 1958, Pub.L. 85-726, 72 Stat. 731.

[ Footnote 5 ] The FTCA does not, by its own force, preempt state prohibitions of unfair and
deceptive trade practices. Thus, unless a state prohibition conflicts with a Federal Trade
commission rule, state laws and regulations are not preempted. See, e.g., American Financial
Services Assn. v. FTC, 247 U.S. App. D.C. 167, 199-200, 767 F.2d 957, 989-991 (1985);
Verkuil, Preemption of state Law by the Federal Trade commission, 1976 Duke L.J. 225.

Because the Department of Transportation has authority to prohibit unfair or deceptive practices
and unfair methods of competition in air transportation, 49 U.S.C. App. 1381 it too could
promulgate regulations that would preempt inconsistent state laws and regulations. But the court
does not rest its holding on the fact that the state prohibitions of unfair and deceptive advertising
conflict with federal regulations; instead, it relies on the much broader holding that the ADA
itself preempts state prohibitions of deceptive advertising.

[ Footnote 6 | Because the Court overlooks the phrase "or otherwise promulgate economic
regulations" in the Senate bill, see ante, at 385-386, n. 2, it incorrectly assumes that the Senate
bill had a narrower preemptive scope than the House bill.

[ Footnote 7 ] They have not demonstrated, for example, that the costs of purchasing the space
for the "Restrictions box" required by 2.1, or the broadcast time to state the two-sentence
disclosure required by 2.2, will have a significant effect on rates. Nor can it realistically be
maintained that 2.7's requirement that words such as "sale," "discount," or "reduced" may only
be used if the fare is, in fact, on sale (i.e., is available for a limited time and is substantially
below the usual price) will hinder the airlines' ability to market and sell their low-priced fares.
Finally, they surely have not proved that 2.4's requirement that fares be advertised only if
sufficient seats are available to meet demand or the extent of unavailability disclosed will make
it impossible for the airlines to market and sell different seats at different prices. That section
expressly permits the airlines to advertise low-priced fares that are available in limited quantities;
it simply requires that they include a disclaimer, such as "This fare may not be available when
you call." See National Association of Attorneys General, Task Force on Air Travel Industry,

Guidelines 2.4 (1988), reprinted in App. to Brief for United States as Amicus Curiae 24a-25a.
[504 U.S. 374, 428]
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IN THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF TENNESSEE

AIR EVAC EMS, INC., d/b/a
AIR EVAC LIFETEAM

Plaintiff,

V. Case No. 3:06-0239
KENNETH S. ROBINSON, M.D.,
COMMISSIONER OF HEALTH,

and TENNESSEE BOARD OF
EMERGENCY MEDICAL SERVICES

Judge Trauger

Magistrate Judge Griffin

Defendants.
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DECLARATION OF JAMES J. BALLOUGH
I, James J. Ballough, hereby declare as follows:

1. I am employed by the Federal Aviation Administration (“FAA”) in the
capacity of Director, Flight Standards Service. In this position, I am
responsible for the administration of certain regulations regarding the
operation of aircraft in the National Airspace System, including aircraft used
to provide air ambulance service. I am making this Declaration in support of
the Statement of Interest of the United States of America.

2. My office is located at:

- Federal Aviation Administration
Flight Standards Service (AFS-1)
800 Independence Avenue; SW
Washington, DC 20951
3. I am familiar with the complaint filed by Air Evac EMS, Inc. (“Air Evac”) in

this matter, and I have reviewed the memorandum filed by the Defendants in

support of their motion to dismiss or for summary judgment.





On pager 12v 6f their nﬁemoraﬁéum, the Defendé;lts cite a lieﬁttgrwI_signed, which
is dated August 9, 2006, and addressed to Mr. Joseph B. Phillips, Emergency
Medical Services (“EMS”) Director at the Tennessee Debartment of Health.
See Ex. F to Defs.” Mot. to Dismiss or for Summ. J. The same letter was
addressed to EMS directors in other states.

The purpose of this letter was to request that Tennessee (and other states) join
the FAA in encouraging air ambulance operators to adopt a voluntary system
of “best practices” in their operations to help reduce accidents. As the letter
explains, this request was part of the FAA’s effort to “initiate[] a new
government and industry partnership to improve the safety culture in HEMS
organizations” by “promot[ing] significant short-term safety gains that do not
require rulemaking.”

The letter also encouraged Tennessee to prohibit the practice of “helicopter
shopping,” where 911 dispatéhers contact additional helicopter air ambulance
providers aﬁer one or more providers have previously declined the flight and
where the reasons that the operation was previously declined are not shared
with the providers subsequently called. As I noted in the letter, this practice
may result in an unsafe situation where é héliéb;;ter air ambulance service
provider initiates a flight that it would have declined had it been aware of all
the facts associated with the dispatch.

In their memorandum, the Defendants cite this letter in support of their
argument that Tennessee’s regulatidns regarding the installation of certain
avionics equipment in air ambulance helicopters are not preempted by Federal

law. The Defendants’ interpretation of my letter is fundamentally incorrect.





10.

11.

As my letter clearly stated, “the FAA retains responsibility for aviation safety”
and “has not ruled out proposing‘new or changing exiéting rules” applicable to
helicopter EMS (“HEMS”) operations. Consequently, it was never my intent
to suggest that Tennessee, or any other state, is authorized to regulate matters
of aviation safety, including those involving HEMS operations.

The reference in my letter to state standards for, and licensing of, air
ambulances was simply the recognition that some matters concerning the
public health and safety that are not inextricably intertwined with aviation
safety and aircraft operation, e.g. the procedures of state 911 dispatchers, may
be more appropriate for regulation at the state or local level. In all other
respects, my letter addressed only voluntary actions and encouragement in
furtherance of aviation safety (such as steps taken by aircraft operators
themselves).

It is critical that the FAA—and only the FAA—have the responsibility for
matters concerning aviation safety, including the certification and operation of
aircraft. The high level of aviation safety today is due, in part, to the existence
of a comprehensive and uniform system of standards, regulations, and
guidance that cannot be maintained if individual states are permitted to
establish their own requirements.

I wish to emphasize that in no respect should my letter be understood as
acknowledging that states may impose additional aviation safety
requirements, such as those at issue in this case, that would result in barring
air ambulance providers from operating a helicopter and/or providing air

carrier service, even though the aircraft and the air carrier are both certified by





the FAA. The FAA has asserted, and continues to assert, exclusive authority
to regulate aviation safety, and states may not create or impose additional

regulations in this field.

I declare under penalty of perjury that the foregoing is true and correct.

Executed on November 29, 2006.

Flight Standards Service

Federal Aviation Administration
800 Independence Avenue, SW
Washington, DC 20591
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IN THE UNITED STATES DISTRICT COURT
FOR THE MIDDLE DISTRICT OF TENNESSEE
NASHVILLE DIVISION

AIR EVAC EMS, INC., d/b/a
AIR EVAC LIFETEAM,

Plaintiff,
Case No. 3:06-0239
Judge Trauger
Magistrate Judge Griffin

V.

KENNETH S. ROBINSON, M.D.,
COMMISSIONER OF HEALTH,

and TENNESSEE BOARD OF EMERGENCY
MEDICAL SERVICES,

Defendants.

N N N N N N N N N N N N N N N

STATEMENT OF INTEREST OF THE UNITED STATES OF AMERICA

Pursuant to 28 U.S.C. § 517, the United States of America respectfully submits this
statement on behalf of the Federal Aviation Administration (“FAA”) in order to attend to the
interests of the United States concerning the State of Tennessee’s imposition of mandatory
equipment requirements on operators of air ambulance aircraft. Pursuant to Congress’s direction
in the Federal Aviation Act of 1958, the FAA has enacted an exhaustive regulatory system
governing aviation safety, including the safety of aircraft equipment. At the core of this system is
the FAA’s certification of aircraft manufacture and operation, based upon the interplay of federal
airworthiness standards and the intended uses of an aircratft.

The specific and mandatory equipment requirements in Tennessee’s EMS Rule directly

encroach on the federal scheme. These requirements impermissibly treat federal regulations and





the FAA’s certification process as merely a first step towards aviation safety, which may be
rejected whenever the State of Tennessee disagrees with the standards set forth in federal
regulations. That approach threatens the uniform system of regulation mandated by Congress in
the Federal Aviation Act by placing aircraft operators under the control of at least 50 potential
state regulators, all with potentially different views of what is necessary to ensure safe operation.

The FAA acknowledges the interest of the State of Tennessee in providing safe and
effective emergency medical treatment to its residents. However, when the State’s means of
effectuating that interest intrude on the FAA’s congressionally-imposed obligation to provide a
uniform set of standards for the safety of aviation nationwide, the State’s interest must yield to
federal regulation.

STATUTORY BACKGROUND

Following a series of crashes between aircraft operating under separate flight rules,
Congress enacted the Federal Aviation Act of 1958, Pub. L. No. 85-726, 72 Stat. 731 (codified as
amended at 49 U.S.C. § 40101 et seq.). See H.R. REP. No. 85-2360 (1958), reprinted in 1958
U.S.C.C.A.N. 3741, 3742. In the Act, Congress responded to the need for a single, uniform
scheme of nationwide regulation by creating the Federal Aviation Administration (“FAA”) “to
provide for the regulation and promotion of civil aviation in such manner as to best foster its
development and safety, and to provide for the safe and efficient use of the airspace by both civil
and military aircraft.” Pub. L. No. 85-726, 72 Stat. at 731; see also id. § 103(c), 72 Stat. at 740
(declaring that the FAA consider, “as being in the public interest,” “[t]he regulation of air
commerce in such manner as to best promote its development and safety”) (codified as amended

at 49 U.S.C. § 40101(a)(1) (placing “safety” as “highest priority in air commerce”)). In





accordance with this goal, Congress authorized the FAA to exercise “full responsibility and
authority for the advancement and promulgation of civil aeronautics generally, including the
promulgation and enforcement of safety regulations.” H.R. REp. No. 85-2360, reprinted in 1958
U.S.C.C.AN. at 3741; see also S. REp. No. 85-1811, at 1 (1958).

As an essential aspect of the FAA’s authority over aviation safety, Congress expressly
empowered the agency to promulgate such standards for aircraft equipment as may be necessary
in the interests of safety, including that equipment “capable of being or intended to be used, in
the navigation, operation, or control of aircraft in flight.” See Pub. L. No. 85-726, § 601(a)(1),
(2), 72 Stat. at 775 (providing for the establishment of safety standards for “appliances,” as
defined in section 101(11) of the Act) (codified as amended at 49 U.S.C. § 44701(a) (requiring
minimum safety standards for “appliances and for the design, material, construction, quality of
work, and performance of aircraft”)). Congress intended that the FAA exercise this exclusive
authority in a manner that would enable federal regulation to keep pace with advances in aircraft
equipment technologies. See H.R. REP. No. 85-2360, 1958 U.S.C.C.A.N. at 3747 (“Once
promulgated, the regulations must be applied and enforced, and, if need be, modified or repealed
to meet changing conditions. Rulemaking processes should not lag far behind advances in
equipment and techniques.”).

In 1978, Congress amended the Federal Aviation Act through the passage of the Airline
Deregulation Act (“ADA”). The ADA reaffirmed Congress’s interest in promoting federal
regulation of air safety, but the primary focus of the Act was on the creation of a competitive
market environment for air carriers nationwide. See Pub. L. No. 95-504, 92 Stat. 1705 (1978).

To prevent state interference with competitive market forces, Congress included a provision





within the ADA that, as revised, expressly prohibits a state from enacting or enforcing any
regulation that is “related to a price, route, or service of an air carrier.” 49 U.S.C. § 41713(b).

REGULATORY BACKGROUND

In accordance with its statutory obligations under the Federal Aviation Act, the FAA has
developed an extensive system of aviation safety certification and regulation. This system
governs, among other aspects of aviation safety, certification of aircraft design and manufacture
in accordance with federal airworthiness standards (including those for aircraft equipment), 14
C.F.R. Parts 21, 23, 25, 27, 29", 31, and 33; certification of the safety of operators seeking to
transport cargo or members of the public in specified operations, 14 C.F.R. Parts 119, 121, 125,
and 135; the operation of aircraft in specific classes of airspace, 14 C.F.R. §§ 91.101-91.145; the
flight rules under which an aircraft is operated (whether by visual or instrument flight), 14 C.F.R.
§§ 91.151-91.193; and equipment requirements for aircraft depending on the rules under which
they are certified to operate, 14 C.F.R. §§ 91.203-91.223.

In order to build an aircraft, such as a helicopter, or certain aircraft equipment, a
manufacturer must obtain a type certificate from the FAA. See 49 U.S.C. § 44704; 14 C.F.R.

Part 21; see also United States v. S.A. Empresa de Viacao Aerea Rio Grandense, 467 U.S. 797,

816 (1984) (describing FAA’s “system of compliance review” as important aspect of Secretary’s
discretion to “enforc[e] compliance with minimum safety standards™). That aircraft’s eligibility
for a certificate depends on whether the manufacturer has conformed its design to comply with

FAA regulations governing the conditions under which the manufacturer intends the aircraft to

" 14 C.F.R. Part 29 contains those standards applicable to type certificates for helicopter
manufacture.





operate. See 14 C.F.R. § 21.21; see also 14 C.F.R. Part 29 (specifying airworthiness standards
for helicopter design, including “Subpart F - Equipment”). After evaluating the aircraft design
and equipment for airworthiness and safety, the FAA may issue a type certificate. Id. In most
cases, once the type certificate is issued, the aircraft and its equipment may not be altered unless
the FAA issues a supplemental type certificate or approves a one-time alteration. See 14 C.F.R.
§21.113.

In addition to the certification process for aircraft at the time of manufacture, operators of
aircraft seeking to transport passengers or cargo on an on-demand basis, such as air ambulances,
must obtain an air carrier certificate pursuant to 14 C.F.R. Part 135. See 49 U.S.C. § 44705; see
also 14 C.F.R. Parts 119, 135. The FAA cannot issue that certificate unless it finds “that the
person properly and adequately is equipped and able to operate safely.” 49 U.S.C. § 44705. In
furtherance of this goal, the certificate must contain “terms necessary to ensure safety in air
transportation.” Id. Thus, prior to issuing an air carrier certificate, the FAA must analyze the
proposed operations of the carrier’s aircraft to determine whether it can operate safely under the
specified conditions. See id.; see also 14 C.F.R. Part 135.

Federal regulations also require Part 135 certificate holders, among others, to operate in
accordance with operations specifications issued by the FAA. See 14 C.F.R. §§ 119.5(]);
119.21(a)(4), (5); Part 119 Subpart C. These operations specifications detail the kinds of
operations that the operator is authorized to conduct, the category and class of aircraft that may
be used in those operations, and any authorized exemption from federal regulations. Id.

§ 119.49(¢c)4), (5), (11).





PROCEDURAL BACKGROUND

Plaintiff, Air Evac EMS, Inc. (“Air Evac”), is a provider of emergency air ambulance
services in Tennessee, whose helicopters operate out of bases in Tennessee, Kentucky, and
Alabama. See Am. Compl. 4 1, 8. As an air ambulance provider, Air Evac is dually regulated
by the FAA and by the Tennessee Board of Emergency Medical Services (“the EMS Board”),
which is authorized by Tennessee law to regulate emergency medical services in the State. See
TENN. CODE ANN. § 68-140-501, et seq.

On the federal level, the FAA has certified Air Evac to “conduct operations . . . using
aircraft with the approved configuration and operations described” in the operations
specifications issued to Air Evac. See Air Evac Op. Specs. at A003-1 (attached as Ex. A to
Buckingham and Pickering Affs., submitted in support of P1.’s Mot. for Summ. J.). These
operations include on demand use of Air Evac’s aircraft in conditions allowing for visual flight,
but exclude operations under instrument flight rules. See id. at A003-1, A004-3. The operations
specifications also specifically authorize Air Evac’s intended use of its helicopters “to conduct
helicopter emergency medical services (HEMS)/air ambulance operations in accordance with 14
CFR Part 135 and this operations specification.” See id. at A021-1.

However, the State of Tennessee has imposed different standards for Air Evac’s
equipment. On March 17, 2005, the State’s EMS Board notified Air Evac that some of its
helicopters lacked equipment required by Tennessee EMS Rule 1200-12-1-.05(2)(c)(2), (3), and
(4), which specifies “Air Ambulance Standards” for aircraft providing emergency medical
services. See also Am. Compl. 9. The equipment that Air Evac’s helicopters lacked fell into

the category of “air ambulance design and navigational equipment”: “Two very high frequency





omnidirectional ranging (VOR) receivers”; “One nondirectional beacon receiver”; and “One
glide slope receiver.” See TENN. Comp. R. & REGS. 1200-12-1-.05(2)(¢)(2), (3), (4). In response
to the notice from the Board, Air Evac filed a Petition for Declaratory Order, asserting that the
FAA had preempted the provisions of the EMS Rule at issue by fully occupying the field of air
safety regulation. Am. Compl. 9 15; see also Pet. for Declaratory Order (attached as Ex. B to
Am. Compl.).

In response to the Petition, the Board held a contested case hearing, ultimately concluding
that the EMS Rule was not preempted by FAA statutes or regulations. See Order of EMS Board
(attached as Ex. B to Defs.” Mot. to Dismiss or for Summ. J.). The ruling of the Board rested on

an unreported district court decision from the Eastern District of Tennessee, Witt v. Hanger One,

Inc., Case No. 1-81-29 (1982) (attached as Ex. G to Defs.” Mot. to Dismiss or for Summ. J.),
which found that the FAA’s regulation of air safety did not expressly or impliedly preempt the
State of Tennessee’s regulation of emergency medical services. Because the two entities sought
to achieve different, but mutually consistent, goals through regulation, the Court held that FAA
regulations did not conflict with State regulations governing air ambulance operations. Id. at §8-9.
In light of this holding, the Board concluded that “there is no shown direct and positive conflict
because the regulations seek the same object and impose the same character of obligation as does
the federal act.” Order of EMS Board at 3.

Following the Board’s decision, Air Evac filed the present lawsuit, alleging that the
equipment requirements in Tennessee’s EMS Rule are preempted by the Federal Aviation Act
and FAA regulations. Am. Compl. {9 21-22. Air Evac later sought to expand the scope of the

Complaint to include a challenge against EMS regulations governing crew safety and training.





See Mot. for Leave to File Am. Compl. However, the Court denied the request in an August 23,
2006, order on the ground that such regulations were not at issue in the proceedings giving rise to
this lawsuit. Air Evac moved the Court to reconsider that decision, and the Court denied the
motion on October 23, 2006.
ARGUMENT

Tennessee’s mandatory equipment requirements for aircraft, specifically air carriers
operating air ambulance services in the State, are preempted by federal law. Under our federal
system of government, “[the] Constitution, and the Laws of the United States which shall be
made in Pursuance thereof; and all Treaties made, or which shall be made, under the Authority of
the United States, shall be the supreme Law of the Land; and the Judges in every State shall be
bound thereby, any Thing in the Constitution or Laws of any State to the Contrary
notwithstanding.” U.S. CONST. art. VI, cl. 2.

Federal preemption of state regulation under the Supremacy Clause occurs in several
different circumstances. First, Congress may expressly prohibit state or local regulation of an

issue. Schneidewind v. ANR Pipeline Co., 485 U.S. 293, 299-300 (1988). Second, in the

absence of express language, Congress may implicitly indicate an intent to occupy a given field
to the exclusion of other regulation. Id. Implicit preemptive intent may be inferred “where the
pervasiveness of the federal regulation precludes supplementation by the States, where the
federal interest in the field is sufficiently dominant, or where ‘the object sought to be obtained by
the federal law and the character of obligations imposed by it . . . reveal the same purpose.” 1d.

at 300 (quoting Rice v. Santa Fe Elevator Corp., 331 U.S. 218, 230 (1947)). Finally, when

compliance with both federal and state regulations is a physical impossibility, or state law is an





obstacle to congressional purposes, the doctrine of conflict preemption prohibits operation of the

state law. Gustafson v. City of Lake Angelus, 76 F.3d 778, 783 (6th Cir. 1996).

The focus of all of these inquiries is congressional intent. Id. In determining this
preemptive intent in a particular case, “great deference” must be given “to the views of a federal

agency with regard to the scope of its authority.” Id. at 786 (quoting Chevron U.S.A., Inc. v.

Natural Res. Def. Council, Inc., 467 U.S. 837, 844 (1984)). Indeed, the actions of federal

agencies within the bounds of their regulatory authority have the same preemptive effect on state

regulation as an act of Congress. Capital Cities Cable, Inc. v. Crisp, 467 U.S. 691, 699 (1984).

In the present case, the specific equipment requirements contained within Tennessee’s
EMS Rule intrude on an area of law that is exclusively regulated by the federal government.

L The Express Preemption Provision of the Airline Deregulation Act (“ADA”)
Precludes a State from Imposing Mandatory Equipment Requirements on Aircraft

As originally enacted, the Federal Aviation Act of 1958 did not contain any express

preemption provision. See Morales v. Trans World Airlines, Inc., 504 U.S. 374, 378 (1992).

However, in 1978 Congress included a provision within the ADA expressly prohibiting a state
from enacting any regulation “relating to rates, routes, or services of any air carrier.” Id.; see also
49 U.S.C. § 41713(b)>. This express preemption provision is interpreted broadly, applying even
to those state laws that have only an indirect effect on rates, routes, or services. See Morales, 504

U.S. at 383-84, 386 (citing Black’s Law Dictionary’s definition of “‘relating to’” as ““to stand in

some relation; to have bearing or concern; to pertain; refer; to bring into association with or

* Congress revised this clause in 1994 to apply to a regulation “related to a price, route, or
service of an air carrier.” Am. Airlines, Inc., v. Wolens, 513 U.S. 219, 223 n.1 (1995). This
revision was not intended to impose any substantive change. Id.
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connection with’”). Accordingly, the preemption provision applies to any state regulation
“having a connection with or reference to” a price, route, or service.” 1d. at 384.

In the present case, Tennessee’s aircraft equipment requirements in the EMS Rule have a
direct “connection with or reference to” the types of services that air ambulance operators may
choose to provide. The Rule requires that “[a]ll helicopters performing aeromedical missions
shall be equipped with avionics and instruments necessary to enable the pilot to execute an
instrument approach under instrument meteorological conditions” and then specifies the
equipment necessary for such operation, including two very high frequency VOR receivers, one
nondirectional beacon receiver, and one glide slope receiver. TENN. Comp. R. & REGS. 1200-12-
1-.05(2)(c). Accordingly, to operate as an air ambulance in Tennessee, aircraft must have
equipment that the State specifies.

As a general matter, the EMS Rule imposes a burden to entry on all air ambulance
operators who seek to operate in the State of Tennessee by requiring compliance with two
separate regulatory schemes. Air Evac, for example, chose to enter the Tennessee market
without the equipment required by the EMS Rule. Although certified for operation by the FAA,
the EMS Rule nevertheless renders Air Evac’s operation unlawful. The EMS Rule therefore

effectively prohibits Air Evac, as presently certified by the FAA, from providing any services to

* The Defendants note that the Federal Aviation Act, as amended, contains a savings
clause that preserves “other remedies provided by law,” 49 U.S.C. § 40120(c) (emphasis added).
Mem. in Supp. of Mot. to Dismiss or for Summ. J. at 10. As its language suggests, this clause
has been interpreted to preserve certain legal remedies, rather than permitting direct state
regulation of an air carrier. See Wolens, 513 U.S. at 232 (“The ADA’s preemption clause . . .
read together with the FAA’s saving clause, stops States from imposing their own substantive
standards with respect to rates, routes, or services, but not from affording relief to a party who
claims and proves that an airline dishonored a term the airline itself stipulated.”); see also
Morales, 504 U.S. at 384-85.
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residents of the State of Tennessee. See Am. Airlines, Inc., v. Wolens, 513 U.S. 219, 228 (1995)

(“We agree . . . that ‘Congress could hardly have intended to allow the States to hobble

299

[competition for airline passengers] through the application of restrictive state laws.’”) (quoting

Brief for Petitioner); see also Williams v. Express Airlines, I, Inc., 825 F. Supp. 831, 833 (W.D.

Tenn. 1993) (“Unquestionably, the object of plaintiff’s movement - to fly upon Flight 2463 - was
an ‘airline service.’”).

Moreover, the EMS Rule’s general connection to the “services” of an air carrier is
strengthened by the direct correlation between the EMS Rule’s specific equipment requirements
and the rules under which an operator chooses to fly. Even though the EMS Rule does not
expressly prohibit operation solely under visual flight rules, the Rule’s mandatory requirement of
instrument flight equipment imposes a burden on operators who, like Air Evac, choose not to
operate with such equipment. As operators would have to purchase, install, and seek
certification for the specified equipment, this burden may be substantial enough to compel
certain operators to provide instrument operations. This burden therefore has a direct
“connection with or reference to” a Tennessee operator’s decision whether to provide services

under conditions requiring instrument flight. Cf. Wellons v. Northwest Airlines, Inc., 165 F.3d

493, 495-96 (6th Cir. 1999) (examining claim’s connection to “air safety” and “market

efficiency” in order to determine whether matter is expressly preempted); Margolis v. United

Airlines, Inc., 811 F. Supp. 318, 321 (E.D. Mich. 1993) (“‘[A] state may not interfere with the

299

services that carriers offer in exchange for their rates and fares.”’) (quoting Implementation of

Preemption Provisions of the ADA of 1978, 44 Fed. Reg. 9948 (Feb. 15, 1979)). Accordingly,

the equipment requirements of the EMS Rule are preempted by the express language of the

11





ADA.

I1. The Navigational Equipment Requirements of the EMS Rule Are Preempted by
Exclusive Federal Authority Over the Field of Aviation Safety

Even if the Court were to find the express preemption provision of the ADA inapplicable
to the present case, that finding would not end the Court’s inquiry.* Congress may also implicitly
indicate an intention to occupy a field exclusively. Schneidewind, 485 U.S. at 300. In the
present case, that indication is discernible in Congress’s delegation of exclusive authority to the
FAA, under the Federal Aviation Act, to regulate aviation safety in general and aircraft
equipment in particular. See H.R. REP. No. 85-2360 (1958), reprinted in 1958 U.S.C.C.A.N.
3741, 3741 (indicating Congress’s intent to place “full responsibility and authority” for air safety
with the FAA); S. REp. No. 85-1811, at 1 (same); Pub. L. No. 85-726, § 601(a)(1), (2), 72 Stat. at
775 (codified as amended at 49 U.S.C. § 44701(a)) (requiring FAA to promulgate safety
standards for appliances); see also 49 U.S.C. § 40103 (requiring the FAA to develop plans for the
use of navigable airspace, an area within the “exclusive sovereignty” of the United States
government, “to ensure the safety of aircraft”). And the FAA has created an extensive regulatory
scheme to govern aviation safety in the exercise of its delegated authority, based in large part on
the FAA’s certification of aircraft and aircraft equipment at the time of manufacture, production,
and operation. See, e.g., 49 U.S.C. §§ 44704, 44705; see also, e.g., 14 C.F.R. Parts 21, 23, 25,

27,29, 31, 33 (airworthiness standards for type certification); 14 C.F.R. Parts 119, 121, 125, 135

* For example, in Greene v. B.F. Goodrich Avionics Sys., Inc., 409 F.3d 784, 794-95 (6th
Cir. 2005), the Sixth Circuit relied on an implied preemption analysis despite the existence of the
express preemption provision in the ADA. See 409 F.3d 784; see also Freightliner Corp. v.
Myrick, 514 U.S. 280, 288-89 (1995) (no rule exists to bar a finding of implied preemption
despite the existence of an express preemption provision); Abdullah v. Am. Airlines, Inc., 181
F.3d 363, 372-73 (3d Cir. 1999).
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(standards for air carrier certification); 14 C.F.R. §§ 91.203-91.223 (equipment requirements for
visual and instrument flight).

Congress’s desire for a uniform, nationwide system of aircraft and aircraft equipment
safety, combined with the FAA’s exercise of its authority under the Federal Aviation Act, leaves
no room for state regulation in this field. Recognizing this fact, the Sixth Circuit has concluded
that state regulation of aviation safety, including state standards of care for aircraft equipment, is

impliedly preempted. See Greene v. B.F. Goodrich Avionics Sys., Inc.,” 409 F.3d 784, 794-95

(6th Cir. 2005) (joining the Third Circuit in concluding that aviation safety is “exclusively
federal in nature” and that federal regulation “preempts the field from state regulation™);

Gustafson, 76 F.3d at 786 (holding that “FAA regulations preempt local law in regard to aircraft

safety, the navigable airspace, and noise control”); see also Abdullah v. Am. Airlines, Inc., 181
F.3d 363, 371 (3d Cir. 1999) (“Because the legislative history of the FAA and its judicial
interpretation indicate that Congress’s intent was to federally regulate aviation safety, we find
that any state or territorial standards of care relating to aviation safety are federally preempted.”);

Command Helicopters, Inc. v. City of Chicago, 691 F. Supp. 1148, 1150-51 (N.D. Ill. 1988)

(holding City ordinance imposing equipment requirement on helicopters preempted by FAA’s
“rules, regulations and standards for the certification and operation of various types of aircraft”).

The EMS Rule’s aircraft equipment requirements intrude directly on the FAA’s exclusive

> In Greene, the Sixth Circuit analyzed federal preemption of aviation safety in the
context of state standards of care for aircraft equipment. The Court held that the plaintiff’s
claim, based upon an allegedly defective gyroscope on a helicopter, was preempted by federal
regulations that exclusively occupied the field of aviation safety. See 409 F.3d at 794. In so
holding, the Court noted the district court’s finding that the plaintiff’s alleged defect, the lack of
a central database structure to track malfunctions, was not required by FAA regulations. See id.
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regulation of air safety. In the present case, the FAA certified the manufacture and design of Air
Evac’s aircraft pursuant to 14 C.F.R. Part 21 and the operation of that aircraft as specified by Air
Evac in its application pursuant to 14 C.F.R. Part 135. In addition, the operations specifications
issued by the FAA specifically authorized the company to “conduct helicopter emergency
medical services (HEMS)/air ambulance operations in accordance with 14 CFR Part 135 and this
operations specification.” Air Evac Op. Specs. at A021-1 (attached as Ex. A to Buckingham and
Pickering Affs., submitted in support of P1.’s Mot. for Summ. J.). However, that operation was
limited to visual flight, rather than instrument flight, based upon the equipment and design of the
aircraft involved. See id. at A003-1, A004-3. Accordingly, in issuing the operations
specifications and the Part 135 certificate, the FAA concluded that Air Evac’s operation as an air
ambulance under visual flight rules was consistent with FAA air safety regulations, including
those governing the navigational equipment on Air Evac’s aircraft.’

The specific equipment requirements in Tennessee’s EMS Rule would overrule the
FAA'’s certification that the aircraft is able to operate safely as an air ambulance in compliance
with federal regulations. According to the State of Tennessee, in order to safely provide such
services, Air Evac’s aircraft must contain specific equipment to enable the operator to perform an
“instrument approach.” TENN. Comp. R. & REGS. 1200-12-1-.05(2)(c). However, neither
instrument flight, nor the specific equipment mandated by the Rule, was required for Air Evac to
be certified. So long as Air Evac’s operations are conducted in accordance with applicable FAA

regulations and certification, Air Evac is permitted to operate as an air ambulance by the federal

% In the exercise of its discretion, the FAA explicitly exempted Air Evac from 14 C.F.R.
§ 135.143(c)(2) to allow the company to operate without a Mode S Transponder. See Air Evac
Op. Specs. at A005-1.
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government.

The holding of the Tennessee Emergency Medical Services Board, based upon an
unreported Eastern District of Tennessee opinion from 1982, is not persuasive authority for the
ability of the State to impose additional equipment requirements for aircraft. The Board relied

upon the Court’s holding in Witt v. Hangar One, Case No. 1-81-29, that federal law did not

preempt the Tennessee EMS Rule because the state’s concern for patient safety as expressed in
the air ambulance regulations does not conflict with the federal objective to ensure air safety.’
See, e.g., id. at 9. However, it is irrelevant for purposes of field preemption whether the federal
and state regulatory schemes conflict. The relevant question is whether the state action intrudes
on an area that is so extensively regulated by the federal government that it precludes

supplementation by the states.® See Pacific Gas & Elec. Co. v. State Energy Res. Conservation

and Dev. Comm’n, 461 U.S. 190, 212-13 (1983) (“State safety regulation is not preempted only

when it conflicts with federal law. . . . When the federal government completely occupies a
given field or an identifiable portion of it . . . the test of preemption is whether ‘the matter on
which the state asserts the right to act is in any way regulated by the federal government.’”)

(quoting Rice, 331 U.S. at 236); Abdullah, 181 F.3d at 374. The FAA has certified that Air Evac

7 In addition to field preemption, the Court in Witt analyzed express and conflict
preemption. However, the Court’s narrow express preemption analysis preceded the Supreme
Court’s broad construction of the ADA’s express preemption provision. See, e.g., Morales, 504
U.S. 374. And the Court’s conflict preemption analysis focused on requirements of the EMS
Rule, such as medical “litters,” that are not at issue in this case. See Witt at 4-5.

¥ The decision of the Tennessee EMS Board admits that its Rule directly encroaches upon
the same field of aircraft equipment safety that is regulated by the FAA. See Order of EMS
Board at 3 (“Clearly, there is no shown direct and positive conflict because the regulations seek

the same object and impose the same character of obligation as does the federal act.”) (emphasis
added).
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complies with federal regulations governing aviation safety. Tennessee’s Rule impermissibly
makes that determination contingent upon state approval.

III.  The Equipment Requirements in the EMS Rule Conflict with Federal Regulation of
Aviation Safety

While actual conflict is not necessary to demonstrate Congress’s intent to occupy a field
to the exclusion of other regulation, such conflict may provide an independent basis for a finding
of preemption when compliance with both federal and state regulations is a “physical
impossibility,” or state law acts as an obstacle to the “full purposes and objectives of Congress.”
Gustafson, 76 F.3d at 782-83. In the present case, the specific equipment requirements of the
Tennessee EMS Rule impede the federal regulatory scheme governing aviation safety. The Rule
requires that air ambulance helicopters be equipped with specific devices that would enable the
pilot to perform an instrument approach, including two VOR receivers, one nondirectional
beacon receiver, and one glide slope receiver. TENN. CoMP. R. & REGS. 1200-12-1-.05(2)(c).
Tennessee has therefore deemed this specific equipment necessary for operations within the state.

As an initial matter, actual conflict is demonstrated by the fact that, unlike the EMS Rule,
the FAA certified Air Evac for operation as an air ambulance but did not require, and in fact
expressly prohibited, Air Evac’s operation under instrument flight rules. Air Evac would have to
reapply for certification from the FAA in order to perform the instrument approach that the
equipment in the EMS Rule is designed to facilitate.

However, even assuming that Air Evac was federally certified to conduct instrument
flight operations, federal regulations governing the equipment necessary for instrument flight are

much more varied, based in large part on an operator’s proposed operations in different airspaces
9
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and conditions. See, e.g., 14 C.F.R. §§ 91.167-91.193, 91.205, Part 97. For example, federal air
traffic and general operating rules provide that certified civil aircraft operators seeking to operate
under instrument flight rules must equip their aircraft with, among other instruments, “[t]wo-way
radio communications system and navigational equipment appropriate to the ground facilities to
be used.” 14 C.F.R. § 91.205(d)(2) (emphasis added). Thus, when an operator of aircraft applies
for a Part 135 certificate, that aircraft must contain navigational equipment that would be
appropriate for operation by instrument flight rules. Id. And federal regulations would specify
which instruments could then be used at various airports for instrument approaches. See 14
C.F.R. Part 97 (providing for the promulgation of standard instrument approach procedures for
airports in the United States).

Accordingly, unlike Tennessee’s method of mandating specific navigational equipment to
be used in air ambulance operations, such as a VOR receiver or nondirectional beacon receiver,
the federal regulations take into account a number of factors before certifying aircraft and related
equipment for safe operation under instrument flight conditions.’ If Tennessee is allowed to
mandate the use of specific aircraft equipment, then the effective result is to supplant the federal
system with the EMS requirements, as air ambulance operators in Tennessee would, at a
minimum, be required to obtain that mandatory equipment. This result also hampers the federal
government’s ability to keep pace with advances in navigation technologies, such as Global

Positioning Systems, as there is no guarantee that state legislators will be willing to amend the

? This process also allows for lower costs to operators, who are able to obtain certification
using only that equipment necessary for safe operation in the areas and conditions in which they
seek to operate.
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EMS Rule when its requirements become outdated.'® This rigidity is one of the negatives that
Congress sought to prevent in providing discretionary authority over air safety to the FAA. See
H.R. REP. NoO. 85-2360, reprinted in 1958 U.S.C.C.A.N. at 3747.

Thus, while it may technically be possible for an air ambulance operator to comply with
both the Tennessee EMS Rule and federal airworthiness requirements when the requirements of
the Rule coincide with federal certification, the rigidity of the state scheme is inconsistent with

the approach mandated by federal regulations. See Int’l Paper Co. v. Ouellette, 479 U.S. 481,

494 (1987) (“A state law . . . is pre-empted if it interferes with the methods by which the federal
statute was designed to reach [its] goal.”).

IV.  The FAA’s Position Reserves Power to the State of Tennessee to Regulate
Emergency Medical Services Unrelated to Aviation Safety

The FAA does not seek to interfere with Tennessee’s ability to regulate the provision of
emergency medical services to protect patient safety. See, e.g., TENN. ComP. R. & REGS.
1200-12-1-.05(3)(b) (requiring, among other medical equipment, litters and patient assessment
devices on board air ambulance helicopters). However, that regulation must be limited to the

actual provision of medical services, rather than be directed toward or affect aviation safety."

' In fact, Air Evac states in the Complaint that the EMS Rule has already become
obsolete, as Air Evac uses more advanced navigational equipment. Am. Compl. q 10.

" To the extent that the Plaintiff asserts that federal law preempts all state regulations
affecting air ambulances, including those solely related to the provision of medical services, that
assertion is misguided. However, the Defendants are equally misguided in believing that the
FAA has provided them with authority to impose the avionics requirements at issue in this case
in an August 2006 letter from James J. Ballough to Mr. Joseph B. Phillips, attached as Exhibit F
to the Defendants’ motion. As Mr. Ballough explains in his declaration, attached as Exhibit A to
this Statement, the August 2006 letter requested that states encourage operators of air
ambulances to adopt, on a purely voluntary basis, “best practices” in the interests of safety. Ex.
A 9 5. In addition, the letter asked states to assist in solving the problem of “helicopter
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When state regulations intrude on the federal government’s regulation of aviation safety by
requiring specific avionics equipment, then the state regulation crosses over into an exclusively

federal domain. See City of Burbank v. Lockheed Air Terminal Inc., 411 U.S. 624, 633-34

(1973) (““Federal control is intensive and exclusive. Planes do not wander about in the sky like
vagrant clouds. They move only by federal permission, subject to federal inspection, in the
hands of federally certified personnel and under an intricate system of federal commands.’”)

(quoting Northwest Airlines, Inc. v. Minnesota, 322 U.S. 292, 303 (1944) (Jackson, J.,

concurring) (noting also that “Congress has recognized the national responsibility for regulating
air commerce”)).

The FAA has an important interest in prohibiting states from interfering with its
nationwide system of regulation in this field. Should states such as Tennessee be allowed to
impose their own aviation safety requirements, there is no guarantee that those requirements
would always be consistent with the FAA’s views concerning aviation safety. Moreover, if states
are allowed to impose specific equipment requirements on aircraft, then there is the potential that
an operator would be subject to piecemeal, and possibly conflicting, regulation on a state-by-state
basis. See Command, 691 F. Supp. at 1151 (“[I]f each locality in the nation was allowed to set
its own different requirements for aircraft operating within its limits, there would be a substantial

negative effect on commerce. The need for nationwide uniformity is clear.”). This is one of the

shopping” that is caused by the incomplete provision of information from state-regulated 911
dispatchers to air ambulance operators. Id. § 6. There is no dispute that the FAA encourages the
voluntary adoption of safety measures by operators as well as state regulation of medical services
unrelated to aviation safety. Id. 9. However, as Mr. Ballough explains, the letter specifically
notes that “the FAA retains responsibility for aviation safety.” Id. § 8. Accordingly, the letter
was never intended “to suggest that Tennessee . . . is authorized to regulate matters of aviation
safety.” Id.
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very problems that motivated Congress to place nationwide authority over air safety in the hands

of the FAA."? See, e.g., Abdullah, 181 F.3d at 368.

CONCLUSION

For the foregoing reasons, the United States respectfully asserts that the equipment
requirements imposed by the State of Tennessee in its EMS Rule are preempted by federal
regulation of aviation safety.

Dated November 29, 2006 Respectfully submitted,

PETER D. KEISLER
Assistant Attorney General

CRAIG S. MORFORD
United States Attorney

SANDRA M. SCHRAIBMAN
Assistant Branch Director
Federal Programs Branch

s/ Eric Womack
ERIC R. WOMACK (IL Bar No. 6279517)
Trial Attorney
U.S. Department of Justice, Civil Division
Federal Programs Branch
Post Office Box 883
Washington, D.C. 20044
Tel: (202) 514-4020
Fax: (202) 616-8470

Counsel for the United States

2 The problem posed by piecemeal regulation of aviation safety is particularly acute in
the context of air ambulance operations, as conflicting state regulations may limit the reach of the
emergency medical services that an operator could provide. Assume, for example, that the States
of Tennessee and Kentucky imposed differing equipment requirements for air ambulance
operations. If an operator chose to meet the Tennessee requirements, but failed to comply with
Kentucky’s, then the operator would be unable to assist in an emergency across state lines.
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SECTION 5. PUBLIC AIRCRAFT OPERATIONS

1. GENERAL.

A. Historically, public aircraft have been exempt
from many of the requirements in FAA regulations
applicable to civil aircraft, including those governing
aircraft airworthiness and flightcrew certification. The
passage of Public Law 103-411 (the Independent
Safety Board Act Amendment of 1994) made a major
change in the definition of “public aircraft.” This
change caused many former public aircraft operations
to become subject to the regulations governing civil
aircraft and pilot certification.

B. The general purpose of the new law, as reflected
in legislative history, is to extend FAA regulatory
oversight to some government aircraft operations. In
part, Congress determined that government owned
aircraft, which operate for commercial purposes or
engage in transport of passengers, should be subject to
the regulations applicable to civil aircraft. The new
law, (with certain exceptions) preserved as public
aircraft operations, those related to the performance of
certain governmental functions and, further, allowed
public agencies to receive reimbursement from other
public agencies for some operations conducted in
response to significant and imminent threats. The FAA
was also authorized to grant exemptions for operations
whose status had changed as a result of the new law.

2. OPERATIONAL DEFINITIONS. The status of
an aircraft as a “public aircraft” or “civil aircraft”
depends on its use in government service and the type
of operation that the aircraft is conducting at the time.
Rather than speaking of particular aircraft as public or
civil, it is more accurate to speak of the operation as
public or civil. For instance, an aircraft used in the
conduct of a search and rescue mission in the morning
can be operating in the performance of an inherent
governmental function while carrying a rescue team,
and is a public aircraft operation. That same aircraft
may be operating in the afternoon carrying the
governor of a State to a meeting and would then lose
its public aircraft status and would be considered a
civil aircraft operation.

A. The term “search and rescue” is frequently used
in context with the term “public aircraft.” Rescue
operations are most frequently conducted with aircraft
equipped with external devices that would not be

Vol. 1

authorized for operations on civil aircraft
(i.e., rappelling anchors). Search operations and the
subsequent rescue of persons that may be injured in
remote or inaccessible areas are conducted with
aircraft that do not meet the regulatory requirements
for Class D external-load operations but are used in an
emergency where the situation may be determined as
“life-critical.” The Advisory Circular (AC) 00-1.1,
Government Aircraft Operations, further defines the
term as follows: search and rescue is a term meaning
aircraft operations that are flown to locate people who
cannot be located from the ground. The term includes
operations where the aircraft is indispensable to the
search, or is the only feasible means of reaching the
victim. Victims would be considered to be “associated
with” the search and rescue operation. The term
“search and rescue” does not include routine medical
evacuation of persons due to traffic accidents and other
similar incidents or hospital-to-hospital patient
transfers.

B. Medical evacuation as a general matter, is not
considered a government function unless:

(1) The nature of the operation requires the use
of an aircraft with special configurations, which may
not be eligible for a standard airworthiness certificate,

(2) The victim cannot be accessed by ground
transportation,

(3) Insufficient number of properly certified
and equipped civil aircraft operating under the
appropriate rule, are available to complete the mission,
or

(4) Other, similar non-routine factors are
present.

C. Even when the above listed factors are present,
the public aircraft operator may be well advised to
fully document that nature of the mission and the
specific reason(s) for which a public aircraft operation
was requested. In addition to providing a record of the
operation, such documentation may mitigate or reduce
legal liability or alleviate the threat of litigation itself.

D. Operators of government-owned aircraft that
transport crewmembers or other persons (for other
than commercial purposes) whose presence is required
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to perform, or is associated with the performance of a
governmental function (i.e., firefighting, search and
rescue, law enforcement, aeronautical research, or
biological or geological resource management) would
still be considered a public aircraft operation. In each
case, when these persons are transported the use of the
aircraft must be necessary to perform the mission.

E. The FAA has consistently held that the term “for
commercial purposes” is synonymous with
“compensation or hire.” It is not necessary that a flight
be conducted for monetary profit to be considered to
be operated for compensation or hire. Even though
there is only “cost reimbursement” from one unit of
government to another, this reimbursement constitutes
“compensation.” If however, the units of government
share a common treasury, and the transfer of funds
simply between government elements or where the
reimbursement is simply an accounting of transactions
within the same unit of government, these operations
are not considered, for commercial purposes.

F. Government agencies may conduct both public
and civil aircraft operations with the same aircraft.
However, the operator will be required to maintain the
aircraft in accordance with the appropriate regulations
applicable to civil aircraft operations. Aircraft which
hold airworthiness certificates, should be handled in
accordance with the guidance provided in
Order 8700.1, General Aviation Operations Inspector’s
Handbook, volume 2, chapter 47, section 1,
paragraph 5.

G. If one State agency reimburses another agency
of the same State for the conduct of operations on its
behalf using a State aircraft and the units share a
common treasury, the operation is not considered to be
“for commercial purposes.”

H. If a federal agency reimburses a State agency for
conducting aircraft operations on the formers’ behalf
using State-owned aircraft, the operation would be
considered to be “for commercial purposes.” Generally
this operation would be a civil aircraft operation unless
the federal agency certified that the operation was
necessary to respond to a significant and imminent
threat to life or property (including natural resources)
and that no service by a private operator was
reasonably available to meet the threat. In that case
and with federal agency certification the operation
would be considered a public aircraft operation.

1. A lengthy discussion of public aircraft issues is
contained in FAA Order 8400.10, Air Transportation

6-24
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Operations Inspector’s Handbook, volume 1,
chapter 4, sections 8. It is not the intent of this
guidance to duplicate the information presented in that
order; however, the General Aviation Operations
Inspector should be aware of the process by which a
determination is made as to the validity of a public
aircraft operation.

3. OPERATING EXAMPLES.

A. It is perhaps easier to give examples of
operations that do NOT conform to public aircraft
operations than to describe public aircraft operations
specifically. The aviation safety inspector (ASI) should
be thoroughly familiar with the provisions of the AC
00-1.1. A few examples of prohibited operations under
the Public Law are available in this document, but it is
difficult to determine operations that are permitted.

B. Generally speaking, a public entity that responds
to a situation that might involve transport by air may
NOT operate as a public aircraft operation IF:

(1) The operation can be completed by another
means of transport (road ambulance) or civilian/
hospital air medical transport (Lifeguard helicopter).
An example would be a traffic accident in an urban or
downtown setting, on roads easily accessible to all
vehicles.

(2) The transport operation has been scheduled
in advance such as a patient transfer from hospital-to-
hospital. A transport operation conducted as a routine
flight, scheduled in advance can easily be
accommodated by a civil operator and therefore,
would not qualify as a public aircraft operation.

(3) A patient (or their insurance underwriter) is
expected to pay for services that include the transport
of a patient from an accident scene to a hospital or
clinic. Since commercial action is involved, this
operation would not qualify as a public aircraft
operation.

(4) A public entity is reimbursed for services
rendered and that reimbursement is NOT from a
common treasury (i.e., a transfer of funds from one
element of government to another element within that
same government). In this case, if the federal
government reimburses a local government for
mosquito spraying operations, the operation could be
considered “commercial” in nature.

(5) The transport of a rescued person from a
search and rescue mission to a hospital UNLESS no
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other means of transport is available and the mission
can only be accomplished from the air.

4. ROLE OF THE ASI.

A. Congress mandated that the FAA provide
regulatory oversight of some government aircraft
operations. The role of the FAA includes surveillance
and enforcement actions against government aircraft
operators that operate for commercial purposes or
engage in the transport of passengers.

B. One of the more difficult issues surround the
phrase, “No service by a private operator was
reasonably available.” This justification is frequently
used at the dispatch centers when emergency response
calls are received. The key phrase that needs to be
evaluated is that of, “no private operator was available
and capable of responding ...in a timely manner.”
Dispatch organizations need to be made aware of their
responsibility to the public and the government when
providing a controlling and coordinating service.

C. Operators of government-owned aircraft holding
any type of FAA certification will be included in the
normal surveillance activities such as spot inspections
of the aircraft and aircraft records. This includes any
aircraft exclusively leased to the Federal government.
Any aircraft or operation certificated by the FAA is
subject to this surveillance regardless of whether they
are acting as “public” or “civil.” For example, if a
public aircraft operation is being conducted with an

Vol. 1
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aircraft that holds an airworthiness certificate, the
operator’s maintenance records are subject for review.
If an inspector encounters an operator who states they
are operating under “public” status and questions arise
concerning that operation, the regional public aircraft
coordinator should be contacted for assistance.
Government-owned certificated operators who are
conducting public aircraft operations must be included
in the FSDOs annual planned surveillance activities to
ensure that their status remains unchanged.

D. When an ASI has been made aware of instances
where public aircraft operators are providing services
that are civil aircraft operations either due to their
commercial nature or the type of operation being
conducted the inspector should bring the issue to an
immediate supervisor for further action. Initial
contacts should be made with the Public Aircraft
Representative in the regional office and coordinated
with regional counsel and General Aviation and
Commercial Division, Operations and Safety Program
Support Branch, AFS-820.

E. 1t is not within the FAA’s purview to make direct
contacts with agencies providing emergency dispatch
services; however, the FSDO manager or a person
designated by the regional office may be in a position
to contact the supervising State agency, State Aviation
Department, or county administrators. During a
contact with a supervising agency, it would be
appropriate to discuss violations of PL 103-441.
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Air Medicine: Accessing the Future of Health Care

The use of air medical services (AMS) has
become an essential component of the health care
system. Appropriately used air medical critical
care transport saves lives and reduces the cost of
health care. It does so by minimizing the time the
critically injured and ill spend out of a hospital, by
bringing more medical capabilities to the patient
than are normally provided by ground emergency
medical services, and by quickly getting the
patient to the right specialty care. Dedicated
medical helicopters and fixed wing aircraft are
mobile flying emergency intensive care units
deployed at a moment’s notice to patients whose
lives depend on rapid care and transport. While
AMS may appear to be expensive on a single-case
basis compared with ground ambulance service,
examining the benefits behind the cost on an
individual and a system-wide basis shows that it
is cost-effective. The picture of a helicopter at the
scene of a car crash evokes visions not only of the
life-saving power of air medical services, but also
of the risks of the environment into which they
fly. Yet, air medical patient care and transportation
actually promises less risk to the patient than does
a patient’s hospital stay.

“Time is human tissue” is a saying that means
death and disability from severe injuries,

heart attacks, strokes, medical and surgical
complications, and other time-dependent
conditions often can be avoided if the right care
is provided quickly enough. AMS is a means

to bridge geography and time. As technology
provides new, time-sensitive care, the need for
AMS will increase. As the costs of the health care
system continue to rise, and the availability of
even routine health care in rural communities

is put at risk, AMS will play an increasingly
important role in the delivery of health care.

In these days of increased concern about
homeland security and emergency preparedness,
air medical services provide a valuable medical
resource that can transport patients and medical
staff long distances, as well as carry medical
equipment and medical supplies to the affected
area(s). AMS is an integral component of disaster
planning and management. The recent experience
of hurricanes Ivan, Katrina, and Rita illustrate the

I ' Fccutive Summary

essential role of AMS in evacuating critically ill
and injured infants and adults from hospitals and
nursing facilities as well as providing direct scene
support to disaster management teams. Without
a prompt and massive AMS response of both
dedicated air medical helicopters and fixed wing
aircraft to the Gulf Coast, thousands of additional
lives would have been placed at risk or even lost.

Integrated air medical resources are an essential
component of contemporary EMS systems. Today,
financial pressures, insurance issues, changing
federal regulations, and competition all are forcing
changes, consolidation, and in many cases reduced
services or closure of emergency departments,
trauma centers, hospitals and specialty physicians.
These factors have contributed to the increased

use of AMS to move patients to specialty centers,
particularly from outlying areas. As with EMS

in general, there has been a general lack of
overall system planning and design to guide the
development and implementation of needed
AMS. Mechanisms that might provide such
guidance, such as state EMS or health regulations,
certificate of need (CON) processes, and federal
aviation and healthcare regulations sometimes
conflict with one another, providing a jumble of
uncoordinated hurdles to AMS providers.

This paper lays out the historical development
and contemporary practice of air medicine,
serving as a resource framework for policy makers
and regulatory agencies charged with assuring the
provision of high quality air medical services to

the public.





History of Air Medical Services in the United States C-

...the landmark
National Academy of
Science white paper
Accidental Death and
Disability: The Neglected
Disease of Modern
Society underscored
the profound impact
of death and disability
caused by injury,
particularly in car

crashes.

In 1926, the United States Army Air Corps used a converted
airplane to transport patients from Nicaragua to an Army hospital
in Panama, 150 miles away. The routine interhospital military use
of airplanes' dates to World War II, as does the first air evacuation
of U.S. soldiers from the site of injury, which occurred in what was
then Burma.>?

The routine medical evacuation mission of helicopters, however,
evolved unintentionally during the Korean conflict in the 1950’s.
Because roadways in the fighting front of Korea were often rough
and indirect, they could not be relied upon for the rapid and gentle
evacuation of troops to the field surgical units. Instead, helicopters
on other missions would be rerouted to pick up the critically
wounded and fly them quickly and smoothly, often in time to
benefit from life- or limb-saving surgical care.

The Army, seeing this advantage over ground transportation, rapidly
began testing dedicated medical helicopters. During the course of
the war, over 22,000 troops were evacuated by helicopter. It is felt
that rapid, smooth field evacuation and the specialized skills offered
by surgeons seeing hundreds of patients earlier at the field hospitals
contributed to a reduced mortality rate for wounded, hospitalized
soldiers, compared with previous wars.*

The Viet Nam conflict brought further sophistication to the same
general concept: fast and smooth air evacuation of the critically
injured to field surgery for stabilization. The aircraft changed, as did
medical capabilities. Field emergency care and rapid evacuation for
over 800,000 troops reduced the war-long mortality even further.* ®

A theme from WWI through Viet Nam began to repeat: stabilize
the critically wounded soldier in the field, provide advanced care
enroute, and get the patient to a trauma-qualified surgeon in less
than an hour, and the extent and impact of injury, including the

likelihood of death, can be reduced.®

In 1966, the landmark National Academy of Science white paper
Accidental Death and Disability: The Neglected Disease of Modern
Society” underscored the profound impact of death and disability
caused by injury, particularly car crashes. It also detailed a lack

of coordinated response to injury, including the observation that
“Helicopter ambulances have not been adapted to civilian peacetime
needs.” ’

The National Academy of Science white paper contributed
substantially to the development of the modern EMS system
and its trauma care subsystem. Its impact was compounded by
the influence of returning military units, and military medical
helicopter pilots discharged to law enforcement and other public





safety flying roles. These led to the dual-purpose adaptation of
military and public safety helicopters to the evacuation of injured
civilians, such as the Military Assistance to Safety & Traffic
(MAST) program, established in 1970, and the Maryland State
Police aviation program which in March, 1970, became “the first
civilian agency to transport a critically injured trauma patient by
helicopter.” ®? The first civilian hospital-based medical helicopter
service was established in 1972 at St. Anthony’s Hospital in Denver,
Colorado.

By 1980, some 32 helicopter emergency medical services (HEMS)
programs with 39 helicopters were flying more than 17,000 patients
a year. By 1990, this grew to 174 services with 231 helicopters
flying nearly 160,000 patients. Ten years later, 231 helicopter
services with 400 aircraft were flying over 203,000 patients each
year.'” By 2005, 272 services operating 753 rotor-wing (helicopter)
and 150 dedicated fixed wing aircraft were in operation.' There
are now approximately a half-million helicopter and fixed wing
transports each year.'? Historically, the typical helicopter EMS
service has been operated by or affiliated with a hospital with one
or two aircraft.'? In the past decade, many of these services have
become independent, community-based resources with hospital
affiliations.

The rapid growth of AMS, particularly in the late 1980’s and again
in the last 5 years, can be attributed to changes in the overall health
care system. The need to quickly bring critically injured patients

to surgical care brought AMS (mainly medical helicopters) into
existence. In more recent years, the closure of rural hospitals because
of reimbursement and other financial pressures, or their conversion
to Critical Access Hospitals (CAH’s) with reduced services and
fewer specialist physicians, has created large geographical gaps in

the availability of specialized surgical resources. Unfortunately,

these rural areas are also the location of the most serious car crashes
and are where 60% of fatal crashes in the U.S. occur, a rate nearly
double that of similar accidents in suburban or urban areas."” The
use of aircraft with skilled medical crews helps to close these gaps
and improves access to specialist care. As more time-dependent
medical treatments (e.g. “clot-busting” drugs, angioplasty, or surgery
for heart attacks or strokes) have been shown to improve patient
outcomes, the absence of specialty care and physicians in these same
areas continues to contribute to the increased use of aircraft to get
patients rapidly to these life saving treatments at specialty hospitals.

800 — HEMS Growth: # of Services & Helicopters by Year
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AMS' First Misson: Trauma S

Levels of Medical Care
in EMS

BLS

ALS

SCT

RW

Basic Life Support
Medical service provided
by personnel trained to
be Emergency Medical
Technicians (EMTs)

Advanced Life Support
Medical service provided
by personnel trained to be
Paramedics.

Specialty Care Transport
Medical service provided by
personnel trained to conduct
procedures normally beyond
the scope of a paramedic.
Also known as Critical Care
service.

Fixed Wing Air Ambulance
Medical care provided in an
airplane because the closest
appropriate medical facilities
are either inaccessible,
difficult to reach, or located
a great distance away by land
vehicle.

Rotor Wing Air Ambulance
Medical care provided at
the ALS or Specialty Care
level in a helicopter because
the closest appropriate
medical facilities are either

inaccessible, difficult to
reach, or located a great
distance away by land
vehicle.

Research in the early 1970’s reinforced the notion held by
wartime physicians that, for the critically injured patient, surgical
intervention in the first hour after injury was crucial. The notion
of this “Golden Hour” has survived, with minor variation, to the
present day."*

With this influence, the Accidental Death and Disability...white
paper, and the fresh experience of military medical helicopter
success in this arena, it is understandable that civilian HEMS
adopted trauma as its predominant mission in its early years.

EMS Trauma Care: Basic Life Support (BLS) and
Advanced Life Support (ALS)

To grow more sophisticated in its patient care, following the
guidance of Accidental Death and Disability, EMS had to learn to
“do no harm” as a first priority in trauma care. Rough handling
and insufficient stabilization of breathing, bleeding, spinal injuries,
broken bones, and internal injuries can kill or further maim an
injured patient. Through the 1970’s and ‘80’s, EMS developed a
basic life support (“BLS”) capability. This was intended not only to
“do no harm,” but to provide stabilizing care such as techniques to
combat the loss of blood, help breathing, immobilize the spine, and
splint bones. Emergency medical technicians (“EMTs”) were and are
the primary BLS provider.

At the same time, an advanced level of life support (“ALS”, provided
primarily by paramedics and intermediate EMTs) began to evolve.
This was largely aimed at medical emergencies which could
potentially be reversed in the field such as cardiac or respiratory
arrest, diabetic crises, and allergic reactions. However, ALS providers
could also stabilize injured patients in much the same way military
medics did. Examples of ALS care for a trauma patient include
replacing lost blood with fluid into a vein, placing a breathing tube
in a compromised windpipe, and re-inflating a collapsed lung,.

As the nation’s healthcare system continues to change, the need
to move medically unstable, high-acuity, critically ill and injured
patients has dramatically increased. Specially-trained ICU staff
is required to support these patients with ventilators, multiple
infusion medications, and invasive medical cardiac, pulmonary,
and neurological monitoring. Short transfers are provided using
specially-equipped ground ambulances (known as critical care
ground ambulances) while longer distance inter-hospital transfers
rely on dedicated and specially equipped helicopters and fixed

wing aircraft.





These patient transports are overseen by referring physicians and
receiving specialist physicians using guidelines developed by the
National Association of EMS Physicians, the Air Medical Physician
Association, and the Association of Air Medical Services.'?

AMS Trauma Care: Speed, Access, and
Physician-Level Care

The 1966 White Paper: Accidental Death and Disability: The
Neglected Disease of Modern Society called for the development of

a sophisticated EMS system, specialty emergency departments,
and regional trauma facilities.” In parallel, the National Highway
Safety Act of 1966 was passed, funding the development of the
Department of Transportation with the authority to develop EMS
and trauma systems.'® The evolution of air medical services offered
the EMS system and the new trauma subsystem a new level of care
and transportation benefits."”

Higher Level of Care: The crews aboard air ambulances provide
more than the ALS-level medical skills and equipment found on
ground ambulances. They bring the additional skills and equipment
of a tertiary hospital, more advanced drugs, and more sophisticated
critical care medical skills whenever they respond to a community
hospital, to the scene of an injury or accident, or to a pre-planned
rendezvous point with a ground ambulance (a common practice for
fixed wing, or airplane, air ambulances). Critical care for especially
difficult breathing complications, blood and blood products, and
more sophisticated patient monitoring tools make air ambulance
helicopters more closely resemble a “flying emergency department”
than simply an air-borne version of the typical BLS or ALS-level
ground ambulance. This higher level of care is especially important
in rural areas which may have few ALS ground ambulances to call
upon, and even less critical care ground ambulance coverage.

The AMS team generally has physician level capabilities exceeding
those of ground ALS providers. The current configuration for the
medical crew on-board AMS is most typically a specially trained
critical care nurse and paramedic. Other specialist caregivers or
physicians may be added to the team as needed. This effectively
initiates tertiary hospital care directly at the patient’s bedside,
whether at the scene of an emergency or at a community hospital.
Almost exclusively, the AMS team handles the most critically ill and
injured patients, giving these caregivers more hands-on experience
in dealing with the most severe cases than the ground EMS
responders who see a large population of less emergently ill patients.
The benefits of air transport have been demonstrated to outweigh
any stressors that flying might add, even for the sickest trauma and,
IlOtably, heart attaCk patients. 18,19, 20, 21, 22, 23, 24, 25, 26, 27, 28, 29, 30
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Speed and Injury Protection

Helicopter air ambulances are used for the transport of patients
from the scene of an injury to a hospital, and for shorter flights
between smaller hospitals and trauma centers or specialty hospitals
(burn or cardiac centers, for instance). Fixed wing air ambulances
(airplanes) are used for transporting patients on longer inter-

hospital flights.

Air medical transport is beneficial not only because it provides a
higher level of medical care to the patient en-route, but also because
it provides a speedier response. When treating the critically ill or
injured, it is always important to minimize the time that patients are
out of a hospital and away from a physician’s direct care. Helicopters
fly point-to-point, minimizing the time out of hospital, and
avoiding the traffic delays experienced by ground ambulances. Fixed
wing air ambulances (airplanes) can cover much more distance in
less time than a ground ambulance. Sometimes the air ambulance
even provides a more comfortable ride, where less than optimal road
conditions result in discomfort for some patients.

All aircraft—fixed wing and helicopter—conduct about 500,000
patient transports in the United States alone each year, saving
millions of lives each decade.

Access: Patients isolated from ground EMS or trauma centers by
distance, lack of ambulance-passable roads and/or by terrain features
such as mountains, canyons, forests, and islands, benefit greatly
from air medical service. Helicopter EMS is also a powerful tool

in urban/suburban congestion.” Bringing patients home and/or to
more sophisticated medical care from distant sites of illness or injury
(called “repatriation”) is one major use of fixed-wing (airplane) air
medical service.

A greater number of communities, particularly those in rural areas,
are finding themselves cut-off from access to emergency care because
of recent changes in the health care delivery system in this country:

D Emergency departments in community hospitals have declined
from just over 5,000 in 1992 to approximately 4,600 in 2002, a
trend that is expected to continue.*

D The number of the most sophisticated trauma centers has
declined in the same time period.

D Specialty care and specialists are increasingly housed in urban
specialty centers and are less available in non-urban settings.

D Overcrowding of hospital emergency departments and the lack
of critical care and specialty beds often causes hospitals to divert
EMS patients.

Due to the above factors, AMS, and especially HEMS, is becoming
the health care safety net and access point for many non-urban
individuals and communities.





Putting it all Together:
AMS and the Trauma System

The “Golden Hour” concept provides that along the route to

the surgeon’s knife in that first hour, a patient should benefit from
an organized EMS system which provides increasingly advanced
care (e.g. BLS to ALS to the physician-level care provided by air

medical crews).

The complete EMS trauma subsystem must include:

D Rapid discovery of the injured patient and notification of EMS.
D Fast response of BLS EMS.

D Early activation by trained and authorized requesters.

D Timely availability of ALS resources.

D Rapid access to physician level intervention through HEMS
response or the closest Emergency Department.

D Rapid transport to identified trauma centers.

D Inter-hospital transfer to needed specialty care by critical care
ground ambulance helicopter or fixed wing air ambulance as

needed.
D Excellent planning and coordination of EMS resources.

D uality assessment of each component in the combined air and
y
ground emergency response.

A recent paper cites the Maryland system as having these
components in place and organized well, and calls upon other
systems to emulate it.”® It has been well demonstrated that
organized trauma systems with trauma centers save lives. 433637
In the early 1980, the first analytical actempts to determine the
life-saving impact on mortality by HEMS response to injury scenes
began to appear, largely demonstrating reductions in mortality
compared with ground systems.'#-2% 3

Since the ‘80’s, there have been many published medical studies
which have attempted, through a variety of means, to assess HEMS’
impact on trauma mortality and morbidity for both scene and inter-
facility flights. Overall, these studies have demonstrated the power
of HEMS to affect improvements in trauma-related mortality and
morbidity.*” 4

As a part of an organized trauma system, HEMS cuts the injury-to-
operating-room time significantly. Medical helicopters, dispatched
simultaneously with ground EMS, *' can give over 54% of the US
population access to a full-service trauma center within 60 minutes
that they otherwise would not have.*?

As a part of an
organized trauma
system, HEMS

cuts the injury-to-
operating-room time

significantly.





Traumatic Brain Injury
(TBI) is the leading
cause of death and
disability in both
children and adults in
their most productive
years. As with any major
injury, treatment of TBI

is time-critical.

Medical helicopters also discourage time-costly intermediate stops at
small, non-trauma center hospitals. Such stops have been shown to
be detrimental to trauma patients, even where HEMS is called from
that hospital for the final leg of the trip.* %

In the future, improvements in cell phone technology and
automatic crash notification (ACN) technology in cars may cut

the time required to discover and report a crash injury to almost
zero. Using “urgency” indicators generated by automatic crash
notification data sent from crashed cars to dispatch centers, along
with special medical protocols for assessing the probability of severe
injury from the crash, will soon provide a rational and effective way
for helicopters to be launched within minutes of an accident, no
matter how remote, thereby further improving the speed of EMS
response to patients. ¥

Examples of recent study findings demonstrate that:

¢+ DPatients severely injured enough to require inter-facility transfer
were four times more likely to die after the HEMS serving that
area was discontinued.“®

¢+ HEMS reduced injury mortality by 24% in a multi-center
study with some 16,000 patients in Boston.”

¢+ Even injury patients in urban areas experienced a transport-time

benefit by HEMS in 23% of the cases.’!

Traumatic brain injury (TBI) is frequently associated with events
causing severe, multiple trauma in patients, and is the leading
cause of death and disability in children and in adults in their
most productive years.*® As with other major injury, treatment

of traumatic brain injury is time-critical. Outside of urban areas,
the reduced availability of the neurosurgical services required to
treat traumatic brain injury has posed a challenge to EMS. Recent
studies indicate that early advanced care by air medical crews and
air transport to definitive care by a neurosurgeon can overcome this
challenge, resulting in significant improvement to moderately and
severely traumatic brain injured patients. 2% %-50.5152

HEMS is generally effective in trauma care circumstances such
as when:

D There is an extended period required to access or extricate a
remote (e.g. injured hiker, snowmobiler, or boater) or trapped
patient (e.g. in a crashed car) which depletes the time window
to get the patient to the trauma center by ground.

D Distance to the trauma center is greater than 20 to 25 miles.





D The patient needs medical care and stabilization at the ALS
level, and there is no ALS-level ground ambulance service
available within a reasonable time frame.

D  Traffic conditions or hospital availability make it unlikely that
the patient will get to a trauma center via ground ambulance
within the ideal time frame for best clinical outcome.

D There are multiple patients who will overwhelm resources at the
trauma center(s) reachable by ground within the time window.

D EMS systems require bringing a patient to the nearest hospital
for initial evaluation and stabilization, rather than by-passing
those facilities and going directly to a trauma center. This may
add delay to definitive surgical care and necessitate HEMS
transport to mitigate the impact of that delay.

D There is a mass casualty incident.’® >

In rural and frontier areas, HEMS and fixed wing aircraft play a
particularly important role.”

D  Where the nearest ground ambulance is further, by travel-
time, from the scene of injury than the nearest HEMS, the air
medical service may be the primary ambulance for critically ill
and injured patients in that area.

D Where the nearest ALS-capable medical facility is further, by
travel-time, from the scene of the injury than is a HEMS or a
fixed wing provider, the air medical service may be the primary
ALS provider for critically ill or injured patients in that area.

D Where blood supplies or availability of other medical supplies
or equipment are limited or non-existent, jeopardizing the care
of the patient, the air medical service can bring these resources
to the hospital with the patient.

D The air medical service can transport specialized medical staff
(surgical, emergency medicine, respiratory therapy, pediatric,
neonatal, obstetric, and specialized nursing staff) to assist with
a local mass casualty event or to augment the rural/frontier
hospital’s staff in stabilizing patients needing special care before
transport.

Diagram of a Fixed Wing Transport
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New Missions for Air Medical Services C_

54% of all air medical
transports are hospital
to hospital, 33% are
scene responses, and
13% are other types
(e.g. organ procurement
and specialty/neonatal/
pediatric team

transport).

General Mission Profile

While the public primarily pictures the helicopter landing at a car
crash to help a victim with multiple injuries, in the last decade

air medical services have increasingly taken on a variety of new
missions. In fact, 54% of all air medical transports are hospital

to hospital, 33% are scene responses, and 13% are other types
(e.g. organ procurement and specialty/neonatal/ pediatric team
transport).'?

Most scene responses are for injuries, but inter-facility flights

(or, hospital-to-hospital transports) are often for critical illnesses,
such as heart attacks or strokes requiring surgical procedures
(including invasive cardiac treatment such as catheterization); acute
respiratory problems requiring prolonged intensive care; spinal
problems; burns; pediatric and neonatal illness complication;

limb reattachment; organ transplants; and complications in high
risk pregnancy. These inter-facility missions are showing patient
outcome improvements as well.> 4050

Cardiac Care and “Heart Attacks”

A heart attack occurs when an artery in the heart is blocked by
a clot, and the heart muscle supplied by that artery is therefore
deprived of oxygen. This causes chest pain, and the muscle is in
jeopardy of dying. Untreated, these blockages can permanently
damage the heart causing death or an otherwise reduced quality

of life.

As with critical injuries, there is a window of time (generally
thought to be two hours from symptom onset) in which the heart
may be effectively treated before it, and the patient, die or are
disabled. At any time in this window, the compromised heart may
stop or otherwise require emergency treatment to keep the patient
alive. Out of hospital, HEMS ALS has proven effective in dealing
with these emergencies. Ultimately, these patients need either special
medications or surgical procedures at specialist cardiac intervention
hospitals to break up the blood clot, allowing blood and the oxygen
it brings to return to the affected heart muscle. Done within those
two hours, the heart may be undamaged or damage may be limited,
allowing the patient not only to live, but to recover a normal life.

Similar to trauma centers, cardiac intervention centers have been
developed to provide the more effective of these increasingly-
common surgical treatments. The scarcity of cardiac intervention
centers, particularly outside of urban areas, suggest a role, supported
by studies to date, for HEMS in quickly transporting patients, even
patients whose hearts have stopped and been restarted, from remote
hospitals to these centers.?! 232526305758, 59





Cerebrovascular Accidents /
Strokes and “Brain Attacks”

Like heart attacks, some strokes are caused by interruption of blood
predominately from a blood clot, only this time in the brain. As

in heart attacks, there is a window of time (optimally within 90
minutes but generally no more than three hours) in which clot-
busting treatment can result in patients suffering little to no long
term damage and disability from these events. Therefore, patients
transported to specialty centers for the clot-busting treatment of
strokes can benefit from a well-coordinated ground and air system
to accomplish early transfer.®* ¢ 2

Complications of Pregnancy

When a pregnant woman experiences complications, they can be
life-threatening for both mother and child, and often require the
specialized care found in larger hospitals. Timely AMS transfer to
such facilities while the patient(s) receives care from obstetrical/
neonatal specialists has been shown to be safe, cost-effective and
beneficial. Transfer via critical care ground ambulance is also
successfully employed in these kinds of cases. However, when time
is critical and a specialty team from the receiving hospital is sent to
bring the patient(s) to the specialty center, air ambulance transport
minimizes the out of hospital time for both the patient and the

specialty care givers in a way that cannot be accomplished via
ground. 6 64666

Children

Children are very resilient patients who often do not show signs
of a severe illness or injury until they are close to death and then
suddenly deteriorate. When this occurs, they require access to
neonatal and pediatric intensive care units, which are becoming
increasingly limited. Therefore, the care of these neonates,
premature infants, and young children is another primary use of
AMS, with the speed and higher level of care provided en route by

an air medical team.

Complex Surgical and Medical Conditions

Air medical service is indicated for a number of other time-
critical patient conditions. Examples of these include aortic
aneurysms, poisoning or overdose, organ transplantation
(movement of patients and organs), respiratory complications
requiring ventilator support, need for emergency dialysis, or the
need for care in a hyperbaric chamber (e.g. carbon monoxide
poisoning and diving incidents).'> %4






Mass Casualty Situations and
National Preparedness

Helicopters and fixed wing aircraft play a vital role in emergency
preparedness because of their ability to rapidly move patients to
specialty care across a wide regional area. Hospitals close to the mass
casualty site will soon become overwhelmed with cases needing
attention, whether the patients are injured or ill; incapacitated due
to long-term electricity failures, lack of fresh water or dwindling
supplies and medication; or may even be evacuated due to local
conditions. While it is common practice to send less-injured
patients by ground to distant hospitals to reduce pressure on local
facilities, medical helicopters and fixed wing aircraft give those at
the scene the option of moving severely ill or injured patients to
more distant hospitals as well.

In cases of emergency, helicopters are also useful in evacuating
hospitals in areas threatened by hurricane or other disaster, and
are often utilized to bring medical staff, equipment and sorely-
needed supplies (such as blood and blood products) to the scene
when speed is important or roads are impassable. Fixed wing air
ambulances can expand that capacity by meeting up with medical
helicopters or critical care ground ambulance units to bring in
supplies or transport patients even further distances.

When incorporated into a local, regional or national emergency
response plan, air medical helicopters and fixed wing services
provide much-needed and highly-experienced resources that can be
deployed rapidly in times of disaster, either man-made or natural.
Since most of the air ambulances in the U.S. today are civilian, they
augment the nation’s emergency response capacity without cost to
the taxpayer.

Photos on this page courtesy of
David Krussow, STARFlight, Austin, TX.





‘D Issues Confronting Air Medical Services and Policy Makers

Growth in the number of air medical services and the types of
missions they tackle brings an increasing amount of attention to the
operation of those services and to the growth in their numbers.

Cost and Cost-Effectiveness

Maintaining the resources necessary to respond with an air
ambulance to an emergency is a complex and costly undertaking,
much like that of fire departments and hospital emergency
departments. The high fixed costs of maintaining a response
infrastructure are necessary in order to be ready to serve.

This is especially problematic in maintaining rural emergency care
services. Recent studies from the Capitol Area Health Roundtable
and the Government Accountability Office (GAO) have highlighted
that current reimbursement does not adequately support the cost of
maintaining services. %

Helicopters and fixed wing aircraft cost millions of dollars to
purchase or lease, operate, house and maintain.® Highly trained
crews available on a 24-hour/7 days per week basis, and the
infrastructure which governs, trains, funds, supports, and links
them and their service to the EMS system, are also expensive. As
few systems are publicly funded, maintaining the availability of this
essential resource inevitably translates into a single patient mission

charge that seems expensive in comparison with a lower-priced
ground ambulance for the same mission. It has proven a mistake,
however, to make such an isolated comparison and to equate the
lower charge with cost-effectiveness and the higher charge with cost-

prohibitiveness.

In the managed care push of the mid-1990’s, AMS was interpreted
by some in this way, as an expensive system contributing to the
high cost of health care.”” They postulated that the industry would
shrink and require redesign.®” That did not happen and, as the
value of AMS is increasingly demonstrated, reimbursement for air
medical services has actually improved and services have expanded
in response to other changes in the healthcare system.

At least one carefully constructed economic model comparing
helicopter versus ground EMS has been crafted.”® It demonstrates
that on a system level (that is, funding a system of air ambulances
versus a system of ground ambulances covering the same large
geographic area and volume of calls), the cost per patient
transported would be $4,475 for the ground system and $2,811 for
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indicate that air
medical transport has
the lowest cost per life

year saved of all EMS

interventions.

the air system (1991 dollars). A cost-effectiveness study of helicopter
EMS for trauma patients by Gearhart and colleagues concluded that
such service is, indeed, cost-effective.”! In looking at the cost per
year of life saved by 500 emergency medical interventions, another
researcher found the average to be $19,000 (e.g. clot-busting
medication treatment for heart attack is $32,678; kidney dialysis

is $40,000). That study estimated paramedic ground EMS to cost
$8,886 per year of life saved while the Gearhart paper establishes a
comparable figure for medical helicopter use of $2,454.7"72

As increasingly difficult decisions about apportioning health care
dollars in our aging society are faced, AMS should not only be
considered cost-effective in its current roles, but may increasingly
serve medically isolated populations in new ways.

Appropriate Utilization

Because AMS affects decisions about where patients are hospitalized,
how these patients get to health care facilities, and what kind of
care they receive en-route, hospitals and other EMS providers in

the areas served often show great interest in assuring that AMS are
being properly utilized. This is not always easy: because identifying
medical conditions in the field is challenging and some conditions
are asymptomatic, there is bound to be some use of AMS for those
who prove after the fact to not have needed it (“over-triage”) in
order to assure that those who will most benefit from AMS are not
“missed” (that is, deprived of the service, or “under-triaged”).

In 1990, the Association of Air Medical Services published a
“Position Paper on the Appropriate Use of Air Medical Services.
It established a set of circumstance-specific and patient-specific
criteria for approving flight requests and for retrospectively

»73

reviewing flight performance.

At least four states have used criteria such as these to review
utilization appropriateness and have found compliance with the
established criteria to be high.”*7> One of these states changed its
criteria to expand what was considered appropriate use of AMS
based on such a review.”

More recently, these triage criteria have been updated by the
National Association of EMS Physicians (NAEMSP) in a position
paper published in 2003. These “Guidelines for Air Medical
Dispatch” were endorsed by the Association of Air Medical Services
(AAMS) as well as by the Air Medical Physicians Association
(AMPA), which has also separately published AMS use criteria.
These guidelines are available not only to help establish criteria





for approving flights but also for reviewing utilization. It is
essential that mechanisms for prospective flight approval and for
retrospective utilization review be in place at the service level. It
is highly desirable that utilization review be accomplished on a
regional and/or state level where multiple services exist.

Two other tools for utilization appropriateness and improvement
exist for system planners. The first is a utilization predictor for
HEMS.”® Applying this predictor to a selected geographic area, and
then comparing its result against actual flight activity, may give
planners a better picture of the case mix and appropriateness. The

Leonard Davis Institute for Health Economics developed a model
for the optimal placement of trauma centers and helicopters called
TRAMAH (Trauma Resource Allocation Model for Ambulances
and Hospitals).”” It could be used to model against existing actual
patterns of activity for future resource allocation. A recent study
using this methodology identified that helicopters significantly
increased the number of persons who can reach a trauma center
within the “golden hour,” but also found that over 46 million
persons in the U.S. cannot reach a trauma center in a timely
manner.”® Continuing research using the same databases indicates
a correlation between lack of timely access to trauma centers and
access to HEMS.”

Safety

From 1972 through September, 2002, when HEMS safety research
by Dr. Ira Blumen of the University of Chicago Aeromedical
Network (UCAN) was completed, HEMS had flown approximately
three million hours, transporting some two and three-quarter

million patients.'” In that time, there were 166 crashes involving
HEMS, with 183 fatalities.'®

The UCAN study found that while the number of crashes each
year has fluctuated, the number per 100,000 patients lown had
dropped from 17.36 in 1980 to 5.5 in 2001." The risk to patients,
estimated over the years of the study, is reported as a fatality rate of
0.76/100,000 patients. Subsequent admission to a hospital carries
with it a greater risk of death from complications or errors: various
recent estimates range from 1.2/100,000 patents to 292/100,000
patients.'’

Nonetheless, any form of medical transport incurs inherent risk
and in the past few years there have been increased numbers of
accidents associated with the increased number of helicopters and
transports. In an editorial comment in the UCAN study, a past
president of the National EMS Pilot Association emphasizes that

A recent study using
the Trauma Resource
Allocation Model
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Transport medicine

is among the most
complex arenas of
medicine. Vision
Zero and the IHST
recognize the need
for multi-disciplinary,
collaborative, and
global efforts towards

improving safety.
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the causes of crashes haven't changed over the years. The top three
causes are “risk taking, pre-flight planning, and in-flight decision-
making,” reflecting the unique pressure placed on crews by the
condition of the patient and by the feelings of obligation to fly. The
AMS community has taken significant steps, particularly in the area
of aircrew resource management (a proven airline industry safety
tool) to improve its safety for patients.'” Some HEMS programs are
replacing aircraft, hiring pilots to fly under Instrument Flight Rules
(IFR), and employing new technologies such as night vision goggles
(NVG’s) and terrain avoidance warning systems (TAWS), especially
important when weather conditions abruptly change mid-mission.*

Transport medicine is among the most complex arenas of medicine,
and is characterized by the need to provide immediate access to
time-sensitive care for critically ill and injured patients at the

same time that operations are conducted in hostile environmental
conditions with limited planning time. As Justice Oliver Wendell
Holmes once noted: “to be safe does not mean to be risk free.”
Recognizing that risk cannot be completely eliminated, it is essential
both for the public served, and the pilots, nurses, paramedics,
physicians, and other health care providers who deliver care, that
the practice environment be as safe as possible. To that end, the
Association of Air Medical Services has already initiated Vision
Zero (http://visionzero.aams.org) and has joined the International
Helicopter Safety Team (IHST, wwuw.ihst.org), led by the American
Helicopter Society (AHS), the Helicopter Association International
(HAI), the Federal Aviation Administration (FAA), and Transport
Canada to reduce helicopter accidents by 80% in the next ten years.

These initiatives seek more effective methods and approaches

to avoiding errors in complex systems premised on the model

that providers must work collaboratively, on a voluntary basis,

with regulators to identify and accelerate the implementation of
best practice standards. These efforts focus on developing and
implementing strategies using cost benefit analysis and evidence
based best practices related to safety in order to prioritize investment
and financial plans to result in a goal of zero serious injuries or
fatalities.

Need for Improved Planning, Coordination and Oversight

Air medicine plays a unique role within the larger healthcare system.
It may be seen as a multifaceted endeavor working with EMS,
public safety, public health, and hospitals to create a bridge between
the location of a critically injured or ill patient (whether at a scene
or in a hospital) and distant specialist care. Air medicine is essential
to assuring this access, especially for patients in more rural settings.

Integrating air medicine into healthcare is essential at the local,
state, regional, and national level. The recently published national
consensus document, “Rural and Frontier EMS Agenda for the
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Future,” identified AMS as a vital component of rural and frontier
EMS systems, and as the only ALS-level service available in many
areas of the country.” It noted the proliferation of programs

and the absence, in many states, of planning, coordination and
regulation. It formally recommended that systems “plan, integrate
and regulate, at the state level, acromedical, critical care transport,
and other statewide or region wide systems of specialty care and
transportation.” >

The National Association of State EMS Officials (NASEMSO),
AAMS, and the National Association of EMS Physicians
(NAEMSP) have joined to undertake the development of a “best
practices” document for states to use in establishing planning,
coordination and oversight mechanisms. When it is available, state
EMS agencies should be encouraged to utilize it, as well as to work
with other entities with jurisdiction over AMS to better coordinate
regulation of these multi-state services.

In addition, as shown in the 2005 natural disasters in the gulf
states, civilian air medical services must be included as an integral
part of regional and national disaster response plans. Due to

the organization of air medical programs and the unique range
and speed of medically equipped and staffed aircraft, numerous
resources are immediately available to aid in disaster response and

Larry Downing/ Reuters

evacuations within a single state or on an interstate, regional basis.
Over and beyond their integral role in the emergency medical
services (EMS) system and their unique function as a bridge
between community and specialist tertiary care medical centers,
these providers also play an essential and multi-faceted role in the
response to major disaster events. Notably, the vast majority of air
medical transport services immediately available to a disaster event
are non-government provided services.

As illustrated by the problematic evacuation of hospitals in New
Orleans and parts of Mississippi following Hurricane Katrina,
without these “flying emergency departments,” literally thousands
of additional lives would have been lost. In any disaster situation,
time is of the essence. Prompt response to requests by public
safety, emergency medical services (EMS), hospitals, and regional
and state Emergency Operations Centers (EOC’s) is necessary

in order to maximize life saving services. Delays in requests and
poor coordination in authorizing response place additional lives

at risk prior to or post the disaster event. Plans must include pre-
designated authorized requesting agencies in order to facilitate rapid
deployment. It is essential that new Regional, State, and Federal
disaster response plans incorporate civilian air medical resources to
ensure the prompt and coordinated evacuation of critically ill and
injured, whether from hospitals or emergency scenes.

It is essential that
medical leaders

and policy makers
integrate air medical
resources in their
response and disaster
protocols in order to
assure the prompt and
coordinated care and
evacuation of critically
ill and injured patients
regardless of the size or

location of the event.






The Furure (T

Assuring the
availability of effective,
sustainable, and
available air medical
services is essential to
the development and
implementation of
effective emergency
response plans for
natural and man-made

disasters.

Maintaining access to care is an ever greater challenge for both
healthcare providers and policy makers. Natural and man made
disasters have highlighted the need for an effective, available air
medical system. This was exemplified in the air medical response

to victims of Hurricane Katrina in which thousands of lives were
saved during both scene response and the evacuation of critically ill
patients from hospitals. AMS has been shown to be cost-effective
when looking at total medical costs as well as lives saved. Much like
other effective healthcare interventions (such as trauma systems),
technologies (such as CAT scans), and specialty surgeries (such as
those for heart attacks patients), AMS is expensive to maintain. It
is essential that public policy and funding sustain AMS as a critical
part of the medical and emergency preparedness safety net in our
communities. Maintaining the readiness to respond is as essential as

the actual care delivered by AMS.

According to the US Department of Health and Human Services,
“It was estimated that in 2000 there were 605 million persons
worldwide aged 60 years or older. This number is projected to
increase to almost two billion by 2050.”%! The trend is particularly
noticeable in the U.S., with a rapidly aging population, especially
in rural areas. The emergency medical needs of this population are
reflected in the growing rates of trauma, as well as the increased
occurrence of time-critical conditions such as heart attack, stroke,
and non-trauma surgical emergencies (e.g. abdominal aneurysms
and stomach/intestinal bleeding).®* Recent studies examining the
response to elderly trauma patients have found that many of these
patients do not currently reach trauma centers in a timely manner.®>
84 As medical science creates new ways to intervene in medical
emergencies with technology that must be utilized within a critical
window of time, the need for air medical services to bring that
technology to patients, or to bring patients to that technology, will
increase.

Current financial pressures on the health care system will only
increase. The mismatch between demand and resource availability

is becoming more acute. These pressures will continue to erode the
availability of hospital based delivery of specialty care and life-saving
technologies, particularly in rural areas. The need for increased
access to ever scarcer specialty care resources, and the increased

need to make such care mobile will increase the need for AMS.

The Flying Doctor Service in Australia is one successful model of
providing both emergency and routine medical services by air to
far-flung populations.

The Association of Air Medical Services believes that it is essential
to assure that every person has access to quality air medical and
critical care transport when needed. It is imperative that policy and
funding support the availability and sustainability of AMS to every
community.
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ALS—advanced life support, a more advanced level of medical care provided in an ambulance, usually by
paramedics.

AMS—air medical services (provided either by helicopter or airplane)

BLS—basic life support, the most basic level of medical care provided in an ambulance, usually by First
Responders and EMT’s.

CAH—Ciritical Access Hospital as defined by the Centers for Medicare and Medicaid Services (CMS).

CCG—critical care ground, a ground ambulance providing a level of medical care higher than ALS, staffed with
specially trained nurses and paramedics.

EMS—emergency medical services.

EMS System—an arrangement of medical, public health, and public safety resources to prevent occurrences of
emergency illness and injury and to mitigate the impact of such occurrences which can’t be prevented. May be
local, regional, state, or national.

EMT—emergency medical technician, a medical caregiver with BLS level training.

Fixed Wing—airplane.

frontier—a rural region of the country that is unexplored or undeveloped.

HEMS—helicopter emergency medical services (helicopter air ambulance providing emergency medical services).

inter-facility transport—medical care provided en-route between two medical facilities, usually between a local
community hospital and a regional trauma center or other specialty center.

morbidity—the rate and extent of disease.

mortality—the rate of death.

paramedic—a medical caregiver with ALS level training.

Rotor Wing—helicopter.

rural—a region of the country that is outside of urban or suburban areas, with typically longer distances between

homes and medical services and more limited hospital and physician services.

tertiary hospital /care—a specialized, highly technical level of health care that includes diagnosis and treatment
of disease and disability in sophisticated, large research and teaching hospitals serving a large geographic region.
Specialized intensive care units, advanced diagnostic support services, and highly specialized personnel/specialist
physicians for cardiac, medical, trauma, neurological, pediatric, and neonate/infant care, are characteristic of
tertiary health care.

trauma—a bodily injury produced by violence or shock.

trauma subsystem—a category of EMS agencies and hospitals serving a larger-than-usual region because they
provide specialized care for victims of traumatic injury.
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SOCIATION OF EMS PHYSICIANS

GUIDELINES FOR AIR MEDICAL DISPATCH

David P. Thomson, MD, MS, Stephen H. Thomas, MD, MPH, for the 2002-2003 Air Medical
Services Committee of the National Association of EMS Physicians

INTRODUCTION

Air medical transport has become a
well-established part of the emer-
gency medical services (EMS) sys-
tem. Through the use of aircraft,
patients are moved swiftly and
safely throughout the world.
However, for a number of reasons,
the use of air medical transport
remains somewhat controversial.
One reason for this controversy is
that debate continues to surround
appropriate utilization of air med-
ical transport. Since the topics of
triage to air transport were last
addressed by the National
Association of EMS Physicians’
(NAEMSP’s) Air Medical Task
Force (hereafter abbreviated as “the
Task Force”), there has been signifi-
cant evolution of thought concern-
ing appropriateness of air medical
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dispatch. Therefore, the goal of this
position paper is to outline current
recommendations guiding utiliza-
tion of air medical transport.

This position statement builds
on earlier work by the Task Force
and replaces two previous position
statements.!? The first NAEMSP
position statement on the subject
was published in Prehospital and
Disaster Medicine in January-March
1992 as a contribution of the 1992
Task Force.! The 1994 Task Force
published a follow-up paper
addressing non-trauma and pedi-
atric considerations.? The current
Task Force members gratefully
acknowledge the work of the pre-
vious documents’ authors: Drs.
Nicholas  Benson, Catherine
Carruba, Dan Hankins, Richard
Hunt, and David Wilcox. The cur-
rent authors have also drawn upon
the work of other organizations,
including the Association of Air
Medical Services (AAMS)3 and the
American Academy of Pediatrics
(AAP),* which have produced sim-
ilar documents.

This position statement has also
been endorsed by the Air Medical
Physician Association (AMPA), by
approval of its Board of Directors.

DiscussioN

Air medical transport has grown to
the point where we commonly
speak of people being “life-flight-
ed.” As of this writing, the AAMS,
which represents the vast majority

265

of U.S. air medical providers,
reports 271 air medical program
members, 193 of which have a hel-
icopter EMS component.> The
growth of air medical transport is,
at least in part, due to a perception
that provision of such a service
results in benefits to the patients
and/or regions where air transport
exists. In some cases, the benefit
results from the increased level of
care provided by the air medical
crew; these individuals are gener-
ally trained to a higher level of care
than available ground EMS
providers. In other cases, the puta-
tive explanation for improved out-
come is the increment in speed
afforded by the air transport vehi-
cle. However, there is continued
debate surrounding use of air
transport.

One source of debate is cost.
Economic analyses have suggested
that helicopters are cost-effective,®
and that utilization of helicopters is
no more expensive than deploy-
ment of similarly configured
ground ambulances with compara-
ble staffing levels and response
times.” However, acceptance of
these premises is far from universal,
and acquisition and maintenance of
aircraft undoubtedly represent a
significant expense in an era of lim-
ited health care dollars. Within this
economic envelope, payers for
health care including commercial
insurance, managed care organiza-
tions, and public payers, including
Medicare and Medicaid in the
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PREHOSPITAL EMERGENCY CARE

TasLe 1. Questions That Can Assist in Determining Appropriate Transport Mode

® Does the patient’s clinical condition require minimization of time spent out of the hospi-

tal environment during the transport?

* Does the patient require specific or time-sensitive evaluation or treatment that is not

available at the referring facility?

® Is the patient located in an area that is inaccessible to ground transport?

e What are the current and predicted weather situations along the transport route?

e [s the weight of the patient (plus the weight of required equipment and transport per-
sonnel) within allowable ranges for air transport?

*  For interhospital transports, is there a helipad and/or airport near the referring hospital?

®  Does the patient require critical care life support (e.g., monitoring personnel, specific
medications, specific equipment) during transport, which is not available with ground

transport options?

e Would use of local ground transport leave the local area without adequate emergency

medical services coverage?

e If local ground transport is not an option, can the needs of the patient (and the system)
be met by an available regional ground critical care transport service (i.e., specialized
surface transport systems operated by hospitals and/or air medical programs)?

United States and government sup-
ported programs in the world, rec-
ognize the medical utility of air
transport for selected patients.

Safety is also a consideration in
the debate about utilization of air
medical transport. Air ambulance
crashes, although infrequent, are
well publicized, and air transport
programs must allocate both time
and dollars in a continuing effort to
maximize safety.

Another source of debate is the
relatively limited literature directly
addressing outcomes benefit asso-
ciated with air transport. At the
time the original NAEMSP and
AAMS documents were produced,
there was very little research avail-
able on which the committees
could base their recommendations.
Although this situation has
improved somewhat during the
last decade, research regarding the
appropriate deployment of com-
plex medical care systems remains
in its infancy. This document repre-
sents what we believe to be the cur-
rent state of the art, based upon a
sometimes subjective interpreta-
tion of the best available evidence.

Some caveats must be consid-
ered prior to outlining the Task
Force’s guidelines. These caveats,
at least as important as are the
actual guidelines, address some
limitations inherent to the process

of creating this position statement.

First, and foremost, the specific
criteria and diagnoses listed in the
guidelines are not intended to be a
comprehensive listing, but rather
an indication of the types of enti-
ties for which air medical response
may be appropriate. As a related
note, the guidelines are intended to
assist prehospital provider deci-
sion making, rather than override
judgment of those at the patient’s
side. In fact, many EMS systems
have their own criteria for air med-
ical dispatch. Such criteria (e.g.,
specific mechanism-of-injury triage
tools) inevitably differ between
regions based on demographic,
geographic, and health care
resource considerations. Further-
more, air medical dispatch rules
continue to evolve with increasing
regionalization of nontrauma care
(e.g., for patients with acute coro-
nary or neurological syndromes).
The growing number of special-
ized ground critical care vehicles
has also impacted indications for
air medical dispatch, as some
patient populations traditionally
transported by air are good candi-
dates for high-level-of-care ground
transport. It is also reasonable to
assume that the nationwide issue
of emergency eepartment ground
ambulance “diversion” could
affect helicopter utilization pat-
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terns. In short, no group of practi-
tioners or researchers can foresee
every circumstance; good medical
care requires that scientific princi-
ples be individualized for each
patient and situation. As an aid to
guiding individual patient triage
decision making, the questions as
outlined in Table 1 may be helpful.

Just as appropriateness of air
medical dispatch can be judged
only in light of a given patient’s sit-
uation, regional and logistic con-
siderations are also necessary. For
example, a patient with an amputa-
tion of a dominant thumb may
require helicopter or fixed-wing
evacuation from an offshore island
or remote wilderness area; con-
versely, a patient with severe vehic-
ular trauma occurring within or
near city limits may be best served
by ground transport.®

Due to the fact that most litera-
ture addresses helicopter (rotor-
wing) rather than airplane (fixed-
wing) aircraft, this position state-
ment concentrates on the former
transport mode. However, general
guidelines for fixed-wing transport
are also provided. Additionally, as
specialized (i.e., “critical care”)
ground transport continues to
evolve, this modality will likely be
used for some patients historically
undergoing air transport.

It should be noted that, as
applied to helicopter transport,
these guidelines are for response,
not necessarily transport. (In cases
where fixed-wing transport is acti-
vated patients, will nearly always
be transported unless there is a
change in clinical status.) Even in
the most conservative EMS system,
there will be an occasional case
where air transport is activated
appropriately, but upon availabili-
ty of further information it
becomes clear that completion of
the transport by air is not indicat-
ed. Examples of such cases include
situations where patients at a trau-
ma scene are re-evaluated and
found to be either obviously unin-
jured or to have unsurvivable
injuries (in these cases the air trans-
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port crew may best serve the
patient by assisting ground EMS
during surface transport to the
nearest facility or by following
local protocols for patient death).

Ground EMS services, air med-
ical services, hospitals, and third-
party payers should understand
that in order to make the air trans-
port resource available to those
who need it, a certain level of over-
triage is unavoidable. Also, deci-
sion making about patient trans-
port should take into account the
capabilities of local and regional
EMS and hospitals. Given the
inherent uncertainty surrounding
prehospital diagnosis and triage,
an EMS system with zero air trans-
port overtriage is almost certainly
underutilizing  its  helicopter
resource. On the other hand, while
this position statement is intended
to address air medical dispatch (as
considered prospectively), it must
be emphasized that an ongoing
process of utilization review is crit-
ical to optimizing utilization of the
air transport resource. Such utiliza-
tion review can be focused upon
both triage characteristics (e.g.,
mechanism of injury) and retro-
spective review of patient course at
the receiving hospital (e.g., early
discharge without diagnostic or
therapeutic intervention).

Just as it is important to appro-
priately incorporate air transport
into the scene and interfacility
transport needs of a region, utiliza-
tion review should be aimed at
both mission types. As for interfa-
cility transports, the historical pre-
rogative of referring hospital treat-
ing physicians to determine trans-
port mode is subject to increasing
scrutiny. Because of understand-
able concerns about Consolidated
Omnibus Reconciliation Act/
Emergency Medical Treatment and
Labor Act (COBRA/EMTALA)-
related liability for intratransport
deterioration, referring physicians
may  occasionally  overtriage
patients to helicopter transport. It
is hoped that these guidelines may
help frame the transport decision-
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making process in such fashion as
to optimize transport mode appro-
priateness, maximize resource uti-
lization, and serve as a foundation
to support case-by-case triage deci-
sions made by referring physicians.

The increasing complexity of
transport decision making has
emphasized the importance of air
transport services’ medical direc-
tors being available for real-time
consultation as to transport mode.
Research has shown that regions
may benefit from detailed assess-
ment of their specific geographic/
logistical situations, with genera-
tion of maps serving as guides to
assist in air vs. ground triage.®

Prior to creating this position
paper, the literature concerning the
transport of trauma and nontrau-
ma patients was reviewed and
summarized by a subcommittee of
the NAEMSP Air Medical Services
Task Force. The reader is referred
to these annotated bibliographies,
published previously in Prehospital
Emergency Care,>10 for an overview
of studies addressing air transport
and patient outcomes. The litera-
ture reviews are not comprehen-
sive, and the literature has contin-
ued to grow even in the short inter-
val between researching of the bib-
liographies and publication of the
reviews. For example, recent stud-
ies have reinforced arguments in
favor of helicopter transport of
blunt trauma patients'12 and
strongly suggested outcomes bene-
fit for interfacility air transport for
a subset of patients with acute
myocardial infarction.!> Addition-
ally, the Task Force recognizes that
air transport modalities should
play a cooperative role in sys-
temwide responses to disasters and
mass casualty incidents; the poten-
tial contributions of air transport
services in these situations are not
discussed in this paper since they
have been outlined in Prehospital
Emergency Care.™

In summary, the guidelines that
follow are offered as a noncompre-
hensive overview of clinical and
logistical situations in which air
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medical dispatch may be appropri-
ate. The Task Force offers these
guidelines as an aid to EMS sys-
tems’ operational planning, with
the earlier mentioned caveats—
most importantly, that no set of
guidelines should be interpreted as
dogma and that the judgment of
those at the patient’s side should
always count foremost in decision
making.

GUIDELINES

1. General

a. Patients requiring critical inter-
ventions should be provided
those interventions in the most
expeditious manner possible.

b. Patients who are stable should be
transported in a manner that best
addresses the needs of the
patient and the system.

c. Patients with critical injuries or
illnesses resulting in unstable
vital signs require transport by
the fastest available modality,
and with a transport team that
has the appropriate level of care
capabilities, to a center capable
of providing definitive care.

d. Patients with critical injuries or
illnesses should be transported
by a team that can provide intra-
transport critical care services.

e. Patients who require high-level
care during transport, but do not
have time-critical illness or
injury, may be candidates for
ground critical care transport
(i.e., by a specialized ground crit-
ical care transport vehicle with
level of care exceeding that of
local EMS) if such service is avail-
able and logistically feasible.

2. Comparative considerations for air
transport modes
a. Rotor-wing
i. Advantages
(a) In general, decreased
response time to the
patient (up to approxi-
mately 100 miles distance
depending on logistics
such as duration of
ground transfer leg)
(b) Decreased out-of-hospi-
tal transport time
(c) Availability of highly
trained medical crews
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and specialized equip-
ment
ii. Disadvantages

(a) Weather considerations
(e.g., icing conditions,
weather minimums)

(b) Limited availability as
compared with ground
EMS

b. Fixed-wing
i. Advantages

(a) In comparison with rotor-
wing, decreased response
time to patients when
transport distances exceed
approximately 100 miles

(b) In comparison  with
ground transport, de-
creased out-of-hospital
transport time

(c) Availability of highly
trained medical crews and
specialized equipment

(d) In comparison with rotor-
wing, less susceptibility
to weather constraints

ii. Disadvantages

(a) Requires landing at air-
port, with two extra
transport legs between
airports and the patient
origin and destination

(b) In comparison with
ground transport, more
subject to weather-relat-
ed unavailability (e.g.,
icing, snow)

(c) Overall, less desirable as
a transport mode for
severely ill or injured
patients (though extenu-
ating circumstances may
modify this relative con-
traindication to fixed-
wing use)

3. Logistical issues that may prompt

the need for air medical transport
a. Access and time/distance factors
i. Patients who are in topo-
graphically  hard-to-reach
areas may be best served by
air transport.

(a) In some cases patients
may be in terrain (e.g.,
mountainside) not easily
accessible to surface
transport.

(b) Other cases may involve
the need for transfer of
patients from island envi-
rons, for whom surface

PREHOSPITAL EMERGENCY CARE

water transport is not
appropriate.

ii. Patients in some areas (e.g.,
in the western United States)
may be accessible to ground
vehicles, but transport dis-
tances are sufficiently long
that air transport (by rotor-
wing or fixed-wing) is prefer-
able.

b. Systems considerations

i. In some EMS regions, the air
medical crew is the only rap-
idly available asset that can
bring a high level of training
to  critically  ill/injured
patients. In these systems,
there may be a lower thresh-
old for air medical dispatch.

ii. Systems in which there is
widespread advanced life
support (ALS) coverage, but
such coverage is sparse, may
see an area left “uncovered”
for extended periods if its
sole ALS unit is occupied
providing an extended trans-
port. Air medical dispatch
may be the best means to
provide patient care and
simultaneously avoid depri-
vation of a geographic region
of timely ALS emergency
response.

iii. Disaster and mass casualty
incidents offer important
opportunities for air medical
participation. These roles,
too complex for detailed dis-
cussion here, are outlined
elsewhere.!l

4. Clinical situations for scene triage

to air transport (also known as “pri-
mary” air transport) are outlined
below. In some cases (e.g., flail
chest), the diagnosis can be clearly
established in the prehospital set-
ting; in other cases (e.g., cardiac
injury suggested by mechanism of
injury and/or cardiac monitoring
findings), prehospital care
providers must use judgment and
act on suspicion. Absent unusual
logistical considerations as an over-
riding factor, scene air response
involves rotor-wing vehicles rather
than airplanes. As a general rule, air
transport scene response should be
considered more likely to be indi-
cated when use of this modality, as
compared with ground transport,
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results in more rapid arrival of the

patient to an appropriate receiving

center or when helicopter crews
provide rapid access to advanced
level of care (e.g., when a ground

basic life support team encounters a

multiple trauma patient requiring

airway intervention).

a. Trauma: Scene response to
injured patients probably repre-
sents the mode of helicopter uti-
lization with the best supporting
evidence.

i. General and mechanism
considerations
(a) Trauma Score <12
(b) Unstable vital signs (e.g.,
hypotension or tachypnea)
(c) Significant trauma in
patients <12 years old,
>55 years old, or preg-
nant patients
(d) Multisystem injuries (e.g.,
long-bone fractures in
different extremities;
injury to more than two
body regions)
(e) Ejection from vehicle
(f) Pedestrian or cyclist
struck by motor vehicle
(g) Death in same passenger
compartment as patient
(h) Ground provider percep-
tion of significant dam-
age to patient’s passen-
ger compartment
(i) Penetrating trauma to the
abdomen, pelvis, chest,
neck, or head
() Crush injury to the
abdomen, chest, or head
(k) Fall from significant height
ii. Neurologic considerations
(a) Glasgow Coma Scale
score <10
(b) Deteriorating mental sta-
tus
(c) Skull fracture
(d) Neurologic presentation
suggestive of spinal cord
injury
iii. Thoracic considerations
(a) Major chest wall injury
(e.g., flail chest)
(b) Pneumothorax/hemo-
thorax
(c) Suspected cardiac injury
iv. Abdominal/pelvic consider-
ations
(a) Significant abdominal
pain after blunt trauma
(b) Presence of a “seatbelt”
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sign or other abdominal
wall contusion

(c) Obvious rib fracture
below the nipple line

(d) Major pelvic fracture
(e.g., unstable pelvic ring
disruption, open pelvic
fracture, or pelvic frac-
ture with hypotension)

v. Orthopedic/extremity con-
siderations

(a) Partial or total amputa-
tion of a limb (exclusive
of digits)

(b) Finger/thumb amputa-
tion when emergent sur-
gical evaluation (i.e., for
replantation considera-
tion) is indicated and
rapid surface transport is
not available

(c) Fracture or dislocation
with vascular compro-
mise

(d) Extremity ischemia

(e) Open long-bone fractures

(f) Two or more long-bone
fractures

vi. Major burns

(a) >20% body surface area

(b) Involvement of face,
head, hands, feet, or gen-
italia

(c) Inhalational injury

(d) Electrical or chemical

burns
(e) Burns with associated
injuries
vii. Patients with near drowning
injuries

b. Nontrauma: At this time the lit-
erature support for primary air
transport of noninjured patients
is limited to logistical considera-
tions. It is conceivable that clini-
cal indications for scene air
response may be identified in the
future. However, at this time pre-
hospital providers should incor-
porate logistical considerations,
clinical judgment, and medical
oversight in  determining
whether primary air transport is
appropriate for patients with
nontrauma diagnoses.

5. Clinical situations for air transport
in interfacility transfers are best
summarized as being present when:
1) patients have diagnostic and/or
therapeutic needs which cannot be
met at the referring hospital, and 2)

factors such as time, distance,
and/or intratransport level of care
requirements render ground trans-
port nonfeasible.

a. Trauma: Injured patients consti-

tute the diagnostic group for

which there is best evidence to

support outcome improvements
from air transport.

i. Depending on local hospital
capabilities and regional
practices, any diagnostic con-
sideration (suspected, or con-
firmed as with referring hos-
pital radiography) listed
above under “scene” guide-
lines may be sufficient indi-
cation for air transport from
a community hospital to a
regional trauma center.

ii. Additionally, air transport
(short- or long-distance) may
be appropriate when initial
evaluation at the community
hospital reveals injuries (e.g.,
intra-abdominal hemorrhage
on abdominal computed
tomography) or potential
injuries (e.g., aortic trauma
suggested by widened medi-
astinum on chest x-ray;
spinal column injury with
potential for spinal cord
involvement) requiring fur-
ther evaluation and manage-
ment beyond the capabilities
of the referring hospital.

b. Cardiac: Due to regionalization

of cardiac care and the time-criti-
cality of the disease process,
patients with cardiac diagnoses
often undergo interfacility air
transport. Patients with the fol-
lowing cardiac conditions may
be candidates for air transport:

i. Acute coronary syndromes
with time-critical need for
urgent interventional thera-
py (e.g., cardiac catheteriza-
tion, intra-aortic balloon
pump placement, emergent
cardiac surgery) unavailable
at the referring center

ii. Cardiogenic shock (especial-
ly in presence of, or need for,
ventricular assist devices or
intra-aortic balloon pumps)

iii. Cardiac tamponade with
impending hemodynamic
compromise

iv. Mechanical cardiac disease
(e.g., acute cardiac rupture,
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decompensating  valvular
heart disease)

c. Critically ill medical or surgical

patients: These patients general-
ly require a high level of care
during transport, may benefit
from minimization of out-of-hos-
pital transport time, and may
also have time-critical need for
diagnostic or therapeutic inter-
vention at the receiving facility.
Ground critical care transport is
frequently a viable transfer
option for these patients, but air
transport may be considered in
circumstances such as the fol-
lowing examples:

i. Pretransport cardiac/respi-
ratory arrest

ii. Requirement for continuous
intravenous vasoactive med-
ications or mechanical ven-
tricular assist to maintain sta-
ble cardiac output

iii. Risk for airway deterioration
(e.g., angioedema, epiglotti-
tis)

iv. Acute pulmonary failure
and/or requirement for
sophisticated ~ pulmonary
intensive care (e.g., inverse-
ratio ventilation) during
transport

v. Severe poisoning or overdose
requiring specialized toxicol-
ogy services

vi. Urgent need for hyperbaric
oxygen therapy (e.g., vascu-
lar gas embolism, necrotizing
infectious process, carbon
monoxide toxicity)

vii. Requirement for emergent
dialysis

viii. Gastrointestinal hemorrhag-
es with hemodynamic com-
promise

ix. Surgical emergencies such as
fasciitis, aortic dissection or
aneurysm, or extremity
ischemia

x. Pediatric patients for whom
referring facilities cannot
provide required evaluation
and/or therapy

. Obstetric: In gravid patients, air

transport’s advantage of mini-
mized out-of-hospital time must
be balanced against the risks
inherent to intratransport deliv-
ery. If transport is necessary in a
patient in whom delivery is
thought to be imminent, then a





ground vehicle is usually appro-
priate, although in some cases
the combination of clinical status
and logistics (e.g. long driving
times) may favor use of an air
ambulance. Air transport may be
considered if ground transport is
logistically not feasible and/or
there are circumstances, such as
the following;:

i. Reasonable expectation that
delivery of infant(s) may
require obstetric or neonatal
care beyond the capabilities
of the referring hospital

ii. Active premature labor when
estimated gestational age is
<34 weeks or estimated fetal
weight <2,000 grams

iii. Severe pre-eclampsia or
eclampsia

iv. Third-trimester hemorrhage

v. Fetal hydrops

vi. Maternal medical conditions
(e.g., heart disease, drug
overdose, metabolic distur-
bances) exist that may cause
premature birth

vii. Severe predicted fetal heart
disease

viii. Acute abdominal emergen-
cies (i.e., likely to require sur-
gery) when estimated gesta-
tional age is <34 weeks or
estimated fetal weight <2,000
grams

. Neurological: In addition to

those with need for specialized

neurosurgical services, this cate-
gory is being expanded to
include patients requiring trans-
fer to specialized stroke centers.

Examples of neurological condi-

tions where air transport may be

appropriate include:

i. Central nervous system hem-
orrhage

ii. Spinal cord compression by
mass lesion

iii. Evolving ischemic stroke
(i.e., potential candidate for
lytic therapy)

iv. Status epilepticus

Neonatal: Regionalization of

neonatal intensive care has

prompted the development of
specialized (air and/or ground)
services focusing on transport
for this population. Given the
fact that, in neonates, rapid
transport is often less of a priori-
ty than (time-consuming) stabi-
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lization at referring institutions,
some systems have found that
the best means for incorporating
air vehicles into neonatal trans-
port is to use them to rapidly get
a stabilization/transport team to
the patient; the actual patient
transport is then performed by a
ground vehicle. In some systems,
patients are transported (usually
with a specialized neonatal
team) by air when the ground
transport out-of-hospital time
exceeds 30 minutes. Examples of
instances where air medical dis-
patch may be appropriate for
neonates include:

i. Gestational age <30 weeks,
body weight <2,000 grams, or
complicated neonatal course
(e.g., perinatal cardiac/respi-
ratory arrest, hemo-dyamic
instability, sepsis, meningitis,
metabolic derange-ment,
temperature instability)

ii. Requirement for supplemen-
tal oxygen exceeding 60%,
continuous positive airway
pressure (CPAP), or mechan-
ical ventilation

iii. Extrapulmonary air leak,
interstitial emphysema, or
pneumothorax

iv. Medical emergencies such as
seizure activity, congestive
heart failure, or disseminated
intravascular coagulation

v. Surgical emergencies such as
diaphragmatic hernia, necro-
tizing enterocolitis, abdomi-
nal wall defects, intussuscep-
tion, suspected volvulus, or
congenital heart defects

. Other: Air medical dispatch may

also be appropriate in miscella-
neous situations such as the fol-
lowing:
i. Transplant
(a) Patient has met criteria
for brain death and air
transport is necessary for
organ salvage
(b) Organ and/or organ
recipient requires air
transport to the trans-
plant center in order to
maintain viability of
time-critical transplant
ii. Search-and-rescue operations
are generally outside the
purview of air medical trans-
port services, but in some
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instances helicopter EMS
may participate in such oper-
ations. Since most search-
and-rescue services have lim-
ited medical care capabilities,
and since most air medical
programs have similarly lim-
ited search-and-rescue train-
ing, cooperative effort is nec-
essary for optimizing patient
location, extrication, stabi-
lization, and transport.

ili. Patients known to be in car-
diac arrest are rarely candi-
dates for air medical trans-
port.

(@ A previous NAEMSP
position paper!’® has
addressed situations in
which resuscitation efforts
should be ceased in the
field for adult nontrau-
matic cardiac arrest vic-
tims. In such cases air
transport should not be
considered an alternative
to discontinuing (futile)
efforts at resuscitation.

In situations where pa-

tients are in cardiac arrest

and do not meet local cri-
teria for cessation of
resuscitative efforts, or in
jurisdictions in which
prehospital providers can-
not cease such efforts, air
transport is an option
only in very rare cases

(e.g., pediatric cold-water

drowning where helicop-

ter transport to a cardiac-
bypass center is consid-
ered).

(b

=
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FOLLOWING IS THE TEXT FOR DOCKET NO. 16-0203-0501
Rules Governing Emergency Medical Services

005. Office -- Office Hours -- Mailing Address -- Street Address -- Telephone Number -- Internet Website.

01. Office Hours. Office hours are 8 a.m. to 5 p.m., Mountain Time, Monday through Friday, except

holidays designated by the state of Idaho. (4-6-05)
02. Mailing Address. The mailing address for the business office is Idaho Department of Health and
Welfare, P.O. Box 83720, Boise, Idaho 83720-0036. (4-6-05)
03. Street Address. The business office of the Idaho Department of Health and Welfare is located at
450 West State Street, Boise, Idaho 83702. (4-6-05)
04. Telephone. The telephone number for the Idaho Department of Health and Welfare is (208) 334-
5500. (4-6-05)
05. Internet Websites. (4-6-05)
a. The Department's internet website is found at "http://swww2stateid-sstdbw/
www.healthandwelfare.idaho.gov". 4-6-05)( )
b. The Emergency Medical Services Bureau's internet website is found at "http:/
www.idahoems.org". (4-6-05)

(BREAK IN CONTINUITY OF SECTIONS)

010. DEFINITIONS AND ABBREVIATIONS.
For the purposes of these rules, the following terms and abbreviations will be used, as defined below: (7-1-80)

01. Advanced Emergency Medical Technician-Ambulance (AEMT-A). An individual certified by
the EMS Bureau of the Idaho Department of Health and Welfare on the basis of successful completion of an advanced
EMT training program, examination, subsequent required continuing training, and recertification. (4-6-05)

02. Advanced Life Support (ALS). The provision of medical care, medication administration and
treatment with medical devices which correspond to the knowledge and skill objectives in the EMT-Paramedic
curriculum currently approved by the State Health Officer in accordance with Subsection 201.04 of these rules and
within the scope of practice defined in IDAPA 22.01.06, “Rules for EMS Personnel,” Subsection 011.05, by persons
certified as EMT-Paramedics in accordance with these rules. (4-5-00)

03. Advertise. Communication of information to the public, institutions, or to any person concerned,
by any oral, written, or graphic means including handbills, newspapers, television, radio, telephone directories and
billboards. (4-5-00)

04. Agency. An applicant for designation or a licensed EMS service seeking designation. (4-5-00)

05. Air Medical Response. The deployment of an aircraft licensed as an ambulance to an emergency
scene intended for the purpose of patient treatment and transportation. ( )

056. Ambulance. Any privately or publicly owned ground vehicle, nautical vessel, fixed wing aircraft
or rotary wing aircraft used for, or intended to be used for, the transportation of sick or injured persons who may need
medical attention during transport. (7-1-97)

067. Ambulance-Based Clinicians. Licensed Professional Nurses, Advanced Practice Professional
Nurses, and Physician Assistants with current licenses from the Board of Nursing or the Board of Medicine, who are
personnel provided by licensed EMS services. (4-5-00)
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078. Board. The Idaho State Board of Health and Welfare. (12-31-91)

089. Certification. A credential issued to an individual by the EMS Bureau for a specified period of
time indicating that minimum standards corresponding to one (1) or several levels of EMS proficiency have been
met. (7-1-97)

0910. Certified Personnel. Individuals who have completed training and successfully passed
examinations for training and skills proficiency in one (1) or several levels of emergency medical services. (7-1-97)

1601. Critical Care Transfer (CCT). The transportation of a patient with continuous care, monitoring,
medication or procedures requiring knowledge or skills not contained within the EMT-Paramedic curriculum
approved by the State Health Officer. Interventions provided by EMT-Paramedics are governed by the scope of

practice defined in IDAPA 22.01.06, “Rules for EMS Personnel”. (4-6-05)
1£2. Director. The Director of the Department of Health and Welfare or designated individual.

(12-31-91)

123. Division. The Idaho Division of Health, Department of Health and Welfare. (11-19-76)

134. Emergency. A medical condition, the onset of which is sudden, that manifests itself by symptoms
of sufficient severity, including severe pain, that a prudent layperson, who possesses an average knowledge of health
and medicine, could reasonably expect the absence of immediate medical attention to result in placing the person’s
health in serious jeopardy, or in causing serious impairments of bodily function or serious dysfunction of any bodily
organ or part. (4-5-00)

145. Emergency Medical Services (EMS). The services utilized in responding to a perceived
individual need for immediate care in order to prevent loss of life or aggravation of physiological or psychological
illness or injury. (11-19-76)

156. EMS Bureau. The Emergency Medical Services (EMS) Bureau of the Idaho Department of Health
and Welfare. (11-19-76)

167. EMS Standards Manual. A manual published by the EMS Bureau detailing policy information
including EMS education, training, certification, licensure, and data collection. (7-1-97)

178. Emergency Medical Technician-Ambulance (EMT-A). A designation issued to an EMT-B by the
EMS Bureau of the Idaho Department of Health and Welfare on the basis of successful completion of supervised in-
field experience. (7-1-97)

189. Emergency Medical Technician-Basic (EMT-B). An individual certified by the EMS Bureau of
the Idaho Department of Health and Welfare on the basis of successful completion of a basic EMT training program,
examination, subsequent required continuing training, and recertification. (7-1-97)

4920. Emergency Medical Technician-Intermediate (EMT-I). An individual certified by the EMS
Bureau of the Idaho Department of Health and Welfare on the basis of successful completion of an intermediate
training program, examination, subsequent required continuing training, and recertification. (4-6-05)

201. Emergency Medical Technician-Paramedic (EMT-P). An individual certified by the EMS
Bureau of the Idaho Department of Health and Welfare on the basis of successful completion of a paramedic training

program, examination, subsequent required continuing training, and recertification. (7-1-97)
22. Emergency Scene. Any setting (including standbys) outside of a hospital, with the exception of the
inter-facility transfer, in which the provision of EMS may take place. ( )
23. Glasgow Coma Score (GCS). A scale used to determine a patient's level of consciousness. It is a
rating from 3 to 15 of the patient's ability to open his or her eyes, respond verbally, and move normally. The GCS is
used primarily during the examination of patients with trauma or stroke. ( )
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24. Ground Transport Time. The total elapsed time calculated from departure of the ambulance from
the scene to arrival of the ambulance at the patient destination. ( )

245, First Responder. An individual certified by the EMS Bureau of the Idaho Department of Health
and Welfare on the basis of successful completion of a first responder training program, examination, subsequent
required continuing training, and recertification. (7-1-97)

226. Licensed EMS Services. Ambulance services and non-transport services licensed by the EMS
Bureau to function in Idaho. (7-1-97)

27. Local Incident Management System. The local system of interagency communications,
command, and control established to manage emergencies or demonstrate compliance with the National Incident
Management System. C )

238. National Registry of Emergency Medical Technicians (NREMT). An independent, non-
governmental, not for profit organization which prepares validated examinations for the state’s use in evaluating
candidates for certification. (7-1-97)

249. Non-Transport. A vehicle design or organizational configuration which brings EMS personnel or
equipment to a location, but does not move any sick or injured person from that location. (7-1-97)

2530. Out-of-Hospital. Any setting outside of a hospital, including inter-facility transfers, in which the

provision of EMS may take place. (4-5-00)
31. Patient Assessment. The evaluation of a patient by EMS certified personnel intending to provide
treatment or transportation to that patient. ( )
2632. Physician. A person licensed by the State Board of Medicine to practice medicine or surgery or
osteopathic medicine or surgery in Idaho. (11-17-96)
2733.  Pre-Hospital. Any setting (including standbys) outside of a hospital, with the exception of the
inter-facility transfer, in which the provision of EMS may take place. (4-5-00)
2834.  State Health Officer. The Administrator of the Division of Health. (11-19-76)

2935. Transfer. The transportation of a patient from one (1) medical care facility to another by
ambulance. (4-5-00)

(BREAK IN CONTINUITY OF SECTIONS)
401. -- 49904. (RESERVED).

405. STANDARDS FOR THE APPROPRIATE USE OF AIR MEDICAL AGENCIES BY CERTIFIED
EMS PERSONNEL AT EMERGENCY SCENES.

01. Who Establishes Training Curricula and Continuing Education Requirements for Air
Medical Criteria? The EMS Bureau will incorporate education and training regarding the air medical criteria
established in Section 425 of this rule into initial training curricula and required continuing education of certified
EMS personnel. ( )

02. Who Must Establish Written Criteria Guiding Decisions to Request an Air Medical

Response? Each licensed EMS service must establish written criteria, approved by the EMS agency medical director,
to guide the decisions of the service’s certified EMS personnel to request an air medical response to an emergency

scene. The criteria will include patient conditions found in Section 415 of these rules. ( )
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03. What Written Criteria_is Required for EMS Agency Licensure? Written criteria guiding
decisions to request an air medical response will be required for all initial and renewal applications for EMS service
licensure for licenses effective on November 1, 2006, or later.

)

04. Who is Responsible for Requesting an Air Medical Response? Certified EMS personnel en
route to or at the emergency scene have the primary responsibility and authority to request the response of air medical

agencies in accordance with the local incident management system and licensed EMS service written criteria. ( )

05. When Can_Certified EMS Personnel Cancel an Air Medical Response? Certified EMS
personnel must complete a patient assessment prior to their cancellation of an air medical response.

)

06. Who May Establish Criteria for Simultaneous Dispatch? The licensed EMS service may
establish criteria for simultaneous dispatch for air and ground medical response. Air medical agencies will not

respond to an emergency scene unless requested. ( )
07. Who Is Responsible for Selecting an_ Appropriate Air Medical Agency? Selection of an
appropriate air medical agency is the responsibility of the licensed EMS service. ( )
a. The licensed EMS service, through written policy, will establish a process of air medical selection.

(]

b. The written policy must direct EMS personnel to honor a patient request for a specific air medical

agency when the circumstances will not jeopardize patient safety or delay patient care. ( )

406. -- 414. (RESERVED).

415. AIR MEDICAL RESPONSE CRITERIA.
The need for an air medical request will be determined by the licensed EMS service certified personnel based on their
patient assessment and transport time. Each licensed EMS service must develop written criteria based on best medical

practice principles. The following conditions must be included in the criteria: C )
01. What Clinical Conditions Require Written Criteria? The licensed EMS service written criteria
will provide guidance to the certified EMS personnel for the following clinical conditions: C )
a. The patient has a penetrating or crush injury to head, neck, chest, abdomen, pelvis; [N}
b. Neurological presentation suggestive of spinal cord injury; C )
C. Evidence of a skull fracture (depressed, open, or basilar) as detected visually or by palpation;
)
d. Fracture or dislocation with absent distal pulse; C )
e A Glasgow Coma Score of ten (10) or less; )
f. Unstable vital signs with evidence of shock; C )
g. Cardiac arrest; C )
h. Respiratory arrest; C )
i Respiratory distress; )
i Upper airway compromise; C )
k. Anaphylaxis; )
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L Near drowning; ( )
m. Changes in level of consciousness; ( )
n. Amputation of an extremity; and ( )
0. Burns greater than 20% of body surface or with suspected airway compromise. ( )
02. What Complicating Conditions Require Written Criteria? When associated with clinical
conditions in Subsection 415.010f these rules, the following complicating conditions require written guidance for
EMS personnel: C )
a. Extremes of age: C )
b. Pregnancy; and ()
C. Patient "do not resuscitate" status as described in Section 400 of these rules. ( )
03. What Operational Conditions Require Written Guidance for an Air Medical Response? The
licensed EMS service written criteria will provide guidance to the certified EMS personnel for the following
operational conditions: ( )
a. Availability of local hospitals and regional medical centers; ( )
b. Air medical response to the scene and transport to an appropriate hospital will be significantly
shorter than ground transport time; ( )
C. Access to time sensitive medical interventions such as percutaneous coronary intervention,
thrombolytic administration for stroke, or cardiac care; ( )
d. When the patient's clinical condition indicates the need for advanced life support and air medical is
the most readily available access to advanced life support capabilities; ( )
€. As an additional resource for a multiple patient incident; ( )
f. Remote location of the patient; and ( )
g. Local destination protocols. ( )

416. -- 419. (RESERVED).
420. COMMUNICATIONS.

01. Who Is Responsible for Requesting an Air Medical Response? The licensed EMS service will
establish a uniform method of communication, in compliance with the local incident management system, to reques

—

air medical response. )
02. What Information Must Be Given When Requesting an Air Medical Response? Requests for
an air medical response must include the following information as it becomes available: C )
a. Type of incident; C )
b. Landing zone location or GPS (latitude/longitude) coordinates, or both; )
[ Scene contact agency or scene incident commander, or both; C )
d. Number of patients if known; C )
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€. Need for special equipment; ( )
f. How to contact on scene EMS personnel, and ( )
g. How to contact the landing zone officer. ( )

03. Who Is Notified of a Request for an Air Medical Response? The air medical agency will notify
the State EMS Communication Center within ten minutes of launching an aircraft in response to a request for

emergency services. Notification will include: [
a. The name of the requesting entity; C )

b. Location of the landing zone; and (D)

C )

I°

Scene contact agency and scene incident commander, if known.

04. Who Is Provided the Estimated Time of Arrival at the Specified .anding Zone? Upon receipt
of a request for emergency services, the air medical agency will provide the requesting entity with an estimated time

to arrival in hours/minutes at the location of the specified landing zone and any changes to that estimated time.( )

05. Who Must Confirm Availability of an Air Medical Response? Upon receipt of a request, the air
medical agency will inform the requesting entity if the air medical agency is not immediately available to respond.

)
421. -- 424. (RESERVED).
425. LANDING ZONE AND SAFETY.

01. Who Is Responsible for Setting Up Landing Zone Procedures? The licensed EMS service in
conjunction with the air medical agency(ies) must have written procedures for establishment of landing zones. Such
procedures will be compatible with the local incident management system. ( )

02. Landing Zone Officers Have What Responsibilities? The procedures for establishment of
landing zones must include identification of Landing Zone Officers with responsibility for the following: ( )

a. Landing zone preparation; ( )

b. Landing zone safety; and ( )

C. Communication between ground and air agencies. ( )

03. What Training is Required for Landing Zone Officers? The licensed EMS service will assure
that EMS certified personnel, designated as Landing Zone Officers, have completed training in establishing an ai

medical landing zone based on the following elements:

LLLLLLE

[®

The required size of a landing zone;

=

The allowable slope of a landing zone;

The allowable surface conditions;

i

Hazards and obstructions;

[=

Marking and lighting;

I®

=

Landing zone communications; and
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g Landing zone safety. )

04. What is the Deadline for Obtaining Training as Landing Zone Officers? Current EMS certified

personnel, designated as Landing Zone Officers, must complete the required training described in Subsection 425.03
of these rules by June 30, 2007. ( )

05. What is the Deadline for Training as a Landing Zone Officer for EMS Recertification? All

EMS certified personnel will complete training described in Subsection 425.03 of these rules as a component of
required continuing education for recertification not later than June 30, 2010. ( )

06. Who Has the Final Decision to Use an Established Landing Zone? The air medical pilot may
refuse the use of an established landing zone. In the event of pilot refusal, the landing zone officer will initiate

communications to identify an alternate landing zone. ( )
426. -- 429. (RESERVED).
430. PATIENT DESTINATION.

The air medical agency must have written procedures for determination of patient destination. ( )
01. Procedures for Destination Protocol and Medical Direction. The air medical agency written
procedure will consider the licensed EMS service destination protocol and medical direction received. ( )

02. Availability of Written Procedures. The air medical agency must make the written procedures
available to licensed EMS services that utilize their services.

)

03. Determination of Destination Will Honor Patient Preference. The air medical procedures for

determination of destination will honor patient preference if the requested facility is capable of providing the
necessary medical care and if the requested facility is located within a reasonable distance not compromising patient

care or the EMS system.

431. -- 434. (RESERVED).

435. PERIODIC REVIEW OF EMS SYSTEM DATA.
The Department of Health and Welfare, EMS Bureau, will periodically review agency response data with other EMS

system data such as those found in the Trauma Registry maintained in accordance with Title 67, Chapter 20, Idaho
Code..

)

)

01. How Often Will the Department Conduct a Review of Air Medical Criteria? The Idaho EMS
Bureau will review the rules, utilization and effectiveness of air medical criteria every three years with the first
review being completed no later than June 30, 2009.

[

02. What May Be Included During the Review of Air Medical Criteria? The EMS Bureau review

of air medical criteria may include the following: )
a. Licensed EMS service response data; C )
b. Licensed EMS service guidelines; C )
c. Patient treatment and outcome information; and [
d. Trauma Registry data. C )
03. What Information Must Be Provided During the Review of Air Medical Response Criteria?

Licensed EMS agencies must provide incident specific patient care related data identified and requested by the EMS
Bureau in the review of air medical response criteria.

[
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04. To Whom Will the EMS Bureau Report the Aggregate Data and Findings? The EMS Bureau

will report the aggregate data and findings from the review of air medical criteria to all licensed EMS agencies,
hospitals, county commissioners, and EMS medical directors. ( )

436. -- 499. (RESERVED).
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Standard Operating Procedure No. (  )  _____

TITLE:  UTILIZATION OF SAINT ALPHONSUS LIFE FLIGHT 

OBJECTIVE:  

To outline the process of requesting Saint Alphonsus Life Flight, in accordance with the Rules Governing Emergency Medical Services (IDAPA 16.02.03).  

REFERENCE: 


Idaho Administrative Code, Department of Health and Welfare, IDAPA 16.02.03, Rules Governing Emergency Medical Services.


-#405  Standards for the Appropriate Use of Air Medical Agencies by Certified EMS Personnel at Emergency Scenes.


-#415  Air Medical Response Criteria


-#420  Communications


-#425  Landing Zone Safety


PROCEDURE:

I. Responsibility for Requesting Saint Alphonsus Life Flight:


Certified EMS personnel en route to or at the emergency scene have the primary responsibility and authority to request the response of air medical agencies in accordance with the local incident management system.  However, local dispatch personnel may simultaneously dispatch ground EMS and request an air medical response when the air medical response criteria below are present (note:  either the County Sheriff’s Office or State Comm, a.k.a. State EMS Communications Center, typically serves as the local public safety answering point/dispatch center in rural Idaho).

II. Cancellation of an Air Medical Response:


Certified EMS personnel must complete a patient assessment prior to their cancellation of an air medical response.


III. Air Medical Response Criteria:

The need for an air medical response will be determined by certified EMS personnel based on available patient information (both pre-arrival and completed patient assessments), the availability of local ground ALS and the projected ground response time to the patient and projected transport time to the closest appropriate hospital.  

A. Operational Conditions:  Strongly consider requesting an air medical response when any ONE of the following conditions applies.

1. Air medical response to the scene and air transport to the closest appropriate hospital is significantly shorter than ground transport time AND patient’s clinical condition warrants ALS care, especially advanced airway management and/or fluid resuscitation.

2. Patient requires time-sensitive medical interventions such as percutaneous coronary intervention (a.k.a. stent or angioplasty) for patients experiencing an acute myocardial infarction or thrombolytic administration (a.k.a. “TPA”) for stroke care.


3. Remote or frontier location, regardless of patient acuity.


4. Multiple patient incident that overwhelms local EMS resources.

B. Clinical Conditions:  Strongly consider requesting an air medical response when any ONE of the following conditions is accompanied with any ONE operational condition listed above.

1. Penetrating or crush injury to head, neck, chest abdomen or pelvis.


2. Neurological presentation suggestive of spinal cord injury.


3. Evidence of a skull fracture (depressed, open or basilar) as detected visually or by palpation.


4. Fracture or dislocation with absent distal pulse.


5. Glasgow Coma Score ≤ 10.

6. Unstable vital signs with evidence of shock.

7. Cardiac arrest and no known DNR order.


8. Respiratory arrest and no known DNR order.


9. Respiratory distress.


10. Upper airway compromise.


11. Anaphylaxis.


12. Near drowning.


13. Changes in level of consciousness.


14. Amputation of a proximal extremity.


15. Burns > 20% body surface or with suspected airway compromise.

C. If the need for air medical response is equivocal, consider pregnancy or the extremes of age (< 12 yrs or > 55 yrs).  Pregnancy or extremes of age may further justify an air medical response.


IV. Communications:

A. After certified EMS personnel have recognized the need for an air 
medical response, local dispatch personnel will be directed, in compliance with the local incident management system, to request Saint Alphonsus Life Flight by calling Saint Alphonsus Life Flight Dispatch (800-521-2444).  The following information will be provided to Saint Alphonsus Life Flight Dispatch:

1. Type of incident.

2. Landing zone location or GPS coordinates or both.

3. Scene contact agency or Scene Incident Commander or both.

4. Number of patients, if known.

5. Need for special equipment.


6. How to contact on-scene EMS personnel.

7. How to contact the Landing Zone Officer.

B. Saint Alphonsus Life Flight will notify State Comm within 10 minutes of launching an aircraft.  Notification will include:

1. Name of the requesting entity.

2. Location of the landing zone.

3. Scene contact agency and Scene Incident Commander, if known.

C. Saint Alphonsus Life Flight will provide local dispatch personnel an estimated time of arrival at the specified landing zone in hours/minutes and any changes to that estimated time.  Saint Alphonsus Life Flight will advise local dispatch personnel if they are not immediately available to respond.  

D. A patient request for a different air medical transport agency will be honored when circumstances will not jeopardize patient safety or delay patient care.

V. Landing Zone and Safety:

A. After certified EMS personnel have recognized the need for an air medical response, a Landing Zone Officer will be designated, in compliance with the local incident management system.  The Landing Zone Officer will have the following responsibilities:

1. Landing zone preparation.

2. Landing zone safety.

3. Communication between ground and air agencies.

B. Certified EMS personnel who are designated as Landing Zone Officers will have completed training in establishing an air medical landing zone based on the following elements:

1. The required size of a landing zone.

2. The allowable slope of a landing zone.

3. The allowable surface conditions.

4. Hazards and obstructions.

5. Making and lighting.

6. Landing zone communications.

7. Landing zone safety.

C. The air medical pilot may decline the use of an established landing zone.  In this event, the Landing Zone Officer will initiate communications to identify an alternate landing zone.

VI. Patient Destination:


A. Patient destination will be jointly determined by ground EMS personnel and the responding air medical transport team with due consideration of local EMS protocol, patient condition and local hospital capabilities.

B. Patient preference will be honored if the requested facility is capable of providing the necessary medical care and if the requested facility is located within a reasonable distance not compromising patient care or the EMS system.

C. Ground transport to the closest appropriate facility should be considered when the patient is combative and/or agitated and the safety of air transport cannot be assured.   

D. Ground transport to the closest appropriate facility should be considered when the medical necessity of air transport is equivocal.  Air medical transport personnel may accompany the patient during ground transport, as indicated by patient condition and/or the patient’s anticipated clinical course.

�May need to change dependent on local protocol.  E.g., protocol may dictate all request go through State Comm.
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INTERSTATE AGREEMENT FOR AMBULANCE LICENSURE

Purpose:

To allow currently licensed ambulance services based in the states of Utah and ldaho the
ability to provide the public, of either state, emergency medical services and medical
transportation without regard to state border.

WHEREAS, it is in the best interest of the State of Utah and the State of Idaho 10 cooperate in
providing emergency medical services where we share a common border. and

WHEREAS, both the State of Utah and the State of Idaho have established standards and
processes 10 provide reasonable regulation of local ambulance services through the licensure of
such agencies.,

WHEREAS, this agreement shall apply only to those ambulance services lawfully dispatched in
response to an emergency request or the request of a licensed health care facility.

1T 1S MUTUALLY AGREED that Utah based ambulance services will not be required to secure
State of ldaho ambulance licensure as stated in Idaho statute and Rules Governing Emergency
Medical Services, and that Idaho based ambulance services will not be required to secure Utah
Emergency Vehicle Ambulance Licensure and related requirements as stated in the Utah State
Ambulance Rules.

1T IS MUTUALLY AGREED that ambulance services licensed in Utah or ldaho engaging in
active solicitation of business from the general public in the state other than that by which they are
licensed. by communication of information to the public by any oral, written. or graphic means,
including handbills, newspapers. television, radio, telephone directories and billboards, shall be
licensed by the corresponding state’s licensure authority.

IT1S MUTUALLY AGREED that currently licensed Idaho ambulance services are authorized
to make transfers of patients. originating in Idaho or Utah. 10 medical residential. convalescent
and nursing facilities in the state of Utah or 1daho.

1T IS MUTUALLY AGREED that currently licensed Utah ambulance services are authorized to
make transfers of patients. originating in Utah or Idaho to medical residential, convalescent and
nursing facilities in the State of Utah or Idaho.

1T IS MUTUALLY AGREED that if a patient originating in Utah is transported by an Idaho
based ambulance service and does not have life threatening injuries, the patient’s request to be
transported to the hospital of their choice will be honored, unless directed otherwise by the
ambulance service medical control plan..

IT 1S MUTUALLY AGREED that if a patient originating in ldaho is transported by a Utah
based ambulance service and does not have life threatening injuries, the patient’s request to be
transported to the hospital of their choice will be honored. unless directed otherwise by the agency
medical control plan.
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IT 1S MUTUALLY AGREED that currently licensed ambulance services rendering patient care
under this agreement will adhere to their hicensing authority’s statultes. rules. and policies
regarding scope of practice and scene operations.

1T 1S MUTUALLY AGREED effective this date. that the State of Utah and the State of Idaho
recognize those currently licensed ambulance services in either state. and ambulance services
properly licensed hereafter. 10 operate on a regular basis in accordance with the terms described in
this document

IT 1S MUTUALLY AGREED that the State of Utah. Department of Health. Bureau of
Emergency Medical Services, and the State of Idaho Department of Health and Welfare.
Emergency Medical Services Bureau. shall notify the other of administrative license action.
disciplinary action. or provider certification action undertaken regarding an ambulance service or
personnel of such service operating pursuant 1o this agreement.

IT 1S MUTUALLY AGREED that Idaho will provide. upon written request from the State of
Utah Department of Health. Bureau of Emergency Medical Services. documentation of all
participating ambulances services currently licensed by the state of 1daho and Utah will provide.
upon written request from the State of Idaho Department of Health and Welfare. Emergency
Medical Services Bureau. documentation of all participating ambulance services currently
licensed by the State of Utah.

1T 1S MUTUALLY AGREED that Idaho will provide. upon written request from the State of
Utah. Department of Health, Bureau of Emergency Medical Services. incident report data for
patients originating in Utah that were treated and/or transported by Idaho licensed ambulance
services. and that Utah will provide. upon written request from the State of Idaho, Department of
Health and Welfare. Emergency Medical Services Bureau, incident report data for patients
originating in Idaho that were treated and/or transported by Utah licensed ambulance services.

IT IS MUTUALLY AGREED that notices regarding this agreement shall be given to:

State of Utah. Department of Health State of Idaho Department of Health & Welfare
Bureau of Emergency Medical Services Emergency Medical Services Bureau

Atm: Jan Buttrey Atention: Dia Gainor

PO Box 142004 PO Box 83720

Salt lake City. UT 84114-2004 Boise, 1D 83720-0036

NOW., THEREFORE, the State of Utah, Department of Health. Bureau of
Emergency Medical Services. herewith enters into agreement with the Idaho
Department of Health and Welfare. Emergency Medical Services Bureau as
authorized in Utah 26-8a-309 and Idaho Code 67-2328.

Effective this date, June 15, 2003, until rescinded by either or both states.

-

N,/ Ll N4 bpariar

M. Buttrey, Director Dia Eiainor._ Cﬂief
reau of Emergency Medical Sgryices Idaho Emergency Medical Services Bureau
epartment of Health Department of Health and Welfare
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Date

Dear (State EMS Director)

We are writing you today in order to solicit your State’s support in reducing the number of accidents with air medical aircraft.  Emergency medical service (EMS) operations provide a unique and vital public service. There are currently more than 700 helicopters used nationwide in commercial air medical operations and approximately 100 fixed wing services that are dedicated to transporting patients.  Of particular interest is the rapid growth in the numbers of helicopters used in EMS operations and the influence of that growth on safety and on FAA oversight methods.  A graphical representation of the helicopter EMS (HEMS) operations across the United States is enclosed as Enclosure 1 and accessible at: http://www.adamsairmed.org.

The number of HEMS accidents has risen dramatically in recent years. As a result, in August 2004, the Federal Aviation Administration (FAA) initiated a new government and industry partnership to improve the safety culture in HEMS organizations and recommended short and long-term strategies for reducing accidents. While the FAA has not ruled out proposing new or changing existing rules, the agency has promoted significant short-term safety gains that do not require rulemaking.   For a detailed listing of the FAA actions, please see Enclosure 2, “FAA Fact Sheet.”

While the FAA retains responsibility for aviation safety, many states have developed standards for air ambulances in order to ensure public health and service requirements are met by air ambulance service providers. The FAA understands that each state exercises its responsibilities concerning the licensing of air ambulances differently, including some States that do not license air ambulances at all.  Some States license air ambulances in the same manner as ground ambulances, and some apply specific air ambulance requirements. 

Associations and organizations exist within the air medical community that serves providers of air medical transport systems by encouraging and supporting their members in maintaining a standards and a safety culture that exceed the Federal minimums for operations. Two of the organizations that State EMS directors have as resources are the Association of Air Medical Services (AAMS) (http://www.aams.org) and Commission on Accreditation of Medical Transport Services (CAMTS) (http://www.camts.org).  The FAA has encouraged operators to adopt such standards to reinforce a safety culture in the air medical services industry.   We encourage you to visit the Web sites of both AAMS and CAMTS to provide you with assistance and additional information on their operational standards and points of contacts within their organizations.

An analysis of HEMS fatal accidents reveals a dangerous operational practice known as “helicopter shopping.”  “Helicopter shopping” refers to the practice of calling, in sequence, various operators until an operator agrees to take a flight assignment, without sharing with subsequent operators the reasons the flight was declined by the previously called operators.  For example, a local 911 dispatch center might call an air ambulance operator for a transport, and the operator turns the flight down for some reason, e.g., weather conditions are not favorable for flight, aircraft capabilities, aircraft maintenance issues, etc.  Subsequent calls are made to other operators, each made without mentioning the previous refusals until an operator, unaware of the complete situation, agrees to accept the flight assignment.   This practice can lead to an unsafe condition in which an operator initiates a flight that it would have declined if it had been aware of all of the facts surrounding the assignment.

We believe it is imperative that full disclosure of previous operators responses to requests for patient transfer be passed on to the subsequent operators for use in the operator’s risk management evaluation, particularly if an original flight request was denied due to weather. Accordingly, we are asking you to promote full disclosure of the reasons for refusal of an EMS flight assignment by one or more operators when contacting subsequent operators with a flight request.   For your convenience, we have enclosed (Enclosure 3) a sample memo from your office to EMS dispatch operations within your State.   We would greatly appreciate your consideration of establishing a standard for EMS dispatch in your State which prohibits “helicopter shopping.”

EMS is one form of commercial transportation where the customer (patient) does not have the “choice” with whom he/she travels. It is our obligation, as guardians of the public trust, to ensure we provide the safest possible transportation system.  The FAA is seeking your cooperation and participation in achieving this noble goal.


Your role in improving aviation safety is critical to reducing the number aviation related EMS accidents.  Thank you for your time and consideration on this matter of high public interest.

If more assistance is needed, please feel free to contact me or my staff in the Air Transportation Division at telephone (202) 267-8166.

Sincerely,


James J. Ballough


Enclosure 1
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Federal Aviation Administration, Washington, DC 20591


_____________________________________________________________________
Date: Updated July 2006




Contact: Alison Duquette 






Phone: 202-267-3883


Fact Sheet

EMS Helicopter Safety


Helicopter Emergency Medical Service (HEMS) operations are unique due to the emergency nature of the mission. In August 2004, the FAA initiated a new government and industry partnership to improve the safety culture at HEMS operators and recommend short-and long-term strategies for reducing accidents. While the FAA has not ruled out proposing new or changing existing rules, the agency has prompted significant short-term safety gains that do not require rulemaking. The FAA’s immediate focus is:


· Encourage risk management training to flight crews so that they can make more analytical decisions about whether to launch on a mission. 


· Better training for night operations and responding to inadvertent flight into deteriorating weather conditions.


· Promote technology such as night vision goggles, terrain awareness and warning systems and radar altimeters.


· Provide airline-type FAA oversight for operators. Identify regional FAA HEMS operations and maintenance inspectors to help certificate new operators and review the operations of existing companies.


Background


There are approx. 650 emergency medical service helicopters operating today, most of which operate under Part 135 rules. HEMS operators may ferry or reposition helicopters (without passengers/patients) under Part 91. 


The number of accidents nearly doubled between the mid-1990s and the HEMS industry’s rapid growth period from 2000 to 2004. There were nine accidents in 1998, compared with 15 in 2004. There were a total of 83 accidents from 1998 through mid-2004. The main causes were controlled flight into terrain (CFIT), inadvertent operation into instrument meteorological conditions and pilot spatial disorientation/lack of situational awareness in night operations. Safety improvements are needed.  


FAA Oversight


The FAA inspects HEMS operators, but is prompting changes beyond inspection and surveillance. Rather, the FAA is moving to a risk-based system that includes the initiatives outlined below which focus on the leading causes of the HEMS accidents.  

 FAA Actions


· In August 2004, the FAA established a task force to review and guide government and industry efforts to reduce HEMS accidents. 


· On January 14, 2005, the FAA hosted a meeting with HEMS industry representatives to discuss safety issues and gain feedback. Representatives from the Association of Air Medical Services, Helicopter Association International, the National EMS Pilots Association and several operators attended.


· On January 28, 2005, the FAA published a notice providing guidance for safety inspectors to help operators review pilot and mechanic decision-making skills, procedural adherence, and crew resource management practices. It includes both FAA and industry intervention strategies (Notice 8000.293 Helicopter Emergency Medical Service Operations). 

· On August 1, 2005, the FAA issued guidance to inspectors promoting improved risk assessment and risk management tools and training to all flight crews, including medical staff (Notice 8000.301 Operational Risk Assessment Programs for Helicopter Emergency Medical Services).


· On September 22, 2005, the FAA issued guidance to HEMS operators establishing minimum guidelines for Air Medical Resource Management (AMRM) training.  The training focuses on pilots, maintenance technicians, flight nurses, flight paramedics, flight physicians, medical directors, specialty team members (such as neonatal teams), communications specialists (dispatchers), program managers, maintenance staff, operational managers, support staff, and any other air medical team members identified by specific needs (AC No. 00-64 Air Medical Resource Management).


· On September 27, 2005, the FAA issued a notice to inspectors providing guidance for special emphasis inspection programs (Notice 8000.307 Special Emphasis Inspection Program for Helicopter Emergency Services). During summer 2005, FAA safety inspectors met with EMS operators to review their Operations Specifications (OpSpecs) for EMS VFR weather minima. 

· On September 27, 2005, the FAA issued revised standards for inspection and surveillance of HEMS operators, with special emphasis on operations control, risk assessment, facilities and training, especially at outer locations away from the certificate holder’s principal base of operations (Notice 8000.317, Operator Training Provided by Part 142 Training Centers for Helicopter Emergency Medical Services).

· In December 2005, the FAA’s Flight Standards Service’s Air Transportation Division established the new Commuter, On Demand, and Training Center Branch (AFS-250) to work Part 135 and Part 142 policy issues. The branch is staffed by a manager and five specialists. Of those six inspectors, four are helicopter-qualified. 


· On January 24, 2006 the FAA issued a handbook bulletin to inspectors describing acceptable models for CFIT Avoidance and Loss of Control (LOC) Avoidance Programs. The bulletin provides inspectors with information to provide to HEMS operators for developing LOC/CFIT accident avoidance programs and clarifies existing guidance (HBAT 06-02 Helicopter Emergency Medical services (HEMS) Loss of Control (LOC) and Controlled Flight Into Terrain (CFIT) Accident Avoidance Programs).


· On January 24, 2006 the FAA issued revised guidance to inspectors regarding HEMS OpSpecs, amending the Visual Flight Rule (VFR) weather requirements for HEMS operations, including consideration of the adverse affects of reduced ambient lighting at night and mountainous terrain (HBAT 06-01 Helicopter Emergency Services; OpSpec A021/A002 Revisions). 

· On February 24, 2006, the FAA issued a Notice to Training Center Program Managers assigned to oversee Part 142 training Centers advising them of recent changes to HEMS operations and training standards (Notice 8000.317, Operator Training Provided by Part 142 Training Centers for Helicopter Emergency Medical Services.)

· On March 2, 2006, the FAA issued guidance to inspectors on the surveillance and oversight of public aircraft operators for HEMS operations (Notice 8000.318 Public Helicopter Emergency Medical Services (HEMS) Operations).


· On June 27, 2006, at the FAA’s request, RTCA, Inc. established a Special Committee to develop Helicopter Terrain Awareness and Warning System (H-TAWS) standards. These standards will be used to develop FAA requirements for H-TAWS systems, installation and operations.

· In August 2006, the FAA will revise the Aeronautical Information manual (AIM) providing guidance for pilots on assessing ambient lighting for night visual flight rule (VFR) operations and for off-airport/heliport landing zone operations.

· The FAA is currently reviewing the 140 recommendations made by the Part 135/125 Aviation Rulemaking Committee, many of which pertain to HEMS operations and training.

· The helicopter industry has formed the International Helicopter Safety Team (IHST) to gather data and draft strategies to reduce helicopter accidents globally by 80 percent by 2015. The effort is modeled on the Commercial Aviation Safety Team (CAST) which has achieved a significant reduction in the commercial fatal accident rate in the United States. Members include the FAA, European Aviation Safety Agency (EASA), Transport Canada, the International Civil Aviation Organization (ICAO), and industry representatives. 


· The FAA’s Flight Standards Service has a task group focusing on the certification and surveillance requirements for large HEMS operators that support diverse medical programs throughout the United States. 

Weather


On March 21-23, 2006, the FAA in cooperation with the University Corporation for Atmospheric Research hosted a government/industry HEMS Weather Summit in Boulder, Colorado. The summit’s goal was to identify the HEMS-specific issues related to weather products and services. Attendees explored possible regulatory improvements, weather product enhancements, and operational fixes specific to HEMS operations. Attendees included the National Weather Service, National Center for Atmospheric Research, Helicopter Association International, American Helicopter Society International, Association of Air Medical Services, National EMS Pilots Association, National Association of Air Medical Communications Specialists, manufacturers, and many operators. As a result, the FAA is funding NCAR to develop and implement a graphical flight planning tool for ceiling and visibility assessment along direct flights in areas with limited available surface observations capability. This may improve the quality of go/no-go decisions. The tool should be available in October 2006, prior to the winter season.


Night Vision Goggles 


The FAA has a solid record of facilitating safety improvements as well as new technologies for EMS helicopters, including certification of Night Vision Goggles (NVGs). Since 1994, the FAA has worked 28 projects or design approvals called Supplemental Type Certificates (STCs) for installation of NVGs on helicopters. This number includes EMS, law enforcement and other types of helicopter operations .Of the 28 projects, the FAA has approved approx. 15 NVGs for EMS helicopters. The FAA initiated and wrote (in coordination with RTCA) the minimum standards for NVGs/cockpit lighting. Technical Standard Order (TSO) C164 was published on September 30, 2004 referencing RTCA document DO 275 Minimum Operational Performance Standards (MOPS), published October 12, 2001. The FAA has hosted workshops to help applicants work with the FAA to obtain NVG certification. One set of NVGs costs approx. $7,000 and an operator must carry multiple sets per flight. Certification is just one step. The operator must also have an FAA-approved training program for using NVGs. 


The FAA is revising the NVG guidance in the Air Transportation Operations Inspectors Handbook, Order 8400.10. Produced using considerable industry input, the revision included the establishment of a cadre of NVG national resource inspectors.


Flight Data Recorders


Flight Data Recorders (FDRs) are not required for HEMS operations. FDRs offer value in any accident investigation by providing information on aircraft system status, flight path and attitude. The weight and cost of FDR systems are factors. Research and development is required to determine the appropriate standards for FDR data and survivability in the helicopter environment, which typically involves substantially lower speeds and altitudes than airplanes. Funds are currently best invested in preventive training. 


However, the FAA is studying alternatives to expensive and heavy airliner-style FDRs, especially in light of the relatively low-impact forces in most helicopter accidents. By establishing a standard appropriate to the helicopter flight envelope, the FAA may be able to make meaningful future FDR rulemaking efforts.

Terrain Awareness Warning Systems


The FAA supports the voluntary implementation of Terrain Awareness Warning Systems (TAWS) and did consider the possibility of including rotorcraft in the TAWS rulemaking process. Through this process, however, the FAA concluded that there are a number of issues unique to VFR helicopter operations that must be resolved before the FAA considers mandating the use of TAWS in this area, such as modification of the standards used for these systems. For example, helicopters typically operate at lower altitudes so TAWS could potentially generate false alerts and “nuisance” warnings that could negatively impact the crew’s response to a valid alert. TAWS application to HEMS would require study of TAWS interoperability within the lower altitude HEMS environment, and possibly a modification of TAWS system standards.

At the FAA’s request, RTCA, Inc. has established a Special Committee to develop H-TAWS standards for use in future FAA rulemaking projects.  

###

Enclosure 3


From: State EMS Director

To: EMS and 911 Dispatch Coordinators


Subject: “Helicopter Shopping”


Background:


It has come to the attention of this office that the Federal Aviation Administration (FAA) has identified “helicopter shopping” as a contributing factor in several fatal helicopter EMS (HEMS) accidents.


“Helicopter shopping” refers to the practice of calling, in sequence, various operators until an operator agrees to take a flight assignment, without sharing with subsequent operators the reasons the flight was declined by the previously called operators.  

For example, an EMS dispatch center might call an air ambulance operator for a transport, and the operator turns the flight down for some reason, e.g. weather conditions are not favorable for flight, aircraft capabilities, aircraft maintenance issues, etc.  Subsequent calls are made to other operators, each made without mentioning the previous refusals until an operator, unaware of the reasons for the previous refusals, and therefore, unaware of the complete situation, agrees to accept the flight assignment.   

The practice of “helicopter shopping” can lead to an unsafe condition in which an operator initiates a flight that they would have declined if they had been aware of all of the facts surrounding the assignment, as was the case in several fatal HEMS accidents.  


Discussion:


It is recognized that the refusal of one operator may indeed have nothing to do with another operator’s determination to accept or refuse an assignment. For example, one operator may not be able to accept an assignment because of a mechanical problem on the aircraft which grounds it, or limits its use (such as a lighting failure prohibiting night operations).  Also, certain operators may not be able to accept a particular assignment due to local weather conditions, while subsequently called operators may be able to complete the assignment without encountering those weather conditions, due to their geographic location.  

However, only the entity capable of determining whether a previously called operator’s refusal has any bearing on accepting a flight assignment is the operator which is currently receiving the request.  Therefore, even when the dispatcher believes an operator’s refusal is based on an operator-specific consideration,  the reason for the refusal should be known to the subsequently called operator(s). 


Action:


This office is requesting that your dispatch center develop a procedure that ensures that, after an EMS operator has refused a flight assignment, subsequently called operators are made aware of the circumstances surrounding the first (or subsequent) operator’s refusal(s).  This will ensure that the best decisions are made at the operator level, and that only flight assignments that can be conducted safely will be accepted.  


Rather than have the dispatcher attempt to determine if the reason(s) for refusal are material to subsequently called operators, EMS dispatchers should pass along the reason(s) for refusal in all subsequent requests to operators for the affected flight request.


Thank you for your prompt consideration of this matter.


/s/


State EMS Director
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APPLICABILITY:


---------------------------------------------------------------


1.  PURPOSE.  This bulletin provides revised guidance regarding operations specification (OpSpec) A021, Helicopter Emergency Medical (HEMS)/Air Ambulance Operations, amending the visual flight rule (VFR) weather requirements for HEMS operations.  This guidance applies to all principal operations inspectors (POI) responsible for certificate holders conducting HEMS operations under Title 14 of the Code of Federal Regulations (14 CFR) part 135.


2.  BACKGROUND.


A.  A review of night VFR HEMS/air ambulance accidents has revealed that night lighting conditions are a significant factor in night VFR risks for controlled flight into terrain (CFIT) and loss of control (LOC) type accidents, particularly in mountainous terrain.  Review of the current OpSpec A021 revealed that it was deficient in that it did not reflect lighting conditions and did not differentiate between mountainous and non-mountainous terrain.


B.  OpSpec A021 has been revised to include consideration of night lighting conditions and mountainous/non-mountainous terrain.  In addition, an alternate local flying area VFR minima, which allowed reduced visibility in higher ceiling conditions, has been removed.


C.  OpSpec A002 is also revised to clarify that the definitions for air ambulance, HEMS, and helicopter emergency medical evacuation services (HEMES) can be used interchangeably.


3.  ACTION.


A.  POIs responsible for certificate holders conducting HEMS operations under part 135 will amend currently issued OpSpec A021 paragraphs in accordance with FAA Order 8400.10, Air Transportation Operations Inspector’s Handbook, volume 3, chapter 1, paragraph 265(B)(2)(b).  Operators will be given a 90-day period to adopt the revised OpSpec.  This period provides time for training, publication amendment, and other tasks before the revised OpSpec becomes effective.  However, all current A021 paragraphs will be amended no later than 90 days after the publication of this HBAT.


B.  Record issuance of the revised A021 by use of PTRS Code 1327, with “HBAT0601” in the national use field.


4.  LOCATION.


A.  Appendix 1 contains the guidance information that will be inserted into Order 8400.10, volume 3, chapter 1, section 3, OpSpec A021.


B.  Appendix 2 contains guidance information that will be inserted into Order 8400.10, volume 4, chapter 5, section 3, paragraphs 1379 through 1383.  It contains information on the effect of lighting on seeing conditions during night VFR flight, background information on moon rise, set, and phase; it also provides a method of accessing astronomical data for the determination of moon lighting data.


C.  The revised sample OpSpec A021 in Appendix 3 will be rolled as a mandatory change in the automated operations safety system (OPSS).


5.  INQUIRIES.  The Air Transportation Division, AFS-200, developed this bulletin.  If you need assistance in the automated issuance of the OpSpec A021, you may call the OPSS Hot Line at (405) 954-7272.  For questions regarding the content of this bulletin, contact Commuter, On Demand, and Training Center Branch, AFS-250, at (202) 267-3437.


ORIGINAL SIGNED BY


THOMAS PENLAND (for)


Thomas K. Toula


Manager, Air Transportation Division


ATTACHMENTS


APPENDIX 1.  VOLUME 3, CHAPTER 1, SECTION 3, OPSPEC A021 – HELICOPTER EMERGENCY MEDICAL SERVICES (HEMS)/AIR AMBULANCE OPERATIONS - HELICOPTER.


A.  OpSpec A021 authorizes a certificate holder operating under part 135 to conduct air ambulance Visual Flight Rules (VFR) emergency medical service operations in helicopters.  The terms air ambulance, helicopter emergency medical services (HEMS) and helicopter emergency medical evacuation services (HEMES) are used interchangeably in regard to this authorization.


(1)  This HEMS/air ambulance authorization requires that the intended takeoff and landing site be adequate for the proposed operation considering the size of the site, type of surface, surrounding obstructions, and lighting.  


(2)  If the HEMS operation is to be conducted at night, the takeoff and landing site must be clearly illuminated by a lighting source that will provide adequate lighting for the site itself and for any obstructions which may create potential hazards during approach, hovering, taxiing, and departure operations.


B.  OpSpec A021 specifies that the certificate holder may not use a Pilot in Command (PIC) in HEMS operations unless that PIC has satisfactorily completed the certificate holder’s Federal Aviation Administration (FAA)-approved training program for such operations.  Since HEMS operations often involve flights during periods of inclement weather, the training program for HEMS operations must include a segment which covers the recovery from inadvertent instrument meteorological conditions encountered because of unforecasted weather conditions.


C.  OpSpec A021 specifies the conditions (day/night), area (local/cross-country), ceiling, and visibility the certificate holder is authorized to use for HEMS operations in Class G (uncontrolled) airspace.  Night conditions are further defined by identifying different minima for high and low lighting conditions.  In addition, OpSpec A021 specifies different ceiling and visibility minima for these considerations and areas when operating in mountainous and non-mountainous areas.  Each specific combination of conditions and areas are listed in OpSpec A021.


(1)  The possible combinations of conditions and area include time of day (night or day), level of light available at night (low and high lighting conditions), area of operation (local or cross-country), and the kind of area (mountainous or non-mountainous).  Each of these combinations is specified along with ceiling and visibility authorizations.


(2)  IFR operators authorized to fly “Point in Space” (PinS) Special Instrument Approach Procedures with a “Proceed VFR” transition to the heliport must apply their VFR weather minima in determining their landing minima.  


· Since these operations require that the aircrew be specifically qualified for the use of these approaches, the visual segment area may be considered “local” in nature.


· Because the pilot and aircraft are trained, equipped and authorized as fully IFR capable under Part H authorizations, the area may be considered the equivalent of a “high lighting conditions” area at night.


· The affect of precipitous terrain has been accounted for in the development of the minimum descent altitude (MDA) so, for purposes of applying VFR minima in determining IFR landing visibility minima, the area may be considered “non-mountainous.”  For planning purposes, this consideration applies when the distance from the MAP to the landing area is less than 3 nm.


· Therefore, when applying the VFR weather minima of OpSpec A021 in determining the minima for all Special PinS approaches, with a “Proceed VFR” transition to the heliport, apply the local, non-mountainous, day, or night high lighting conditions (as appropriate) minima in Table 1 of OpSpec A021 in determining the landing minimum if the distance from the missed approach point to the heliport is 3 nm or less.  However, if the distance from the missed approach point to the heliport exceeds 3 nm, the certificate holder must apply the VFR minima prescribed in Table 1 of OpSpec A021 appropriate to the actual existing conditions (e.g., local, mountainous, day or non-mountainous, cross country, night, etc.).

NOTE:  For instrument approaches with a “Proceed visually” visual segment, the minima provided in OpSpec A021 do not apply; the minima specified in the instrument approach procedure apply. 


(3)  Requests for lower weather minimums for operations in uncontrolled airspace must be coordinated with and approved by AFS-200 through the regional flight standards division (RFSD).  These requests must follow the nonstandard OpSpec approval process outlined in Order 8400.10, volume 3, chapter 1, section 2, paragraph 41.


D.  OpSpec A021 contains a description of the “local area.” The local area is an area designated by the certificate holder which generally may not exceed 50 nautical miles from the dispatch location, taking into account man-made and natural geographic terrain features that are easily identifiable by the PIC, and from which the PIC may visually determine a position at all times.


(1)  The local area may be the same for night and day operations unless the terrain features used for the day local area would not be discernible at night.  In such a case, both a day and night local area must be described.


(2)  For example, in mountainous or desert locations, geographical features may facilitate day operations but because of the lack of such features and/or lighted landmarks, night operations would not be authorized.


(3)  Additional information on local flying areas is provided in paragraph 1381, below.


E.  For more information, see FAA Order 8400.10 volume 4, chapter 5, and Order 8400.10, volume 3, chapter 1, section 3, OpSpec A024, Air Ambulance Operations – Airplane, and OpSpec A050, Helicopter Night Vision Goggle Operations.


APPENDIX 2.  VOLUME 4, CHAPTER 5, SECTION 3, HELICOPTER EMERGENCY MEDICAL SERVICES (HEMS)/AIR AMBULANCE SERVICES OPERATIONAL PROCEDURES.


1379.  AFFECT OF LIGHTING ON SEEING CONDITIONS IN NIGHT VFR HELICOPTER EMERGENCY MEDICAL SERVICES (HEMS) OPERATIONS.  While ceiling and visibility significantly affect safety in night VFR HEMS operations, lighting conditions also have a profound effect on safety.  Even in conditions which, by visibility and ceiling, are determined to be visual meteorological conditions, the ability to discern unlighted or low contrast objects and terrain at night may be compromised.  The ability to discern these objects and terrain is the seeing condition, and is related to the amount of natural and man made lighting available, and the contrast, reflectivity, and texture of surface terrain and obstruction features.  In order to conduct operations safely, seeing conditions must be accounted for in the planning and execution of night VFR HEMS operations.


A.  The regulatory requirements for lighting for night helicopter air carrier operations are contained in 14 CFR section 135.207, VFR: Helicopter surface reference requirements, which states “No person may operate a helicopter under VFR unless that person has visual surface reference or, at night, visual surface light reference, sufficient to safely control the helicopter.”  Regardless of weather minima, or the use of advanced technologies, this requirement must be met in all VFR helicopter operations conducted under part 135. 


(1)  Operation Specification (OpSpec) A021 provides for the consideration of lighting condition and terrain environment in determining the minimum ceiling and visibility for operation.  In OpSpec A021, lighting conditions are identified as “high lighting conditions” and “low lighting conditions.”  Sources of lighting include natural celestial illumination (stars and moon) and surface lighting (man-made lighting sources). 


(a)  High lighting conditions exist when one of two sets of conditions are present:


i.  The sky cover is less than broken (less than 5/8 cloud cover), the time is between the local Moon rise and Moon set, and the lunar disk is at least 50% illuminated; or 


ii.  The aircraft is operated over surface lighting which, at least, provides for the lighting of prominent obstacles, the identification of terrain features (shorelines, valleys, hills, mountains, slopes) and a horizontal reference by which the pilot may control the helicopter.  For example, this surface lighting may be the result if: 


· Extensive cultural lighting (man-made, such as a built-up area of a city), 


· Significant reflected cultural lighting (such as the illumination caused by the reflection of a major metropolitan area’s lighting reflecting off a cloud ceiling), or 


· Limited cultural lighting combined with a high level of natural reflectivity of celestial illumination, such as that provided by a surface covered by snow or a desert surface

(b)  Low lighting conditions are those that meet neither set of high lighting conditions requirements.


(c)  The pilot is responsible for determining which level of lighting is expected or observed along a flightpath, and hence, what minima apply.  For example, a particular area, such as a built up area of a city, may be adequately lighted to support “high lighting conditions” regardless of celestial illumination sources.  Some areas may be considered a high lighting environment only in specific circumstances.  For example, some surfaces, such as a forest with limited cultural lighting, normally have little reflectivity, requiring dependence on significant moonlight to achieve a high lighting condition.  However, when that same forest is covered with snow, its reflectivity may support a high lighting condition based only on starlight.  Similarly, a desolate area, with little cultural lighting, such as a desert, may have such inherent natural reflectivity that it may be considered a high lighting conditions area regardless of season, provided the cloud cover does not prevent starlight from being reflected from the surface.  Other surfaces, such as areas of open water, may never have enough reflectivity or cultural lighting to ever be characterized as a high lighting area.


(d)  Through the accumulation of night flying experience in a particular area, the operator will develop the ability to determine, prior to departure, which areas can be considered supporting high or low lighting conditions.  Without that operational experience, low lighting minima should be applied by operators for both pre-flight planning and operations until high lighting conditions are observed or determined to be regularly available.


(2)  In addition, OpSpec A021 provides for higher minima in mountainous areas than in non-mountainous areas due to the additional risk of precipitous terrain. 


B.  Operators authorized to use Night Vision Goggles (NVG) in part 135 HEMS operations may use the high lighting conditions minima in low lighting conditions.  This authorization is based on the fact that NVGs amplify existing light.  This authorization is only valid when the subject aircraft and pilot are qualified for NVG operations, and NVGs are actually in use.  


C.  Operators authorized to conduct IFR operations in accordance with Part H of their OpSpecs may also use the high lighting condition minima during low lighting conditions.  


(1)  This authority to use the high lighting condition minima is predicated on the pilot employing the stabilization augmentations required for IFR flight (stability augmentation systems, flight director and/or autopilot).  By employing these systems, the pilot workload in basic flying tasks is reduced.  This reduction in basic piloting workload will allow the crew to devote more attention to communications, navigation, obstacles, terrain, weather monitoring, and interpretation, resulting in better aeronautical decision making.  


(2)  Additionally, this authorization is based on the expectation that by being IFR capable, these operators have less exposure in transitioning to IFR in the  event of encountering deteriorating weather or seeing conditions.  This only applies to aircraft and pilots authorized to conduct IFR operations.  


(3)  To apply this authorization, the minimum required crew for IFR flight must be used, and the aircraft must be appropriately equipped and operated using the stabilization, flight control system(s), and system modes required and operable for IFR flight.  The selection of coupled autopilot modes, if any, will depend on the operating environment, and are at the discretion of the pilot.  For example, the use of “altitude hold” coupled autopilot mode may be inappropriate for operations in an area of hills or in mountainous terrain.  In this case, the use of a flight control system “attitude retention” mode may suffice to reduce workload.


D.  Operators may choose to disregard lighting level for night operations for planning and operations provided they apply the low lighting condition minima for all night operations, using the mountainous or non-mountainous minima as appropriate.  In such cases, the high lighting minima shall not be authorized in OpSpec A021.


1381.  LOCAL FLYING AREA FOR HEMS OPERATIONS.  The local flying area is considered to be that area of which the pilot has detailed local knowledge.  


A.  The local flying area may be a symmetrical area, such as an area encompassed by a designated size radius, or it may be defined by landmarks and geographical features; however, these features must be individually identified for each base of operations.  


(1)  An acceptable local flying area is an area that the pilot can identify in flight, and for which the pilot’s operational knowledge can be evaluated through an oral or written test.  


(2)  If an identified local flying area is outside of the geographical boundaries of the certificate holding district office (CHDO), the CHDO may coordinate review of the proposed local flying area with the flight standards district office having jurisdiction over the area, if appropriate.  


(3)  A local flying area may overlap more than one FSDO, in which case, coordination may be desired  with all affected FSDOs.  Generally, the local flying area should not exceed twenty-five miles in any direction from the HEMS program base heliport or airport.  


(4)  Exceptions can be approved when the area has limited complexity, however, in no case should a local flying area exceed 50 nautical miles in any direction from the HEMS base.  


B.  The local flying area may be defined by any number of references:


· A specified radius from a point (if easily identified using installed, operational avionics)


· Bounding natural and cultural references (rivers, shorelines, roads, highways)


· Governmental boundaries, if easily identified in flight


· By describing a polygon between natural, cultural, or aeronautical reference points (shoreline points, islands, valleys, buildings, airports, VORs, GPS waypoints)


· Any other reasonable description of an area that may be easily applied by a flight crew, such as a pre-determined route, or system of routes.


· Limitations to any of the above (Example: 25 nautical mile radius of the John Doe Hospital, except that portion west of Muddy River)   


C.  The local flying area is not required to be contiguous, that is, there is no requirement that the local flying area for a particular base of operations be only one defined area.  For example, if the operator conducts HEMS operations in a particular metropolitan area, but often transports patients to a regional trauma center outside that area, the operator may choose to develop an additional local flying area for the assigned pilots to use when operating in the vicinity of the trauma center.  While operating in between the local flying areas, the cross-country minima would apply.  See Figure 1 below.


FIGURE 1












           







D.  In order to use the local flying area minima provided in OpSpec A021, a HEMS pilot must have completed an examination on the features of the local flying area within the previous 12 calendar months.  This examination must include, but is not limited to:


· Terrain features

· Prominent obstructions, including areas of obstructions 


· Minimum safe altitudes in the area


· “Weather producers” (such as industrial areas, fog prone areas, etc.)


· Areas of poor surface lighting, and the effects of seasonal and other changes on surface lighting, as applicable to the local flying area in question  


· Airspace/air traffic facilities


· Radar and communications coverages, including minimum altitudes for radar service and communications with air traffic facilities and company dispatch/communications facilities 


· Airports/heliports/fuel sources, including night availability


· Available instrument approaches


· Predominant air traffic flows


· Landmarks and cultural features


· Noise sensitive areas


· Facility-specific information, such as flight locating, dispatch, and communications


· Any emergency considerations appropriate to the area 


(1)  This examination may be an oral or written examination, or combination, and may be conducted as a part of the line check conducted under §135.299.  The manner in which the examination is conducted must be described in the operator’s approved training program.


(2)  If a pilot has not satisfactorily passed an examination on the applicable local flying area, he/she must use the cross-country area weather minima. 


(3)  Additionally, OpSpec A021 provides different minima for mountainous and non-mountainous areas.  To ensure commonality with IFR requirements, mountainous areas are identified as those designated as mountainous areas in part 95. 


1383.  ASTRONOMICAL DEFINITIONS AND BACKGROUND INFORMATION FOR HEMS/HELICOPTER AIR AMBULANCE OPERATIONS.


A.  Definitions.


(1)  Horizon.  Wherever one is located on or near the earth’s surface, the earth is perceived as essentially flat and, therefore, as a plane.  If there are no visual obstructions, the apparent intersection of the sky with the earth’s (plane) surface is the horizon, which appears as a circle centered at the observer.  For rise/set computations, the observer’s eye is considered to be on the surface of the Earth, so that the horizon is geometrically exactly 90 degrees from the local vertical direction.


(2)  Rise, Set.  During the course of a day the Earth rotates once on its axis causing the phenomena of rising and setting.  All celestial bodies, the Sun, Moon, stars and planets, seem to appear in the sky at the horizon to the East of any particular place, then to cross the sky and again disappear at the horizon to the West.   Because the Sun and Moon appear as circular disks and not as points of light, a definition of rise or set must be very specific, because not all of either body is seen to rise or set at once.


(3)  Sunrise and sunset refer to the times when the upper edge of the disk of the Sun is on the horizon, considered unobstructed relative to the location of interest.  Atmospheric conditions are assumed to be average, and the location is in a level region on the Earth’s surface.


(4)  Moonrise and moonset times are computed for exactly the same circumstances as for sunrise and sunset.  However, moonrise and moonset may occur at any time during a 24 hour period and, consequently, it is often possible for the Moon to be seen during daylight, and to have moonless nights.  It is also possible that a moonrise or moonset does not occur relative to a specific place on a given date. 


(5)  Transit.  The transit time of a celestial body refers to the instant that its center crosses an imaginary line in the sky - the observer’s meridian - running from north to south. 


(6)  Twilight.  Before sunrise and again after sunset there are intervals of time, known as “twilight,” during which there is natural light provided by the upper atmosphere, which does receive direct sunlight and reflects part of it toward the Earth’s surface.


(7)  Civil twilight is defined to begin in the morning, and to end in the evening when the center of the Sun is geometrically 6 degrees below the horizon.  This is the limit at which twilight illumination is sufficient, under good weather conditions, for terrestrial objects to be clearly distinguished.


B.  Title 14 of the Code of Federal Regulations applies these concepts and definitions in addressing the definition of night (section 1.1), the requirement for aircraft lighting (section 91.209) and pilot recency of night experience (section 61.67). 


C.  Information on Moon Phases and Changes in the Percentage of the Moon Illuminated.  From any location on the Earth, the Moon appears to be a circular disk which, at any specific time, is illuminated to some degree by direct sunlight.  During each lunar orbit (a lunar month), we see the Moon’s appearance change from not visibly illuminated through partially illuminated to fully illuminated, then back through partially illuminated to not illuminated again.  There are eight distinct, traditionally recognized stages, called phases. The phases designate both the degree to which the Moon is illuminated and the geometric appearance of the illuminated part.  These phases of the Moon, in the sequence of their occurrence (starting from New Moon), are listed below.
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		New Moon - The Moon’s unilluminated side is facing the Earth.  The Moon is not visible (except during a solar eclipse).
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		Waxing Crescent - The Moon appears to be partly but less than one-half illuminated by direct sunlight. The fraction of the Moon’s disk that is illuminated is increasing.
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		First Quarter - One-half of the Moon appears to be illuminated by direct sunlight.  The fraction of the Moon’s disk that is illuminated is increasing.
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		Waxing Gibbous - The Moon appears to be more than one-half but not fully illuminated by direct sunlight.  The fraction of the Moon’s disk that is illuminated is increasing.
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		Full Moon - The Moon’s illuminated side is facing the Earth.  The Moon appears to be completely illuminated by direct sunlight.
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		Waning Gibbous - The Moon appears to be more than one-half but not fully illuminated by direct sunlight.  The fraction of the Moon’s disk that is illuminated is decreasing.
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		Last Quarter - One-half of the Moon appears to be illuminated by direct sunlight.  The fraction of the Moon’s disk that is illuminated is decreasing.
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		Waning Crescent - The Moon appears to be partly but less than one-half illuminated by direct sunlight. The fraction of the Moon’s disk that is illuminated is decreasing.





(1)  The percent of the Moon’s surface illuminated is a more refined, quantitative description of the Moon's appearance than is the phase.  Considering the Moon as a circular disk, at New Moon the percent illuminated is 0; at First and Last Quarters it is 50%; and at Full Moon it is 100%.  During the crescent phases the percent illuminated is between 0 and 50% and during gibbous phases it is between 50% and 100%. 


(2)  For practical purposes, phases of the Moon and the percent of the Moon illuminated are independent of the location on the Earth from where the Moon is observed.  That is, all the phases occur at the same time regardless of the observer’s position.


(3)  For more detailed information, refer to the United States Naval Observatory site referenced below.  


D.  Access to Astronomical Data for Determination of Moon Rise, Moon Set, and Percentage of Lunar Disk Illuminated.  


(1)  Astronomical data for the determination of Moon rise and set and Moon phase may be obtained from the United States Naval Observatory using an interactive query available at:


http://aa.usno.navy.mil/

(2)  Click on “data Services,” and then on “Complete Sun and Moon Data for One Day.”


(3)  You can obtain the times of sunrise, sunset, moonrise, moonset, transits of the Sun and Moon, and the beginning and end of civil twilight, along with information on the Moon’s phase by specifying the date and location in one of the two forms on this web page and clicking on the “Get data” button at the end of the form.  Form “A” is used for cities or towns in the U.S. or its territories.  Form “B” for all other locations.  An example of the data available from this site is as follows:


_________________________________________________________________


The following information is provided for New Orleans, Orleans Parish, Louisiana (longitude W90.1, latitude N30.0): 


        Tuesday  


        29 May 2007           Central Daylight Time          


                         SUN

        Begin civil twilight       5:34 a.m.                 


        Sunrise                    6:01 a.m.                 


        Sun transit               12:58 p.m.                 


        Sunset                     7:55 p.m.                 


        End civil twilight         8:22 p.m.                 


                         MOON

        Moonrise                   5:10 p.m. on preceding day


        Moonset                    4:07 a.m.                 


        Moonrise                   6:06 p.m.                 


        Moon transit              11:26 p.m.                 


        Moonset                    4:41 a.m. on following day


Phase of the Moon on 29 May:  waxing gibbous with 95% of the Moon's visible disk illuminated. 


Full Moon on 31 May 2007 at 8:04 p.m.  Central Daylight Time. 


_____________________________________________________________________________


(4)  Additionally, a yearly table may be constructed for a particular location by using the “Table of Sunrise/Sunset, Moonrise/Moonset, or Twilight Times for an Entire Year” selection.


APPENDIX 3.  SAMPLE OPERATIONS SPECIFICATIONS PARAGRAPH A021, HELICOPTER EMERGENCY MEDICAL SERVICES (HEMS) OPERATIONS.

a.
The certificate holder is authorized to conduct helicopter emergency medical services (HEMS)/air ambulance operations in accordance with 14 CFR Part 135 and this operations specification.  (HEMS and air ambulance terms are used interchangeably.)


b.
The certificate holder is authorized takeoff and landing operations provided the site used is adequate for the proposed operation considering the size, type of surface, surrounding obstructions, and lighting.  During night operations, the lighting source must provide adequate illumination of the takeoff/landing area and of any obstructions that may create potential hazards during approach, hovering, taxiing, and departure operations.


c.
The flightcrew must satisfactorily complete the certificate holder’s approved training program prior to commencing HEMS/air ambulance flights.


d.
The certificate holder is authorized to use no lower than the Visual Flight Rules (VFR) weather minimums in Table 1 below when operating in Class G (uncontrolled) airspace for the conditions specified when conducting HEMS/air ambulance work, subject to subparagraphs e, f, g, h, and i.


Table 1  Weather Minimums and Lighting Conditions


		

		Non-Mountainous

		Mountainous


(14 CFR Part 95)



		Area

		Local

		Cross Country

		Local

		Cross Country



		Condition

		Ceiling-visibility



		Day

		500-1

		800-2

		500-2

		800-3



		Night – High Lighting Conditions*

		500-2

		1000-3

		500-3

		1000-3



		Night – Low Lighting Conditions

		800-3

		1000-5

		1000-3

		1000-5





e.
For the purpose of this operations specifications, the following shall apply:


For High Lighting Conditions authorization, select the appropriate (1) statement.:


(1)
High Lighting Conditions.*  The certificate holder is authorized to use Night High Lighting Conditions specified in Table 1 above.  Night High Lighting Conditions means conditions in which the cloud cover is less than broken (less than 5/8 cloud cover), the time is between local Moonrise and Moonset, and at least 50% of the lunar disk illuminated, or the entire operation is conducted over a lighted surface area. 


(1)  High Lighting Conditions.*  The certificate holder is NOT authorized and shall not use the Night High Lighting Conditions ceiling and visibility weather minimums listed in Table 1 above.  Night High Lighting Conditions means conditions in which the cloud cover is less than broken (less than 5/8 cloud cover), the time is between local Moonrise and Moonset, and at least 50% of the lunar disk illuminated, or the entire operation is conducted over a lighted surface area. 


(2)
Low Lighting Conditions:  Other than high lighting conditions described in e(1) above.


(3)
Lighted Surface Area:  A lighted surface area is an area in which prominent objects are lighted, and surface lighting is adequate to identify terrain features and establish a usable horizontal reference.  The lighting required to support this level of surface definition may be man made, natural, direct or indirect, or any combination thereof, provided these stated requirements, and the requirements of 14 CFR 135.207, are met.


(4)
Moonrise, moonset and percentage of lunar disk illuminated data shall be consistent with data available from the United States Naval Observatory.  


f.
High lighting condition minima may be used in low lighting conditions if both the aircraft and pilot are either: 


(1) Approved for use of NVGs under paragraph  A050 of these Operations Specifications, Night Vision Goggle (NVG) Operations, and NVGs are used, or 


(2) Authorized to conduct IFR operations under Part H of these Operations Specifications, and the aircraft is operated using the required crew, and the stabilization and/or flight control system(s) or system modes required for IFR flight, as appropriate to the flight operating environment.


g.
If the certificate holder is authorized to conduct IFR “Point in Space” (PinS) Special Instrument Approach Procedures with a “Proceed VFR” transition to the heliport, the local, non-mountainous, day, or night (high lighting condition) minima in Table 1 above may be applied in determining the landing minimum if the distance from the missed approach point to the heliport is 3 nm or less.  If the distance from the missed approach point to the heliport exceeds 3 nm, apply the VFR minima prescribed in Table 1 above appropriate to the actual existing conditions.


h.
If the certificate holder is authorized to conduct IFR Standard Instrument Approach Procedures with a “Proceed VFR” transition to the landing area the VFR weather minima as prescribed in Table 1 above must be applied in determining the landing minimum, or the certificate holder may apply the 14 CFR part 91 VFR weather minima appropriate to the airspace, whichever is higher.


i.
Local Flying Areas.  Local Flying Areas are those areas in which the pilot has demonstrated a level of familiarity which allows the use of lower VFR operating minima.  Local flying areas used by a specific HEMS program base need not be contiguous.


(1)  Local flying area minima may only be used by pilots who have passed an examination on the appropriate local flying area within the previous 12 months.  This examination must be conducted in accordance with the certificate holder’s approved local area pilot knowledge testing procedure.  Pilots may be qualified for more than one local flying area.


(2)  Any flight outside a local flying area is a cross-country operation.  Pilots who have not passed such a knowledge test on a particular local flying area within the previous 12 calendar months, regardless of operational experience in that area, must use the cross-country minima described in Table 1 above when operating in that area.


(3)
The certificate holder is authorized to conduct HEMS operations using the local flying area minima in the following areas listed in Table 2 below, provided the pilot is qualified under subparagraph i(1) above.


Table 2 – Authorized HEMS Operations


		Local Flying Area Base

		Description

		Coordinating geographic FSDO (if outside the CHDO District)



		

		

		



		TABL01

		TABL02

		TABL03





TEXT99

Additional Local Flying Area







H







H







H







Main Local Flying Area







Local Flying Minima







Cross Country Flying Minima
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BACKGROUND

Minimizing time to definitive care is a fundamental tenet of trauma care that has been recognized for almost a century.1-3   Most fatal motor vehicle crashes occur in rural areas with substantially higher death rates attributed, in part to longer notification response and transport intervals.1,4,5   Current literature has demonstrated that an increase use of air medical services can result in a decrease in mortality and reduction of disabilities.1,6 Auto launch and early activation are complements which initiate air medical services before primary EMS assessment.1,7

Medical helicopter programs offer a variety of protocols to improve response time.  Significant literature has been published concerning improved outcomes in patients with diagnosis that require expedient treatment or access to definitive care, such as trauma, stroke and acute myocardial infarction. 1,4,8-15 Response time, as defined by activation to lift, of a medical helicopter can range from 5-15 minutes.  This time delay could prove detrimental to a patient in a rural area that is unable to access specialty services in a timely fashion without the aid of air medical services.  


When the scene is greater than 20 miles from the hospital, one of the most efficient ways to transport a critical patient to the hospital is to dispatch the helicopter before the ground EMS arrives to the scene.  Helicopter dispatch can be done simultaneously with the ground unit, immediately after the 911 call. 16 Alternatively, the ground EMTs while on their way to the scene can do it.


POSITION STATEMENT

(   AAMS defines “Early Activation” as departing for the requested scene prior to arrival of the first responders, based on a high index of suspicion that specialty services will be necessary.  This is initiated by the request of the first responders.  


(    AAMS defines “Auto Launch” as the simultaneous dispatch of air and ground resources through a 9-1-1 request for EMS based upon pre-designated trauma and and/or medical criteria set up by local or regional EMS systems.


(   AAMS supports both an Early Activation protocol and an Auto Launch protocol for areas that have a fly distance greater than 10 minutes or 29 miles and/or the patient is further than 20 miles from  a specialty hospital and patient criteria is critical in nature.   This would include, but is not limited to: 


1. prolong extrication time


2. multiple victims


3. ejection from vehicle


4. pedestrian struck


5. multi victim crash with at least one dead at scene


6. critical burns >10%


7. vital sign instability


8. stroke


(      AAMS supports Early Activation and Auto Launch with the understanding, that it does not obligate the primary responding agency to send the patient by air if the clinical condition does not require air medical services.


(     AAMS does not support the use of strategies such as Early Activation or Auto Launch as a marketing tool and or for competitive advantage.


(     AAMS does not support Auto Launch without 911 communication and support.


RATIONALE:


Even though  Branas20 claims that 84% of the population live within 60 minutes of a Level I  or II trauma center.  Two thirds of serious trauma occurs distant from the residence
.  Furthermore,  as Davis & Wish21 contend, Branas’  assertion of simultaneous dispatch and 3.5 minutes to airborne is not valid.  Literature demonstrates that areas with lower population densities tend to have longer notification and response intervals, which leads to a corresponding increase in mortality. 1,8-15 The motor vehicle crash fatality rate is higher on rural roads, due in part to an increase time to definitive care. 1,4,13 Early Activation and Auto Launch can substantially reduce time to definitive care in rural areas or locales of inhospitable terrain potentially resulting in improved patient outcomes. 1,19   
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Appendix V Interpretive Guidelines Responsibilities of
Medicare Participating Hospitals In Emergency Cases

PART I- Investigative Procedures

I. General Information

I1. Principal Focus of Investigation

I1l. Task 1- Entrance Conference

IV. Task 2- Case Selection Methodology

V. Task 3- Record Review

VI. Task 4- Interviews

VII. Task 5- Exit Conference

VIII. Task 6- Professional Medical Review

IX. Task 7- Assessment of Compliance and Completion of the
Deficiency Report

X. Additional Survey Report Documentation

l. GENERAL INFORMATION

Medicare participating hospitals must meet the Emergency Medical Treatment and Labor
Act (EMTALA) statute codified at section 1867 of the Social Security Act, the
accompanying regulations in 42 CFR 8489.24 and the related requirements at 42 CFR
489.20(I), (m), (q), and (r). EMTALA requires hospitals with emergency departments to
provide a medical screening examination to any individual who comes to the emergency
department and requests such an examination, and prohibits hospitals with emergency
departments from refusing to examine or treat individuals with an emergency medical
condition (EMC). The term hospital includes critical access hospitals. The provisions
of EMTALA apply to allindividual (not just Medicare bereficiaries) who attempt to
gain access to a hospital for emergency care. The regulations define hospital with an
emergency department to mean a hospital with a dedicated emergency department (ED).
In tum, the regulation defines dedicated emergency department as any department or
facility ofthe hospital that either (1) is licensed by the state as an emergency department;
(2) held out to the public as providing treatment for emergency medical conditions; or (3)
on one-third of the visits to the department in the preceding calendar year actually
provided treatment for emergency medical conditions on an urgent basis. These three
requirements are discussed in greater detail at Tag A406.

The enforcement of EMTALA is a complaint driven process. The investigation of a
hospital s policies/procedures and processes and any subsequent sanctions are initiated
by a complaint. If the results of a complaint investigation indicate that a hospital violated
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one or more of the anti-dumping provisions of section 1866 or 1867 (EMTALA), a
hospital may be subject to termination of its provider agreement and/or the imposition of
civil monetary penalties (CMPs). CMPs may be imposed against hospitals or individual
physicians for EMTALA violations.

The RO evaluates and authorizes all complaints and refers cases to the SA that warrant
investigation. The first step in determining if the hospital has an EMTAL A obligation is
for the surveyor to verify whether the hospital in fact has a dedicated emergency
department (ED). To do so, the surveyor must check whether the hospital meets one of
the criteria that define whether the hospital has a dedicated emergency department.

As discussed above, a dedicated emergency department is defined as meeting one of the
following criteria regardless of whether it is located on or off the main hospital campus:
The entity: (1) is licensed by the State in which it is located under applicable State law as
an emergency room or emergency department; or (2) is held out to the public (by name,
posted signs, advertising, or other means) as a place that provides care for emergency
medical conditions (EMC) on an urgent basis without requiring a previously scheduled
appointment; or (3) during the preceding calendar year, (i.e., the year immediately
preceding the calendar year in which a determination under this section is being made),
based on a representative sample of patient visits that occurred during the calendar year,
it provides at least one-third of all of its visits for the treatment of EMCs on an urgent
basis without requiring a previously scheduled appointment. This includes individuals
who may present as unscheduled ambulatory patients to units (such as labor and delivery
or psychiatric units of hospitals) where patients are routinely evaluated and treated for
emergency medical conditions.

Hospitals with dedicated emergency departments are required to take the following
measures:
Adopt and enforce policies and procedures to comply with the
requirements of 42 CFR 8489.24;

Post signs in the dedicated ED specifying the rights of individuals
with emergency medical conditions and women in labor who come
to the dedicated ED for health care services, and indicate on the
signs whether the hospital participates in the Medicaid program;

Maintain medical and other records related to individuals
transferred to and from the hospital for a period of five years from
the date of the transfer;

Maintain a list of physicians who are on call to provide further
evaluation and or treatment necessary to stabilize an individual
with an emergency medical condition;

Maintain a central log of individual s who come to the dedicated
ED seeking treatment and indicate whether these individuals:
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o refused treatment,

o weredenied treatment,

o were treated, admitted, stabilized, and/or transferred
or were discharged,;

Provide for an appro priate medical screening examination;

Provide necessary stabilizing treatment for emergency medical
conditions and labor within the hospital s capability and capacity;

Provide an appropriate transfer of an unstabilized indiviudal to
another medical facility if:

0]

The indiviudal (or person acting on his or her behalf) after
being informed of the risks and the hospital s obligations
requests atransfer,

A physician has signed the certification that the benefits of the
transfer of the patient to another facility outweigh the risks or
A qualified medical person (as determined by the hogspital in its
by-laws or rules and regulations) has signed the certification
after a physician, in consultation with that qualified medical
person, has made the determination that the benefits of the
transfer outweigh the risks and the physician countersigns in a
timely manner the certification. (This last criterion app lies if
the responsible physician is not physically present in the
emergency department at the time the individual is
transferred.)

Provide treatment to minimize the risks of transfer,

Send all pertinent records to the receiving hospital,

Obtain the consent of the receiving hospital to accept the
transfer,

Ensure that the transfer of an unstabilized individual is effected
through qualified personnel and transportation equipment,
including the use of medically appropriate life support
measures;

Medical screening examination and/or stabilizing treatment is not to
be delayed in order to inquire about payment status;

Accept appropriate transfer of individuals with an emergency medical
condition if the hospital has specialized capabilities or facilities and
has the capacity to treat those individuals; and

Not penalize or take adverse action against a physician or a qualified
medical person because the physician or qualified medical person
refuses to authorize the transfer of an individual with an emergency
medical condition that has not been stabilized or against any hospital
employee who reports a violation of these requirements.





134 If the hospital does not have a dedicated emergency department as defined in 42 CFR

135 8489.24(b), apply 42 CFR 8482.12(f) which requires the hospital s governing body to
136 assure that the medical staff has written policies and procedures for appraisal of

137 emergencies and the provision of initial treatment and referral (Form CMS-1537,

138 Medicare/Medicaid Hospital Survey Report).

139

140 Hospitals that violate the provisions in 42 CFR 8489.24 or the related requirements in 42
141 CFR §489.20(1), (m), (q), and (r) are subject to civil monetary penalties or termination.
142

143 A hospital is required to reportto CMS or the State survey agency promptly when it
144 suspects it may have received an improperly transferred individual. Notification should
145 occur within 72 hours of the occurrence. Failure to report improper transfers may subject
146 the receiving hospital to termination of its provider agreement.

147

148 To assure that CMS is aware of all instances of improper transfer or potential violations
149 of the other anti-dumping requirements, the State survey agencies must promptly report
150 to the RO all complaints related to violations of 42 CFR 8489.24 and the related

151 requirements at 42 CFR 8489.20(l), (m), (q), and (r). The RO will decide whether a
152 complaint alleges a violation of these requirements and warrants an investigation.

153

154 Quality of care review performed either by the SA or other physicians must not delay
155 processing of a substantiated EMT ALA violation. If during the course of the

156 investigation, you identify possible quality of care issues other than those related to the
157 provisions of this regulation, obtain a copy of the patient s medical record and send the
158 case to the RO for referral to the appropriate Quality Improvement Organization (Q10).
159 Contact the RO if the hospital refuses to provide a copy of the medical record.

160

161 If you suspect emergency services are being denied based on diagnosis (e.g., AIDS),
162 financial status, race, color, national origin, or handicap, refer the cases to the RO. The
163 RO will forward the cases to the Office of Civil Rights (OCR) for investigation of

164 discrimination.

165

166 A hospital must formally determine who is qualified to perform the initial medical

167 screening examinations, i.e., qualified medical person. While it is permissible for a

168 hospital to designate a non-physician practitioner as the qualified medical person, the
169 designated non-physician practitioners must be set forth in a document that is approved
170 by the governing body of the hospital. Those health practitioners designated to perform
171 medical screening examinations are to be identified inthe hospital by-laws or in the rules
172 and regulations governing the medical staff following gowverning body approval. It isnot
173 acceptable for the hospital to allow the medical director of the emergency department to
174 make what may be informal personnel appointments that could frequently change.

175

176 If it appears that a hospital with an dedicated ED does not have adequate staff and

177 equipment to meet the needs of patients, consult the RO to determine whether or not to
178 expand the survey for compliance with the requirements of 42 CFR 482.55 (Condition of

179 Participation: Emergency Services).





180
181
182
183
184
185
186
187
188
189
190
191
192
193
194
195
196
197
198
199
200
201
202
203
204
205
206
207
208
209
210
211
212
213
214
215
216
217
218
219
220
221
222
223
224

Look for evidence that the procedures and policies for emergency medical services
(including triage of patients) are established, evaluated, and updated on an ongoing basis.

The hospital should have procedures, which assure integration with other hospital
services (e.g., including laboratory, radiology, ICU and operating room services) to ensue
continuity of care.

IV.  PRINCIPAL FOCUS OF INVESTIGATION

Investigate for compliance with the regulations in 42 CFR 8489.24 and the related
requirements in 42 CFR 8489.20(1), (m), (q), and (r). All investigations are to be
unannounced. T he investigation is based on an allegation of noncompliance. The
purpose of the investigation is to ascertain whether a violation took place, to determine
whether the violation constitutes an immediate and serious threat to patient health and
safety, to identify any patterns of violations at the facility, and to assess whether the
facility has policies and procedures to address the provisions of the EMTALA law.
The investigation must be completed within 5 working days of the RO authorization.

The focus of the investigation is on the initial allegation of violation and the discovery of
additional violations. If the allegation is not confirmed, the surveyors must still be
assured that the hospital s policies and procedures, physician certifications of transfers,
etc., are in compliance with the requirements of 42 CFR 8489.24 and the related
requirements at 42 CFR 8489.20(1), (m), (q), and (r). If the allegation(s) is confirmed,
the investigation would continue, but with an emphasis on the hospital s compliance
within the last six months.

Ensure that the case(s), if substantiated, is (are) fully documented on Form CMS-2567,
Statement of Deficiencies and Plan of Correction. The investigation paperwork should

be completed within ten working days following completion of the onsite survey if it
appears there may be a violation of 881866 and 1867 of the Act (the paperwork is to be
in the RO possession by the 20" working day or less following completion of the
onsite survey. This includes the 5 days allowed to complete the onsite investigation).
If there appears not to be a violation, and the responsibilities of Medicare participating
hospitals in emergency cases appear to be met, the time frame to complete the paperwork
and return to the RO may be extended to 15 working days (the paperwork is to be in
the RO possession by the 25" working day or less following completion of the onsite
survey. Thisincludes the 5 days allowed to complete the onsite investigation).

Once the investigation is complete the RO is strongly encouraged to share as much
information with the hospital as possible in accordance with the Privacy Act and the
Health Insurance Portability and Accountability Act (HIPAA) regarding the complaint
and investigation. The RO may also include any facts about the violation, a copy of any
medical reviews (the identity of the reviewer must be deleted), and the identity of the
patient involved (not the identity of the complainant or source of the complaint). CMS





225 will determine if the violation constitutes immediate jeopardy to patient health and

226 safety.

227

228 The hospital has the opportunity to present evidence to CMS that it believes demonstrates
229 its compliance and the opportunity to comment on evidence CMS believes demonstrates
230 the hospital s noncompliance. CMS regional offices retain delegated enforcement

231 authority and final enforcement decisions are made there.

232

233 V. TASK 1- ENTRANCE CONFERENCE

234

235 A brief entrance conference must be held with the CEO/president of the hospital (or his
236 or her designee) and any other staff the CEO considers appropriate to explain the nature
237 of the allegation, the purpose of the investigation, and the requirements against which the
238 complaint will be investigated. The identity of the complainant and patient must always
239 be kept confidential unless written consent is obtained. Ask the CEO to have the staff
240 provide you with the following information (as appropriate):

241 Dedicated ED logs for the past 6-12 months;

242 The dedicated ED policy/procedures manual (review triage and assessment of
243 patients presenting to the ED with emergency medical conditions, assessment of
244 labor, transfers of individuals with emergency medical conditions, etc.);

245 Consent forms for transfers of unstable individuals;

246 Dedicated ED committee meeting minutes for the past 12 months;

247 Dedicated ED staffing schedule (physicians for the past 3 months and nurses for
248 the last 4 weeks) or as appropriate;

249 Bylaws/rules and regulations of the medical staff

250 Minutes from medical staff meetings for the past 6-12 months;

251 Current medical staff roster;

252 Physician on-call lists for the past six months;

253 Credential files (to be selected by you) include the director of the emergency
254 department and emergency department physicians. Review of credentials files is
255 optional. However, if there has been a turnover in significant personnel (e.g., the
256 ED director) or an unusual turnover of ED physicians, or a problem is identified
257 during record review of a particular physician s screening or treatment in the ER,
258 credentials files should be obtained and reviewed,

259 Quality Assessment and Performance Improvement (QAPI) Plan (formally known
260 as Quality Assurance);

261 QAPI minutes (request the portion of the quality improvement minutes and plan,
262 which specifically relates to EMTALA regulations. If a problem is identified that
263 would require a more thorough review, additional portions of the quality

264 improvement plan and minutes may be requested for review);

265 List of contracted services (request this list if a potential violation of §1866 and
266 1867 of the Act is noted during the investigation and the use of contracted

267 services is questioned);

268 Dedicated ED personnel records (optional);
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In-service training program records, schedules, reports, etc. (optional review if
questions arise through interview and record review regarding the staff s
knowledge of 42 CFR §489.24);

Ambulance trip reports and memoranda of transfer, if available (to be selected by
you if the cases you are reviewing concern transfers); and

Ambulance ownership information and applicable State/regional/community
EMS protocols.

In addition, if the case you are investigating occurred prior to the time frames mentioned,
examine the above records for a three-month period surrounding the date of the alleged
violation.

Inform the CEO that you will be selecting a sample of cases (medical records) for review
from the ED log and that you will require those records in a timely fashion.

XVIII. TASK 2-CASE SELECTION METHODOLOGY

Even though a single occurrence is considered a violation a sample is done to identify
additional violations and/or patterns of violations.

A Sample Size. Select 20-50 records to review in depth, using the selection
criteria described below. The sample is not intended to be a statistically
valid sample and the sample selection should be focused on potential
problem areas. The sample size should be expanded as necessary in order
to adequately investigate possible violations or patterns of violations.

B. Sample Selection. The type of records sampled will vary based on the
nature of the complaint and the types of patients requesting emergency
services. Do not allow the facility staff to select the sample. Use the
emergency department log and other appropriate information, such as
patient charts, to identify:

Individuals transferred to other facilities;

Gaps, return cases, or nonsequential entries in the log;
Refusals of examination, treatment, or transfer;

Patients leaving against medical advice or left without being
seen (LWBS), and

Patients returning to the emergency department within 48
hours.

Sample selection requires that:

1. You identify the number of emergency cases seen per month for each of the
six months preceding the survey. Place this information on Form
CMS1541-B, Responsibilities of Medicare Participating Hospitals in
Emergency Cases Investigation Report (Exhibit 137).
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2. You identify the number of transfers of emergency patients to other acute care
hospitals per month for each of the preceding six months. Review in-depth,
transfers of patients where it appears that the transferring hospital could have
provided continuing medical care. Place this information on Form CMS-
1541B.

3. You include the complaint case (s) in the sample, regardless of how long ago
itoccurred. Select other cases at the time of the complaint in order to identify
patterns of hospital behavior and to help protect the identity of the patient.

4. If the complaint case did not involve an inappropriate transfer (e.g., the
complaint was for failure to provide an adequate screening examination, or a
hospital with specialized capabilities refused an appropriate transfer), identify
similar cases and review them.

5. If you identify additional violations, determine, if possible, whether there is a
pattern related to:

diagnosis (e.g., labor, AIDS, psych),

race,

color,

type of health insurance (Medicaid, uninsured, under-insured, or
managed care),

nationality or

disability.

Representative Sample Size for the dedicated emergency department if
applicable:

The SA surveyor should consult with the RO prior to conducting the
representative sample of patient visits for a hospital department to determine
whether the department meets the criteria of being a dedicated emergency
department.

To determine if a hospital department is a dedicated emergency
department because it meets the one-third requirement described above
(ie., the hogspital, inthe preceding year, had at least one-third of all of its
visits for the treatment of EMCs on an urgent basis without requiring a
previously scheduled appointment) the surveyor is to select a
representative sample of patient visits that occurred the previous calendar
year inthe area of the hospital to be evaluated for status as a dedicated
emergency department. This includes individuals who may present as
unscheduled ambulatory patients to units (such as labor and delivery or
psychiatric units of hospitals) where patients are routinely admitted for
evaluation and treatment. The surveyors will review the facility log,
appointment roster and other appropriate information to identify patients
seen inthe area or facility in question. Surveyors are to review 20- 50
records of patients with diagnoses or presenting complaints, which may be
associated with an emergency medical condition (e.g., cardiac, respiratory,
pediatric patients (high fever, lethargic), loss of consciousness, etc.).
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Surveyors have the discretion (in consultation with the regional office) to
expand the sample size as necessary in order to adequately investigate
possible violations or patterns of violations. Do not allow the facility staff
to select the sample. Review the selected cases to determine if patients
had an emergency medical condition and received stabilizing treatment. If
at least one-third of the sample cases reviewed were for the treatment of
EMCs on an urgent basis without requiring a previously scheduled
appointment, the area being evaluated is a dedicated emergency
department, and therefore, the hospital has an EMTALA obligation.
Hospitals that may meet this one-third criterion may be specialty hospitals
(such as psychiatric hospitals), hospitals without traditional emergency
departments, and urgent care centers. In addition, it is not relevant if the
entity that meets the definition of a dedicated ED is not located on the
campus of the main hospital.

Guidelines to determine if a department of a hospital meets the one-third criteria of being
a dedicated emergency department:

For each case, the surveyors should answer 3 questions.

1.

2.

3.

Was the individual an outpatient?

If not, what was his or her status (e.g., inpatient, visitor or other)?

Was the individual a walk-in (unscheduled appo intment)?

Did the individual have an EMC, and received stabilizing treatment?

Y N (Note- an affirmative yes must be present for both parts of this question for
the case to be counted toward the one-third criterion to be met. If no is answered
for any part of this question, the criterion was not met, and select no for the overall

All questions must have an answer of yes to confirm that the case is included as part of
the percentage (one-third) to determine if the hospital has a dedicated emergency
department. If one-third of the total cases being reviewed receive answers of yes to the
three questions above, then the hospital has an EMTALA obligation.

Document information concerning your sample selection on a blank sheet of paper or SA
worksheet and label it Summary Listing of Sampled Cases. Include the dates the
individuals requested services, any identifier codes used to protect the individual s
confidentiality, and the reasons for your decision to include these individuals in your

sample.

V.

TASK 3- RECORD REVIEW

While surveyors may make preliminary findings during the course of the investigation, a
physician must usually determine the appropriateness of the MSE, stabilizing treatment,
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and transfer. Because expert medical review is usually necessary, obtain copies of the
medical and other record(s) of the alleged violation case (both hospitals if an individual
sought care at two hospitals or were transferred) and any other violation cases identified
in the course of the investigation.

Also, review documents pertaining to Q API activities in the emergency department and
remedial actions taken in response to a violation of these regulations. Document hospital
corrective actions taken prior to the survey and take such corrective action into account
when developing your recommendation to the RO.

In anaccredited hospital, if it appears that CoPs are not met, contact the RO for
authorization to extend the investigation. If you are conducting the investigation in a
non-accredited hospital, you may expand the investigation to include other conditions
without contacting the RO first. When there is insufficient information documented on
the emergency record regarding arequest for emergency care, it may be helpful to
interview hospital staff, physicians, witnesses, ambulance personnel, the individual, or
the individual s family. Ask for RO guidance if you are still unable to obtain a consistent
and reliable account of what happened.

Any time delivery of a baby occurs during transfer, obtain a copy of all available records
and refer the case for review to the QIO physician reviewer.

If you are unsure whether qualified personnel and or transportation equipment were used
to effectuate a transfer, review the hospital s transfer policies, and obtain a copy of the
medical record and transfer records.

In cases where treatment is rendered to stabilize an EMC, the medical records should
reflect the medically indicated treatment necessary to stabilize it, the medications,
treatments, surgeries and services rendered, and the effect of treatment on the
individual s emergency condition or on the woman s labor and the unborn child.

The medical records should contain documentation such as: medically indicated
screenings, tests, mental status evaluation, impressions, and diagnoses (supported by a
history and physical examination, laboratory, and other test results) as appropriate.

For pregnant women, the medical records should show evidence that the screening
examination included ongoing evaluation of fetal heart tones, regularity and duration of
uterine contractions, fetal position and station, cervical dilation, and status of the
membranes, Le., ruptured, leaking, intact.

For individuals with psychiatric symptoms, the medical records should indicate an
assessment of suicide or homicide attempt or risk, orientation, or assaultive behavior that
indicates danger to self or others.

In cases where an individual (or person acting in the individual s behalf) withdrew the
initial request for a medical screening examination (MSE) and/or treatment for an EMC
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and demanded his or her transfer, or demanded to leave the hospital, look for a signed
informed refusal of examination and treatment form by either the individual or a person
acting onthe individual s behalf. Hospital personnel must inform the individual (or
person acting on his or her behalf) of the risks and benefits associated with the transfer or
the patient s refusal to seek further care. If the individual (or person acting in the
individual s behalf) refused to sign the consent form, look for documentation by the
hospital personnel that states that the individual refused to sign the form. The fact that an
individual has not signed the form is not, however, automatically a violation of the
screening requirement. Hospitals must, under the regulations, use their best efforts to
obtain a signature from an individual refusing further care.

Examine the ambulance trip reports in questionable transfer cases (if available). These
records can answer questions concerning the appropriateness of a transfer and the
stability of the individual during the transfer.

Appropriate record review should also be conducted at the receiving (or recipient)
hospital if the alleged case and any other suspicious transfer cases involve the transfer or
movement of the individual to another hospital.

Document all significant record review findings in the complaint investigation narrative.
TASK 4- INTERVIEWS

To obtain a clear picture of the circumstances surrounding a suspected violation of the
special responsibilities of Medicare hospitals in emergency cases, it is necessary to
interview facility staff. For example, you may be able to gather a great deal of
information from the admitting clerk in the emergency department, the nurses on shift at
the time the individual sought treatment, and the Director of Quality Improvement in the
hospital to name a few. You may also need to interview witnesses, the patient, and/or the
patient s family. The physician(s) involved in the incident should be interviewed.
Document each interview you conduct on a blank sheet of paper or SA worksheet and
label it Summary of Interviews. Include the following information, as appropriate, in
your notes for each interview:

The individual s job title and assignment at the time of the

incident;

Relationship to the patient and/or reason for the interview; and

Summary of the information obtained.

Appropriate interviews should also be conducted at the receiving hospital in cases of
transfer or movement of the individual to another hospital.

IV. TASKS5-EXIT CONFERENCE
The purpose of the exit conference is to inform the hospital of the scope of the

investigation, including the nature ofthe complaint, investigation tasks, and requirements
investigated, and any hospital CoPs surveyed. Explain to the hospital staff the
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consequences of a violation of the requirements in 42 CFR 8489.24 or the related
requirements in 42 CFR 8489.20(1), (m), (q), and (r) and the time frames that will be
followed if a violation is found. Do not tell the hospital whether or not a violation was
identified since it is the responsibility of the RO to make that determination. Inform the
CEO (or his or her designee) that the RO will make the determination of compliance
based on the information collected during this investigation and any additional
information acquired from physician review of the case. Do not leave a draft of the
deficiencies of Form CMS-2567 with the hospital. Inform the hospital that the RO will
send that information to the hospital once it is complete.

V. TASK 6- PROFESSIONAL MEDICAL REVIEW

The purpose of a professional medical review (physician review) is to provide peer
review using information available to the hospital at the time the alleged violation took
place. Physician review is required prior to the imposition of CMPs or the termination of
a hospital s provider agreement to determine if:

The screening examination was appropriate. Under EMTALA, the
term appropriate does not mean correct , in the sense that the
treating emergency physician is not required to correctly diagnose
the individual s medical condition. The fact that a physician may
have been negligent in his screening of an individual is not
necessarily an EMTALA violation. When used in the context of
EMTALA, appropriate means that the screening examination
was suitable for the symptoms presented and conducted in a non-
disparate fashion. Physician review is not necessary when the
hospital did not screen the individual;
The individual had an emergency medical condition. The
physician should identify what the condition was and why it was
an emergency (e.g., what could have happened to the patient if the
treatment was delayed);
In the case of a pregnant woman, there was inadequate time to
affect a safe transfer to another hospital before delivery, or the
transfer posed a threat to the health and safety of the woman or the
unborn child;
The stabilizing treatment was appropriate within a hospital s
capability (note that the clinical outcome of an individual s
medical condition is not the basis for determining whether an
appropriate screening was provided or whether the person
transferred was stabilized);
The transfer was effected through qualified personnel and
transportation equipment, including the use of medically
appropriate life support measures;

——If applicable, the on-call physician s response time was
reasonable; and
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The transfer was appropriate for the individual because the
individual, requested the transfer or because the medical berefits
of the transfer outweighed the risk.

If you recommend a medical review of the case, indicate on Form CMS-1541B that you
recommend such a review.

TASK 7- ASSESSMENT OF COMPLIANCE AND COMPLETION OF
THE DEFICIENCY REPORT

A. Analysis. Analyze your findings relative to each provision of the regulations

for the frequency of occurrence, dates of occurrence, and patterns in terms of
race, color, diagnosis, nationality, handicap, and financial status. A single
occurrence constitutes a violation and is sufficient for an adverse
recommendation. Older cases where the hospital implemented corrective
actions with no repeat violations may require consultation with the RO
concerning appropriate recommendations.

If a team conducted the investigation, the team should meet to discuss the
findings. Consider information provided by the hospital. Ask the hospital for
additional information or clarification about particular findings, if necessary.

Review each regulation tag number sequentially in this Appendix, and come
to a consensus as to whether or not the hospital complies with each stated
requirement. The following outline may be helpful in this review. For each
requirement recommended as not met, record all salient findings on the CMS-
2567.

Outline of Data Tags Used for Citing Violations of
Responsibilities of Medicare Participating Hospitals in Emergency Cases

Deficiency Tags Requirements

A400 (8489.20) Policies and Procedures
Which Address Anti-Dumping
Provisions

A401 (8489.20(m)) Receiving Hospitals

Must Report Suspected Incidences
of Individuals With An Emergency
Medical Condition Transferred in
Violation of §489.24(e)

A402 (8489.20(q) Sign Posting
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A403 (8489.24(r)) Maintain Transfer
Records for Five Years

A404 (8489.20(r)(2); 8489.24(j)) On Call
Physicians

A405 (8489.20(r)(3)) Logs

A406 (8489.24(a); 8489.24(c))
Appropriate Medical Screening
Examination

A407 (8489.24(d)(3) Stabilizing Treatment

A408 (8489.24(d)(4) and (5) No Delay in

Examination or Treatment in Order
to Inquire About Payment Status

A409 (8489.24 (e)(1) and (2) Appropriate
Transfer
A410 (8489.24(e)(3) Whistleblower

Protections

A411 (8489.24(f) Recipient Hospital
Responsibilities (Nondiscrimination)

. Composing the Statement of Deficiencies (Form CMS-2567). Support all

deficiency citations by documenting evidence obtained from your interviews
and record reviews on Form CMS-2567, Statement of Deficiencies and Plan
of Correction. Deficiencies related to the Conditions of Participation should
also be documented on Form CMS-2567. Indicate whether your findings
show that the deficiency constitutes an immediate jeopardy to patient health
and safety (e.g., a situation that prevents individuals from getting medical
screening examinations and/or a lack of treatment reflecting both the capacity
and capability of the hospital s full resources, as guaranteed under §1867 of
the Act). Some examples include stabilizing treatment not provided when
required; failure of an on-call physician to respond appropriately, improper
transfer; or evidence that there was a denial of medical screening
examinations and/or treatment to persons with emergency medical conditions
as a direct result of requesting payment information before assessment of the
individual s medical condition. Examples of noncompliance, which usually
does not pose an immediate jeopardy, include the following scenarios:

1. A transfer which was appropriate, but the physician certification
was not signed or dated by the physician;
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2. An appropriate, functioning central log that on one particular day
in not fully completed; and

3. A written hospital policy that is missing, but nonetheless being
implemented.

Do not make a medical judgment, but focus on the processes of the facility beyond the
paper. ldentify whether single incidents of patient dumping, which do not represent a
hospital s customary practice, are nonetheless serious and capable of being repeated.
Immediate jeopardy violations require a 23-day termination track. Non-immediate
jeopardy violations require a 90-day termination track.

Write the deficiency statement in terms specific enough to allow a reasonably
knowledgeable person to understand the aspect(s) of the requirement(s) that is (are) not
met. Do not prescribe an acceptable remedy. Indicate the data prefix tag and
regulatory citation, followed by a summary of the deficiency and supporting findings.
When it is necessary to use specific examples, use individual identifier codes, not
individual names.

The emergency services condition, or any other condition, is not automatically found out
of compliance based on a violation of 42 CFR 8489.20 and/or 42 CFR 8489.24. A
determination of noncompliance must be based on the regulatory requirements for the
individual condition.

IX. ADDITIONAL SURVEY REPORT DOCUMENTATION
Upon completion of each investigation, the team leader assures that the following
additional documentation has been prepared for submission, along with Forms CMS-

1541B, CMS-562, CMS-2567, and a copy of the medical record (s) to the RO:

A. Summary Listing of Sample Cases and Description of Sample Selection
(See Task 2). At a minimum, identify:

The name of each individual chosen to be a part of the
sample and the date of their request for emergency
services;

Any individual identifier codes used as a reference to
protect the individual s confidentiality;

The reason for including the individual in the sample (e.g.,
unstabilized transfer, lack of screening, lack of treatment,
failure to stabilize, diagnosis, race, color, financial status,

handicap, nationality); and
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Include a copy of the medical record(s) for all individuals
where the hospital violated the provisions in 42 CFR

8489.24.
Also identify:

How the sample was selected;
The number of individuals in the sample; and
Any overall characteristics of the individuals in the sample,
such as race, color, nationality, handicap, financial status,
and diagnosis.

D. Summary of Interviews (See Task 4). Document interviews conducted

with patients, families, staff, physicians, administrators, managers, and
others. At a minimum, include the individual s job title and/or assignment
at the time of the incident, the relationship to the patient and/or reason for
the interview, and a summary of the information obtained in each
interview.

C. Complaint Investigation Narrative (See Task 3). Summarize significant
findings in the medical records, meeting minutes, hospital policies and
procedures, staffing schedules, quality assurance plans, hospital by-laws,
rules and regulations, training programs, credential files, personnel files,
and contracted services reviewed in the course of the investigation.
Briefly summarize your findings in the investigation and the rationale
used for the course of action recommended to the RO.

PART Il-Interpretive Guidelines-Responsibilities of Medicare
Participating Hospitals in Emergency Cases (Appendix V)

The Interpretive Guidelines is a tool for surveyors where the regulation is broken into
regulatory citations (tag numbers), followed by the regulation language and provides
detailed interpretation of the regulation(s) to surveyors.

8489.20 Basic Section 1866 commitments relevant to Section 1867 responsibilities.

8489.20 Basic Section Commitments Relevantto Section 1867 Responsibilities
8489.20(1
§489.20(m)
§489.20(q)

§489.20(r)
8489.24 Special Responsibilities of Medicare Hospitals in Emergency Cases
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8489.24(a) General

8489.24 (b) Definitions

8489.24(c) Use of dedicated emergency department for nonemergency services

8489.24(d) Necessary Stabilizing Treatment for Emergency Medical Conditions and Labor
8489.24(e) Restricting transfer until the individual is stabilized

§ 489.24(f) Recipient Hospital Responsibilities

8§ 489.24 (j) Availability of on-call physicians

Tag A 400
8489.20

The provider agrees to the following:
(D In the case of a hospital as defined in §489.24.

Interpretive Guidelines: 8489.20(l)

The term hospital is defined in 8489.24 (b) as including critical access hospitals as
defined in §1861 (mm)(1) of the Act. Therefore, a critical access hospital that operates a
dedicated emergency department (as that term is defined below) is subject to the
requirements of EMTALA.

42 CFR 8489.20 (1) of the provider s agreement requires that hospitals comply with 42
CFR 8489.24, Special responsibilities of Medicare hospitals in emergency cases.
Hospitals are required to adopt and enforce a policy to ensure compliance with the
requirements of 8489.24. Non-compliance with EMTALA requirements will lkad CMS
to initiate procedures for termination from the Medicare program. Non-compliance may
also trigger the imposition of civil monetary penalties by the Office of the Inspector
General.

Surveyors review the following documents to help determine if the hospital is in
compliance with the requirement(s):
Review the bylaws, rules and regulations of the medical staff to determine if they
reflect the requirements of §489.24 and the related requirements at 8489.20.
Review the emergency department policies and procedure manuals for procedures
related to the requirements of 8489.24 and the related requirements at 8489.20.

If a hospital violates 8489.24, surveyors are to cite a corresponding vio lation of
§489.20(1), tag A400.
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Tag A401
8489.20 (m)

In the case of a hospital as defined in 8489.24 (b), to report to CMS or the State
survey agency any time it has reason to believe it may have received an individual
who has been transferred in an unstable emergency medical condition from another
hospital in violation of the requirements of §489.24 (e).

Interpretive Guidelines: 8489.20 (m)

A hospital (recipient) that suspects it may have received an improperly transferred
(transfer of an unstable individual with an emergency medical condition who was not
provided an appropriate transfer according to 8489.24(e)(2)), individual is required to
promptly report the incident to CMS or the State Agency (SA) within 72 hours of the
occurrence. If a recipient hospital fails to report an improper transfer, the hospital may
be subject to termination of it s provider agreement according to 42 CFRS 489.53(a).

Surveyors are to look for evidence that the recipient hospital knew, or suspected the
individual had been to a hospital prior to the recipient hospital, and had not been
transferred in accordance with 8489.24(e). Evidence may be obtained in the medical
record or through interviews with the individual, family members or staff.

Review the emergency department log and medical records of patients received as
transfers. Look for evidence that:
The hospital had agreed in advance to accept the transfers;
The hospital had received appropriate medical records;
All transfers had been effected through qualified personnel, transportation
equipment and medically appropriate life support measures; and
The hospital had available space and qualified personnel to treat the patients.

Tag A402
8489.20(q)

In the case of a hospital as defined in §489.24 (b)

(1) To post conspicuously in any emergency department or in a place or places
likely to be noticed by all individuals entering the emergency department, as
well as those individuals waiting for examination and treatment in areas
other than traditional emergency department (that is, entrance, admitting
area, waiting room, treatment area) a sign (in a form specified by the
Secretary) specifying the rights of individuals under section 1867 of the Act
with respect to examination and treatment of emergency medical conditions
and women in labor; and
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(2) To post conspicuously (in a form specified by the Secretary) information
indicating whether or not the hospital or rural primary care hospital (e.g.,
critical access hospital) participates in the Medicaid program under a State
plan approved under Title XIX;

Interpretive Guidelines: §489.20(q)(1) and (2)

Section 1866(a)(1)(N)(iii) of the Social Security Act requires the posting of signs which
specify the rights of individuals with EMCs and women in labor.

To comply with the requirements hospital signage must at a minimum:
Specify the rights of individuals with EM Cs and women in labor who come to the
emergency department for health care services;
Indicate whether the facility participates in the Medicaid program,;
The wording of the sign(s) must be clear and in simple terms and language(s) that
are understandable by the population served by the hospital; and
The sign(s) must be posted in a place or places likely to be noticed by all
individuals entering the emergency department, as well as those individuals
waiting for examination and treatment (e.g., entrance, admitting area, waiting
room, treatment area).

Tag A403
8489.20(r)

In the case of ahospital as defined in §489.24(b) (including both the transferring
and receiving hospitals), to maintain-
(1) Medical and other records related to individuals transferred to or from the
hospital for a period of 5 years from the date of transfer;

Interpretive Guidelines: §489.20(r)(1)

The medical records of individuals transferred to or from the hospital must be retained in
their original or legally reproduced form in hard copy, microfilm, microfiche, optical
disks, computer disks, or computer memory for a period of 5 years from the date of
transfer.

Tag A404

§489.20 (r)(2)
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A list of physicians who are on call for duty after the initial examination to provide
further evaluation and/or treatment necessary to stabilize an individual with an
emergency medical condition; and

Interpretive Guidelines: §489.20 (r)(2)

Section 1866 (a)(1) of the Act states, as a requirement for participation in the Medicare
program, that hospitals must maintain a list of physicians who are on call for duty after
the initial examination to provide treatment necessary to stabilize an individual with an
EMC. The on call list identifies and ensures that the emergency department is
prospectively aware of which physicians, including specialists and subspecialists are
available to provide care.

A hospital can meet its responsibility to provide adequate medical personnel

to meet its anticipated emergency needs by using on call physicians either to staff or to
augment its emergency department, during which time the capability of its emergency
department includes the services of its on call physicians.

CMS does not have requirements regarding how frequently on call physicians are
expected to be available to provide on call coverage. Nor is there a pre-determined ratio
CMS uses to identify how many days a hospital must provide medical staff on call
coverage based on the number of physicians on staff for that particular specialty. In
particular, CMS has no rule stating that whenever there are at least three physicians in a
specialty, the hospital must provide 24 hour / 7 day coverage in that specialty. Generally,
in determining EMTALA compliance, CMS will consider all relevant factors, including
the number of physicians on staff, other demands on these physicians, the frequency with
which the hospital s patient typically require services of on call physicians, and the
provisions the hospital has made for situations in which a physician in the specialty is not
available or the on call physicians is unable to respond. On call coverage is a decision
made by hospital administrators and the physicians who provide on call coverage for the
hospital. Each hospital has the discretion to maintain the on call list in a manner that best
meet the needs of the hospital s patients who are receiving services required under
EMTALA in accordance with the resources available to the hospital, including the
availability of on call physicians. The best practice for hospitals, which offer particular
services to the public, should be available through on call coverage of the emergency
department.

Physicians group names are not acceptable for identifying the on call physician.
Individual physician names are to be identified on the list.

8489.24(j)
(1) Availability of on call physicians._
(2) Each hospital must maintain an on-call list of physicians on its medical staff
in a manner that best meets the needs of the hospital's patients who are
receiving services required under this section in accordance with the
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resources available to the hospital, including the availability of on-call
physicians.

Interpretive Guidelines: 8489.24(j)(1)

Hospitals have the ultimate responsibility for ensuring adequate on call coverage.
Hospitals participating in the Medicare Program must maintain a list of physicians on call
for duty after the initial examination to provide treatment necessary to stabilize an
individual with an EMC. Hospitals have an EMTALA obligation to provide on call
coverage for patients in need of specialized treatment if the hospital has the capacity to
treat the individual.

No physician is required to be on call at all times. On call coverage should be provided
for within reason depending upon the number of physicians in a specialty. A
determination about whether a hospital is in compliance with these regulations must be
based on the facts ineach individual case. The surveyor will consider all relevant factors
including the number of physicians on staff, the number of physicians in a particular
specialty, other demands on these physicians, the frequency with which the hospital s
patients typically require services of on call physicians, vacations, conferences, days off
and the provisions the hospital has made for situations in which a physician in the
specialty is not available or the on call physician is unable to respond.

If a staff physician is on call to provide emergency services or to consult with an
emergency room physician in the area of his or her expertise, that physician would be
considered to be available at the hospital. A determination as to whether the on call
physician must physically assess the patient in the emergency department is the decision
of the treating emergency physician. His or her ability and medical knowledge of
managing that particular medical condition will determine whether the on call physician
must come to the emergency department.

When a physician is on call for the hospital and seeing patients with scheduled
appointments in his private office, it is generally not acceptable to refer emergency cases
to his or her office for examination and treatment of an EMC. The physician must come
to the hospital to examine the individual if requested by the treating emergency
physician. If, however, if it is medically appropriate to do so, the treating emergency
physician may send an individual needing the services of the on call physician to the
physician s office if it is part of a hospital-owned facility (department of the hospital
sharing the same Medicare provider number as the hospital) and on the hospital campus.
In determining if a hospital has appropriately moved an individual fromthe hospital to
the on call physician s office, surveyors may consider whether (1) all persons with the
same medical condition are moved in such circumstances, regardless of their ability to
pay for treatment; (2) there is bona fide medical reason to move the patient; and (3)
appropriate medical personnel accompany the patient.

If a physician who is on call does not come to the hospital when called, but rather
repeatedly or typically directs the patient to be transferred to another hospital where the
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physician can treat the individual, the physician may have violated EMTALA. Surveyors
are to assess all facts of the case prior to making a recommendation to the RO as to
whether the physician violated EMTALA. Surveyors are to consider the individual needs
and the physician circumstances, which may have an impact upon the case. Each case is
to be viewed on its own merit and specific facts.

For physicians taking call simultaneously at more than one hospital, the hospitals must
hawve policies and procedures to follow when the on call physician is not available to
respond because he has been called to the other hospital to evaluate an individual.
Hospital policies may include, but are not limited to procedures for back up on call
physicians, or the implementation of an appropriate EMTALA transfer according to 42
CFR 8489.24(e). The policies and procedures a hospital adopts to meet its EMTALA
obligation is at the hospital s discretion, as long as they meet the needs of the individuals
who present for emergency care taking into account the capability of the hospital and the
availability of on call physiciars.

The decision as to whether the on call physician responds in person or directs a non-
physician practitioner (physician assistant, nurse practitioner, orthopedic tech) as his or
her representative to present to the dedicated ED is made by the responsible on call
physician, based on the individual s medical need and the capabilities of the hospital and
applicable State scope of practice laws, hospital bylaws, and rules and regulations. The
on call physician is ultimately responsible for the individual regardless of who responds
to the call.

On call physicians may utilize telemedicine (telehealth) services for individuals in need
of further evaluation and/or treatment necessary to stabilize an EMC. Individuals are
eligible for telemedicine services only when, because of the individual s geographic
location, it is possible for the on call physician to physically assess the patient.
Permissible situations under which on call physicians may access telemedicine include
the case of an individual who presents to an originating hospital located in a rural
health professional shortage area (HPSA) or in a county outside of a metropolitan
statistical area (MSA). The RO is to consult with Health Resources Service
Administration (HRS A) personnel (1-888-275-4722, option 2 for shortage designation)
located in the Division of Shortage Designation (Bureau of Primary Health Care) or RO
staff working with rural health issues to determine ifa hospital is located in a rural HPSA
or MSAto be eligible for telemedicine services and therefore not be inviolation of
EMTALA on call requirements.

Reimbursement for such telemedicine services are limited, therefore it is in the best
interest of the provider to be knowledgeable concerning coverage and payment for
Medicare telehealth services (see Medicare Benefit Policy Manual, Pub 100-2, Chapter
15, Section 270).

Physicians that refuse to be included on a hospital s on call list but take calls selectively
for patients with whom they or a colleague at the hospital have established a doctor-
patient relationship while at the same time refusing to see other patients (including those
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individuals whose ability to pay is questionable) may violate EMTALA. If a hospital
permits physicians to selectively take call while the hospital s coverage for that particular
service is not adequate, the hospital would be in violation of its EMTALA obligation by
encouraging disparate treatment.

If a physician on call does not fulfill his obligation to the hospital, but the hospital
arranges for another staff physician in that specialty to assess the individual, and no other
EMTALA requirements are violated, then the hospital may not be in violation of the
regulation. However, in this circumstance, the physician who has agreed to take call and
does not come to the hospital when called may have violated the regulation.

CMS allows hospitals flexibility in the utilization of their medical personnel. Allowing
exemptions to medical staff members (senior physicians) would not by itself violate
EMTALA.

Surveyors are to review the hospital policies or medical staff bylaws with respect to
response time of the on call physician. If a physician on the list is called by the hospital
to provide emergency screening or treatment and either refuses or fails to arrive within
the response time established by hospital policies or medical staff bylaws, the hospital
and that physician may be in violation of EMTALA. Hospitalsare responsible for
ensuring that on call physicians respond within a reasonable period of time. The
expected response time should be stated in minutes in the hospitals policies. Terms such
as reasonable or prompt are not enforceable by the hospital and therefore
inappropriate in defining physician s response time. Note the time of notification and the
response (or transfer) time.

(2) The hospital must have written policies and procedures in place -
(i) To respond to situations in which a particular specialty is not available or the
on-call physician cannot respond because of circumstances beyond the
physician’s control; and

Interpretive Guidelines: §489.24(j)(2)(i)

The medical staff by-laws or policies and procedures must define the responsibility of the
on call physicians to respond, examine and treat patients with an EMC.

Physicians, including specialists and subspecialists (e.g., neurologists) are not required to
be on call at all times or required to be on call in their specialty for emergencies
whenever they are visiting their own patients in the hospital. The hospital must have
policies and procedures (including back-up call schedules or the implementation of an
appropriate EMT ALA transfer) to be followed when a particular specialty is not available
or the on call physician cannot respond because of situations beyond his or her control.
The hospital is ultimately responsible for providing adequate on call coverage to meet the
needs of its patients.
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(i1) To provide that emergency services are available to meet the needs of patients
with emergency medical conditions if it elects to permit on-call physicians to
schedule elective surgery during the time that they are on call or to permit on-call
physicians to have simultaneous on-call duties.

Interpretive Guidelines: §489.24(j)(2)(ii)

Physicians are not prohibited from performing surgery while on call. The only exception
applies to Critical Access Hospital (CAH) staff. On call physicians who are reimbursed
for being on call at CAHs cannot provide services at any other provider or facility.
Howewer, a hospital may have its own internal policy prohibiting elective surgery by on
call physicians to better serve the needs of its patients seeking treatment for a potential
emergency medical condition. When a physician has agreed to be on call at a particular
hospital during a particular period of time, but has also scheduled elective surgery during
that time, that physician and the hospital should have planned back-up in the event that
he/she is called while performing elective surgery and is unable to respond to the
situation or the implementation of an appropriate EMTALA transfer according to
8489.24(e).

Physicians can be on call simultaneously at other hospitals to maximize patient access to
care. When the on call physician is simultaneously on call at more than one hospital in
the geographic area, all hospitals involved must be aware of the on call schedule as each
hospital independently has an EMTALA obligation. The medical staff by laws or
policies and procedures must define the responsibilities of the on call physicians to
respond, examine and treat individuals with emergency medical conditions, and the
hospital must have policies and procedures to be followed when a particular specialty is
not available or the on call physician cannot respond because of situations beyond his or
her control as the hospital is ultimately responsible for providing adequate on call
coverage to meet the needs of its individuals.

Tag A 405

8489.20(r)(3)

A central log on each individual who comes to the emergency department, as
defined in §489.24(b), seeking assistance and whether he or she refused treatment,
was refused treatment, or whether he or she was transferred, admitted and treated,
stabilized and transferred, or discharged.

Interpretive Guidelines: §489.20(r)(3)

The purpose of the central log is to track the care provided to each individual who comes
to the hospital seeking care for an emergency medical condition.





1083
1084
1085
1086
1087
1088
1089
1090
1091
1092
1093
1094
1095
1096
1097
1098
1099
1100
1101
1102
1103
1104
1105
1106
1107
1108
1109
1110
1111
1112
1113
1114
1115
1116
1117
1118
1119
1120
1121
1122
1123
1124
1125
1126
1127
1128

Each hospital has the discretion to maintain the log in a form that best meets the needs of
the hospital. The central log includes, directly or by reference, patient logs from other
areas of the hospital that may be considered dedicated emergency departments, such as
pediatrics and labor and delivery where a patient might present for emergency services or
receive a medical screening examination instead of in the traditional emergency
department. These additional logs must be available ina timely manner for surveyor
review. The hospital may also keep its central log in an electronic format.

Review the emergency department log covering at least a six month period that contains
information on all individuals coming to the emergency department and check for
completeness, gaps in entries or missing information.

8489.24 Special responsibilities of Medicare hospitals in emergency cases.

The provisions of this regulation apply to all hospitals that participate in Medicare and
provide emergency services.

Hospitals with an emergency department are required under EMT ALA to do the
following:

0 to provide an appropriate MSE to any individual who comes to the
emergency department;

0 provide necessary stabilizing treatment to an individual with an EMC
or an individual in labor;

o provide for an appropriate transfer of the individual if either the
individual requests the transfer or the hospital does not have the
capability or capacity to provide the treatment necessary to stabilize
the EMC (or the capability or capacity to admit the individual);

0 not delay examination and/or treatment in order to inquire about the
individual s insurance or payment status;

O accept appropriate transfers of individuals with emergency medical
conditions if the hospital has the specialized capabilities not available
at the transferring hospital and has the capacity to treat those
individuals,

O obtain or attempt to obtain written and informed refusal of
examination, treatment or an appropriate transfer in the case of an
individual who refuses examination, treatment or transfer; and

0 not take adverse action against a physician or qualified medical
personnel who refuses to transfer an individual with an emergency
medical condition, or against an employee who reports a violation of
these requirements.

Tag 406
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§489.24(a)

() Applicability of provisions of this section.
(1) In the case of a hospital that has an emergency department, if an individual
(whether or not eligible for Medicare benefits and regardless of ability to pay)
comes to the emergency department , as defined in paragraph (b) of this section,
the hospital must--
(i) Provide an appropriate medical screening examination within the capability of
the hospital s emergency department, including ancillary services routinely
available to the emergency department, to determine whether or not an emergency
medical condition exists. The examination must be conducted by an individual(s)
who is determined qualified by hospital bylaws or rules and regulations and who
meets the requirements of 8482.55 of this chapter concerning emergency services
personnel and direction; and

Interpretive Guidelines §489.24(a)

A hospital with an emergency department is defined in §489.24(b) as a hospital with a
dedicated emergency department. An EMT ALA obligation is triggered for such a
hospital when an individual comes by him or herself, with another person, to a hospital s
dedicated emergency department (as that term is defined above) and a request is made
by the individual or on the individual s behalf, or a prudent layperson observer would
conclude from the individual s appearance or behavior a need, for examination or
treatment of a medical condition. In such a case, the hospital has incurred an obligation
to provide an appropriate medical screening examination for the individual and

stabilizing treatment or an appropriate transfer. The purpose of the medical screening
examination is to determine whether or not an emergency medical condition exits.

If an individual who is not a hospital patient comes elsewhere on hospital property (that
is, the individual comes to the hospital but not to the dedicated emergency department),
an EMTALA obligation on the part of the hospital may be triggered if either the
individual requests examination or treatment for an emergency medical condition or if a
prudent layperson observer would believe that the individual is suffering from an
emergency medical condition. The term hospital property means the entire main
hospital campus as defined in § 413.65(a), including the parking lot, sidewalk and
driveway or hospital departments, including any building owned by the hospital that are
within 250 yards of the hospital).

If an individual is registered as an outpatient of the hospital and they present on hospital
property but not to a dedicated emergency department, the hospital does not incur an
obligation to provide a medical screening examinations for that individual if they have
begun to receive a scheduled course of outpatient care. Such anindividual is protected
by the hospital conditions of participation that protect patient s health and safety and to
ensure that quality care is furnished to all patients in Medicare-participating hospital. If
such an individual experiences an EMC while receiving outpatient care, the hospital does
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not have an obligation to conduct an MSE for that patient. As discussed in greater detail
below, such a patient has adequate protections under the Medicare COPs and state law.

If an individual is initially screened in a department or facility on-campus outside of the
ED, the individual could be moved to another hospital department or facility on-campus
to receive further screening or stabilizing treatment without such movement being
regarded as a transfer, aslong as (1) all persons with the same medical condition are
moved in such circumstances, regardless of their ability to pay for treatment; (2) there is
bona fide medical reason to move the individual; and (3) appropriate medical personnel
accompany the individual. The same is also true for an individual who presents to the
dedicated emergency department (e.g., patient with an eye injury in need of stationary
ophthalmology equipment located in the eye clinic) and must be moved to another
hospital-owned facility or department on-campus for further screening or stabilizing
treatment. The movement of the individual between hospital departments is not
considered an EMTALA transfer under this section, since the individual is simply being
moved from one department of a hospital to another department or facility of the same
hospital.

Hospitals should not move individuals to off-campus facilities or departments (such as an
urgent care center or satellite clinic) fora MSE. If a individual comes to a hospital-
owned facility or department, which is off-campus and operates under the hospital s
Medicare provider number, 81867 (42 C.F.R. §489.24) will not apply to that facility
and/or department unless it meets the definition of a dedicated emergency department.

If, however, such a facility does not meet the definition of a dedicated ED, it must screen
and stabilize the patient to the best of its ability or execute an appropriate transfer if
necessary to another hospital or to the hospital on whose Medicare provider number it is
operated. Hospital resources and staff available at the main campus are likewise
available to individuals seeking care at the off campus facilities or departments within the
capability of the hospital. Movement of the individual to the main campus of the hospital
is not considered a transfer since the individual is simply being moved from one
department of a hospital to another department or facility of the same hospital. In
addition, a transfer from such an entity (i.e., an off-campus facility that meets the
definition of a dedicated ED) to a nonaffiliated hospital (i.e., a hospital that does not own
the off-campus facility) is allowed where the facility at which the individual presented
cannot stabilize the individual and the benefits of transfer exceed the risks of transfer. In
other words, there is no requirement under EMTALA that the individual be always
transferred back to the hospital that owns and operates the off-campus dedicated ED.
Rather, the requirement of EMTALA is that the individual be transferred to an
appropriate facility for treatment.

If arequest were made for emergency care ina hospital department off the hospital s
main campus that does not meet the definition of a dedicated emergency department,
EMTALA would not apply. However, such an off-campus facility must have policies
and procedures in place as how to handle patients in need of immediate care. For
example, the off-campus facility policy may direct the staff to contact the emergency
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medical services/911 (EMS) to take the patient to an emergency department (not
necessarily the emergency department of the hospital that operates the off-campus
department, but rather the closest emergency department) or provide the necessary care if
it is within the hospital s capability. Therefore, a hospital off-campus facility that does
not meet the definition of a dedicated emergency department does not have an EMTALA
obligation and not required to be staffed to handle potential EMC.

Medicare hospitals that do not provide emergency services must meet the standard of
8482.12 (f), which requires hospitals to have written policies and procedures for the
appraisal of emergencies, initial treatment within its capability and capacity, and makes
an appropriate referral to a hospital that is capable of providing the necessary emergency
services.

If a hospital has an EMTALA obligation, it must screen individuals to determire if an
EMC exists. It is not appropriate to merely log in an individual and not provide a MSE.
Individuals coming to the emergency department must be provided a MSE beyond initial
triaging. Triaging is not equivalent to a medical screening examination. Triage merely
determines the order inwhich individuals will be seen, not the presence or absence of
an emergency medical condition.

A MSE is the process required to reach with reasonable clinical confidence, the point at
which it can be determined whether a medical emergency does or does not exist. If a
hospital applies in a nondiscriminatory manner (i.e., a different level of care must not
exist based on payment status, race, national origin) a screening process that is
reasonably calculated to determine whether an EMC exists, it has met its obligations
under the EMTALA.

Depending on the individual s presenting symptoms, the MSE represents a spectrum
ranging from a simple process involving only a brief history and physical examination to
a complex process that also involves performing ancillary studies and procedures such as
(but not limited to) lumbar punctures, clinical laboratory tests, CT scans, and/or
diagnostic tests and procedures.

A MSE is not an isolated event. It is anongoing process. The record must reflect
continued monitoring according to the patient s needs until he/she is stabilized or
appropriately transferred. There should be evidence of this evaluation prior to discharge
or transfer.

The MSE must be the same MSE that the hospital would perform on any individual
coming to the hospital s dedicated emergency department with those signs and
symptoms, regardless of the individual s ability to pay for medical care. If the MSE is
appropriate and does not reveal an EMC, the hospital has no further obligation under 42
CFR 8§489.24.

Regardless of a positive or negative individual outcome, a hospital would be in violation
of the anti-dumping statute if it fails to meet any of the medical screening requirements
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under 42 C.F.R. 8489.24. The clinical outcome of an individual s conditionis not a
proper basis for determining whether an appropriate screening was provided or whether a
person transferred was stable. However, the outcome may be a red flag indicating that
a more thorough investigation is needed. Do not make decisions base on clinical
information that was not available at the time of stabilizing or transfer. If an individual
was misdiagnosed, but the hospital utilized all of its resources, a violation of the
screening requirement did not occur.

It is not impermissible under EMTALA for a hospital to follow normal registration
procedures for individuals who come to the emergency department. For example, a
hospital may ask the individual for an insurance card, so long as doing so does not delay
the medical screening examination. In addition, the hospital may seek other information
(not payment) from the individual s health plan about the individual such as medical
history. And, in the case of an individual with an emergency medical condition, once the
hospital has conducted the medical screening examination and has initiated stabilizing
treatment, it may seek authorization for all services from the plan, again, as long as doing
so does not delay the implementation of the required MSE and stabilizing treatment.

A hospital that isnot a managed care plan s network of designated providers cannot
refuse to screen and treat (or appropriately transfer, if the medical benefits of the transfer
outweigh the risks or if the individual requests the transfer) individuals who are enrolled
in the plan who come to the hospital if that hospital participates in the Medicare program.

Once an individual has presented to the hospital seeking emergency care, the
determination of whether an EMC exists is made by the examining physician(s) or other
qualified medical person actually caring for the patient at the treating facility.

Medicare participating hospitals that provide emergency services must provide a medical
screening examination to any individual regardless of diagnosis (e.g., labor, AIDS),
financial status (e.g., uninsured, Medicaid), race, and color, national origin (e.g. Hispanic
or Native American surnames), and/or disability, etc.

A hospital, regardless of size or patient mix, must provide screening and stabilizing
treatment within the scope of its abilities, as needed, to the individuals with emergency
medical conditions who come to the hospital for examination and treatment.

A minor (child) can request an examination or treatment for an EMC. The hospital is
required by law to conduct the examination if requested by an individual or on the
individual s behalf to determine if an EMC exists. Hospital personrel should not delay
the MSE by waiting for parental consent. If after screening the minor, it is determined
thanno EMC is present, the staff can wait for parental consent before proceeding with
further examination and treatment.

On-campus provider-based entities (such as rural health clinics or physician offices) are
not subject to EMTALA, therefore it would be inappropriate to move individuals to these
facilities for a MSE or stabilizing treatment under this Act.
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If an individual is not on hospital property (which includes a hospital owned and operated
ambulance), this regulation is not applicable. Hospital property includes ambulances
owned and operated by the hospital, even if the ambulance is not on the hospital campus.
An individual in a non-hospital owned ambulance, which is on hospital property is
considered to have come to the hospital s emergency department. An individual in a
non- hospital owned ambulance not on the hospital s property is not considered to have
come to the hospital s emergency department when the ambulance personnel contact

Hospital A by telephone or telemetry communications. If an individual isin an
ambulance, regardless of whether the ambulance is owned by the hospital, a hospital may
divert individuals when it isin diversionary status because it does not have the staff or
facilities to accept any additional emergency patients at that time. However, if the
ambulance is owned by the hospital, the diversion of the ambulance is only appropriate if
the hospital is being diverted pursuant to community-wide EMS protocols. Moreover, if
any ambulance (regardless of whether or not owned by the hospital) disregards the
hospital s instructions and brings the individual on to hospital campus, the individual has
come to the hospital and the hospital has incurred an obligation to conduct a medical
screening examination for the individual.

Should a hospital, which is not in diversionary status fail, to accept a telephone or radio
request for transfer or admission, the refusal could represent a violation of other Federal
or State requirements (e.g., Hill-Burton). If you suspect a violation of related laws, refer
the case to the responsible agency for investigation.

The following two circumstances will not trigger EMT ALA:
The use of a hospital s helipad by local ambulance services or other hospitak for
the transport of individuals to tertiary hospitals located throughout the State does
not trigger an EMTALA obligation for the hospital that has the helipad on its
property when the helipad is being used for the purpose of transit as long as the
sending hospital conducted the MSE prior to transporting the individual to the
helipad for medical helicopter transport to a designated recipient hospital. The
sending hospital is responsible for conducting the MSE prior to transfer to
determine ifan EMC exists and implementing stabilizing treatment or
conducting an appropriate transfer. Therefore, if the helipad serves simply as a
point of transit for individuak who hawe received a MSE performed prior to
transfer to the helipad, the hospital with the helipad is not obligated to perform
another MSE prior to the individual s continued travel to the recipient hospital.
If, however, while at the helipad, the individual s condition deteriorates, the
hospital at which the helipad is located must provide another MSE and
stabilizing treatment within its capacity if requested by medical personnel
accompanying the individual.

If as part of the EMS protocol, EMS activates helicopter evacuation of an
individual with a potential EMC, the hospital that has the helipad does not have
an EMTALA obligation if they are not the recipient hospital, unless a request is
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made by EMS personrel, the individual or a legally responsible person acting on
the individual s behalf for the examination or treatment of an EMC.

Hospitals are not relieved of their EMT ALA obligation to screen, provide stabilizing
treatment and or an appropriate transfer to individuak because of prearranged community
or State plans that have designated specific hospitals to care for selected individuals (e.g.,
Medicaid patients, psychiatric patients, pregnant women). Hospitals located in those
States which have State/local laws that require particular individuals, such as psychiatric
or indigent individuals, to be evaluated and treated at designated facilities/hospitals may
violate EMTALA if the hospital disregards the EMTALA requirements and does not
conduct an MSE and provide stabilizing treatment or conduct an appropriate transfer
prior to referring the individual to the State/local facility. If, after conducting the MSE
and ruling out an EMC (or after stabilizing the EMC) the sending hospital needs to
transfer an individual to another hospital for treatment, it may elect to transfer the
individual to the hospital so designated by these State or local laws. Hospitals are also
prohibited from discharging individuals who have not been screened or who have an
emergency medical condition to non-hospital facilities for purposes of compliance with
State law. The existence of a State law requiring transfer of certain individuals to certain
facilities is not a defense to an EMTALA violation for failure to provide an MSE or
failure to stabilize an EMC therefore hospitals must meet the federal EMT ALA
requirements or risk violating EMT ALA.

However, in the event of a national emergency or crisis (e.g. bioterrorism) State or local
governments may develop community response plans that designate specific entities
(hospitals, public health facilities, etc.) with the responsibility of handling certain
categories of patients during these catastrophic events. Hospitals in the area of the
national emergency would still be responsible for providing a MSE to all individuals who
requested examination or treatment for a medical condition or an EMC, but the transfer
or referral of these individuals in accordance with such acommunity plan would not
result in sanctions against the hospital under EMTALA. For example: An individual
who has been potentially exposed to a toxin presents at a hospital that has not been
designated, pursuant to a State or local EMS plan, as a hospital where patients exposed to
toxins should go. After questioning the individual and making a deter mination that the
individual falls into the category for which the community has a specified screening site,
the individual may be referred to the designated community facility without risking
sanctions under EMTALA.

If a screening examination revealsan EMC and the individual is told to wait for
treatment, but the individual leaves the hospital, the hospital did not dump the
individual unless:

The individual left the emergency department based ona suggestion by the
hospital,

The individual s condition was an emergency, but the hospital was operating
beyond its capacity and did not attempt to transfer the individual to another
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facility, or
If a individuals leaves a hospital Against Medical Advice (AMA) or LWBS, on his or her
own free will (no coercion or suggestion) the hospital is not in violation of EM TALA.

Hospital resources and staff available to inpatients at the hospital for emergency services
must likewise be available to individuals coming to the hospital for examination and
treatment of an EMC because these resources are within the capability of the hospital.
For example, a woman in labor who presents at a hospital providing obstetrical

services must be treated with the resources available whether or not the hospital
normally provides unassigned emergency obstetrical services.

The MSE must be conducted by an individual(s) who is determined qualified by hospital
by-laws or rules and regulations and who meets the requirements of §482.55 concerning
emergency services personnel and direction. The designation of the qualified medical
personnel (QMP) should be set forth in a document approved by the governing body of
the hospital. If the rules and regulations of the hospital are approved by the board of
trustees or other governing body, those personnel qualified to perform the medical
screening examinations may be set forth in the rules and regulations, or the hospital by-
laws. It is not acceptable for the hospital to allow informal personnel appointments that
could frequently change.

If a QMP other than the physician (Registered Nurse, Physician Assistant, etc.)
determinesa woman is in false labor; a physician must certify the diagnosis. How

the physician certifies (telephone consultation, or actually examines the patient) the
diagnosis of false labor is determined by the hospital and its medical staff. The

hospital should have policies and procedures in place providing guidance to their QMP
on how to meet this requirement. If telephone consultation is the means utilized to satisfy

this requirement, documentation within the patient charts must be in accordance with the
hospital CoP at 42 CFR 8§482.24(c)(1).

(i) If an emergency medical condition is determined to exist, provide any necessary
stabilizing treatment, as defined in paragraph (d) of this section, or an appropriate
transfer as defined in paragraph (e) of thissection. If the hospital admits the
individual as an inpatient for further treatment, the hospital’s obligation under this
section ends, as specified in paragraph (d)(2) of this section.

Interpretive Guideline § 489.24(a)(1)(ii)

Refer to Tag A407 for stabilizing treatment and inpatients and Tag A409 for an
appropriate transfer for EMT ALA.
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EMTALA does not apply to hospital inpatients. The existing hospital COPs protect
individuals who are already patients of a hospital and who experience an EMC.
Hospitals that fail to provide treatment to these patients may be subject to further
enforcement actions.

If the surveyor discovers during the investigation that a hospital did not admit an
individual in good faith with the intention of providing treatment (i.e., the hospital used
the inpatient admission as a means to avoid EMTALA requirements), then the hospital is
considered liable under EMTALA and actions may be pursued.

(2) Nonapplicability of provisions of this section. Sanctions under this section for
inappropriate transfer during a national emergency do not apply to a hospital with
a dedicated emergency department located in an emergency area, as specified in
section 1135(g)(1) of the Act.

Interpretive Guidelines §489.24 (a)(2)

CMS willissue guidelines as appropriate in the event ofa national emergency and its
impact upon the EMTALA regulations.

(c) Use of dedicated emergency department for nonemergency services.

If an individual comes to a hospital's dedicated emergency department and a
request is made on his or her behalf for examination or treatment for a medical
condition, but the nature of the request makes it clear that the medical condition is
not of an emergency nature, the hospital is required only to perform such screening
as would be appropriate for any individual presenting in that manner, to determine
that the individual does not have an emergency medical condition.

Interpretive Guidelines 8489.24(c)

Any individual with a medical condition that presents to a hospital s ED must receive an
MSE that is appropriate for their medical condition. The objective ofthe MSE is to
determine whether or not an emergency medical condition exists. This does not mean,
that all EMT ALA screenings must be equally extensive. If the nature of the individual s
request makes clear that the medical condition is not of an emergency nature, the MSE is
reflective of the individual presenting complaints or symptoms. A hospital may, if it
chooses, have protocols that permita QMP (e.g., registered nurse) to conduct specific
MSE (s) if the nature of the individual s request for examination and treatment is within
the scope of practice of the QMP (e.g., a request for a blood pressure check and that
check reveals hat the patient s blood pressure is within normal range). Once the
individual is screened and it is determined the individual has only presented to the ED for
a non-emergency purpose, the hospital s EMTALA obligation ends for that individual at
the completion of the MSE. Hospitals are not obligated under EMTALA to provide
screening services beyond those needed to determine that there isno EMC.
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For a hospital to be exempted from its EMTAL A obligations to screen individuals
presenting at its emergency department for non-emergency tests (e.g., individual has
consulted with physician by telephone and the physician refers the individual to a
hospital emergency department for a non-emergency test) the hospital must be able to
document that it is only being asked to collect evidence, not analyze the test results, or to
otherwise examine or treat the individual. Furthermore, a hospital may be exempted
from its EMTALA obligations to screen individuals presenting to its dedicated
emergency department if the individual had a previously scheduled appointment.

If an individual presents to an ED and requests pharmaceutical services (medication) for
a medical condition, the hospital gererally would have an EMTALA obligation.
Surveyors are encouraged to ask probing questions of the hospital staff to determine if
the hospital in fact had an EMTALA obligation in this situation (e.g., did the individual
present to the ED with an EMC and informed staff they had not taken their medication?
Was it obvious from the nature of the medication requested that it was likely that the
patient had an EMC?). The circumstances surrounding why the request is being made
would confirm if the hospital in fact has an EMTALA obligation. If the individual
requires the medication to resolve or provide stabilizing treatment of an EMC, then the
hospital has an EMTALA obligation. Hospitals are not required by EMTALA to provide
medication to individuals who do not have an EMC simply because the individual is
unable to pay or does not wish to purchase the medication from a retail pharmacy or did
not plan appropriately to secure prescription refills.

If an individual presents to a dedicated emergency department and requests services that
are not for a medical condition, such as preventive care services (immunizations, allergy
shots, flu shots) or the gathering of evidence for criminal law cases (e.g., sexual assault,
blood alcohol test), the hospital is not obligated to provide a MSE under EMTALA to
this individual.

Attention to detail concerning blood alcohol testing (BAT) in the ED is instrumental
when determining if a MSE is to be conducted. If an individual is brought to the ED and
law enforcement personrel request that emergency department personnel draw blood for
a BAT only and does not request examination or treatment for a medical condition, such
as intoxication and a prudent lay person observer would not believe that the individual
needed such examination or treatment, then the EMTALA s screening requirement is not
applicable to this situation because the only request made on behalf of the individual was
for evidence. However, if for example, the individual in police custody was involved in a
motor vehicle accident or may have sustained injury to him or herself and presents to the
ED a MSE would be warranted to determine if an EMC exists.

When law enforcement officials request hospital emergency personnel to provide
clearance for incarceration, the hospital hasan EMTALA obligation to provide a MSE to
determine if an EMC exists. If no EMC is present, the hospital has met its EMT ALA
obligation and no further actions are necessary for EMTALA compliance.
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Surveyors will evaluate each case on its own merit when determining a hospital s
EMTALA obligation when law enforcement officials request screening or BAT for use
as evidence in criminal proceedings.

This principle also applies to sexual assault cases.

Tag 407
8489.24(d)

(d) Necessary stabilizing treatment for emergency medical conditions.
(1) General. Subject to the provisions of paragraph (d) (2) of this section, if any
individual (whether or not eligible for Medicare benefits) comes to a hospital and the
hospital determines that the individual has an emergency medical condition, the hospital
must provide either—
0] Within the capabilities of the staff and facilities available at the
hospital, for further medical examination and treatment as required
to stabilize the medical condition.

Interpretive Guidelines 8489.24(d)(1)(i)

A hogspital is obligated to provide the services specified in the statute and this regulation
regardless of whether a hospital will be paid. After the medical screening has been
implemented and the hospital has determined that an emergency medical condition
exists, the hospital must provide stabilizing treatment within its capability and capacity.

Capabilities of a medical facility mean that there is physical space, equipment, supplies,
and specialized services that the hospital provides (e.g., surgery, psychiatry, obstetrics,
intensive care, pediatrics, trauma care).

Capabilities of the staff of a facility means the level of care that the personnel of the
hospital can provide within the training and scope of their professional licenses. This
includes coverage available through the hospitals on call roster.

The capacity to render care is not reflected simply by the number of persons occupying a
specialized unit, the number of staff on duty, or the amount of equipment on the

hospital s premises. Capacity includes whatever a hospital customarily does to
accommodate patients in excess of its occupancy limits §489.24 (b). If a hospital has
customarily accommodated patients in excess of its occupancy limits by whatever mean
(e.g., moving patients to other units, calling in additional staff, borrowing equipment
from other facilities) it has, in fact, demonstrated the ability to provide services to
patients in excess of its occupancy limits.

A hospital may appropriately transfer (see Tag A 409) an individual before the sending
hospital has used and exhausted all of its resources available if the individual requests the
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transfer to another hospital for his or her treatment and refuses treatment at the sending
hospital.

To comply with the MSE and stabilization requirements of 81867 all individuals with
similar medical conditions are to be treated consistently. Compliance with local, State,
or regionally approved EMS transport of individuals with an emergency is usually
deemed to indicate compliance with 81867; however a copy of the protocol should be
obtained and reviewed at the time of the surwey.

If community wide plans exist for specific hospitals to treat certain EMCs (e.g.,
psychiatric, trauma, physical or sexual abuse), the hospital must meet its EMTALA
obligations (screen, stabilize, and or appropriately transfer) prior to transferring the
individual to the community plan hospital. An example of a community wide plan would
be a trauma system hospital. A trauma system is a comprehensive system providing
injury prevention services and timely and appropriate delivery of emergency medical
treatment for people with acute illness and traumatic injury. These systems are designed
so that patients with catastrophic injuries will have the quickest possible access to an
established trauma center or a hospital that has the capabilities to provide comprehensive
emergency medical care. These systems ensure that the severely injured patient can be
rapidly cared for in the facility that is most appropriately prepared to treat the severity of
injury.

Community plans are designed to provide an organized, pre-planned response to patient
needs to assure the best patient care and efficient use of limited health care resources.
Community plans are designed to augment physician s care if the necessary services are
not within the capability of the hospital but does not mandate patient care nor transfer
patterns. Patient health status frequently depends on the appropriate use of the
community plans. The matching of the appropriate facility with the needs of the patient is
the focal point of this plan and assures every patient receives the best care possible.
Therefore, asending hospital s appropriate transfer of an individual in accordance with
community wide protocols in instances where it cannot provide stabilizing treatment
would be deemed to indicate compliance with §1867.

If an individual seeking care isa member of a managed health care plan (e.g., HMO, PPO
or CMP), the hospital is obligated to comply with the requirements of § 489.24
regardless of the individual s payor source or financial status. The hospitals is obligated
to provide the services necessary to determire if an EMC is present and provide
stabilizing treatment if indicated. This is true regardless if the individual is enrolled in a
managed care plan that restricts its enrollees choice of health care provider. EMTALA
is a requirement imposed on hospitals, and the fact that an individual who comes to the
hospital is enrolled in a managed care planthat does not contract with that hospital has
no bearing onthe obligation of the hospital to conduct an MSE and to at lease initiate
stabilizing treatment. A managed health care plan may only state the services for which
it will pay or decline payment, but that does not excuse the hospital from compliance
with EMTALA.
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42 CFR § 489.24 (b) defines stabilized to mean
& that no material deterioration of the condition is likely, within reasonable
medical probability, to result from, or occur during, the transfer of the individual
from a facility, or with respect to an emergency medical condition as defined in
this section under paragraph (1) of that definition, that a woman has delivered the
child and the placenta.
The regulation sets the standard determining when a patient is stabilized.

If ahospital is unable to stabilize an individual within its capability, an appropriate
transfer should be implemented. To be considered stable the emergency medical
condition that caused the individual to seek care in the dedicated ED must be resolved,
although the underlying medical condition may persist. For example, an individual
presentsto a hospital complaining of chest tightness, wheezing, and shortness of breath
and has a medical history of asthma. The physician completes a medical screening
examination and diagnoses the individual as having an asthma attack that is an
emergency medical condition. Stabilizing treatment is provided (medication and oxygen)
to alleviate the acute respiratory symptoms. In this scenario the EMC was reso lved and
the hospital s EMTALA obligation is therefore ended, but the underlying medical
condition of asthma still exists. After stabilizing the individual, the hospital no longer
has an EMTALA obligation. The physician may discharge the individual ho me, admit
him/her to the hospital, or transfer (the appropriate transfer requirement under
EMTALA does not apply to this situation since the individual has been stabilized) the
individual to another hospital depending on his/her needs. The preceding example does
not reflect a change in policy, rather it isa clarification as to when an appropriate transfer
isto be implemented to decrease hospitals risk of being in violation of EMTALA due to
inappropriate transfers

An individual will be deemed stabilized if the treating physician or QMP attending to the
individual in the emergency department/hospital has determined, within reasonable
clinical confidence, that the emergency medical condition has been resolved.

For those individuals whose EMCs have been resolved the physician or QMP has several
options:

Discharge home with follow-up instructions. An individual is considered stable
and ready for discharge when, within reasonable clinical confidence, it is
determined that the individual has reached the point where his/her continued care,
including diagnostic work-up and/or treatment, could be reasonably performed as
an outpatient or later asan inpatient, provided the individual s givena plan for
appropriate follow-up care as part of the discharge instructions. The EMC that
caused the individual to present to the dedicated ED must be resolved, but the
underlying medical condition may persist. Hospitals are expected within reason
to assist/provide discharged individuals the necessary information to secure the
necessary follow-up care to prevent relapse or worsening of the medical condition
upon release from the hospital; or

Inpatient admission for continued care.
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Hospitals are responsible for treating and stabilizing, within their capacity and capability,
any individual who presents him/herself to a hospital with an EMC. The hospital must
provide care until the condition ceases to be an emergency or until the individual is
properly transferred to another facility. An inappropriate transfer or discharge of an
individual with an EMC would be a violation of EMTALA.

If a hospital is alleged to have violated EMTALA by transferring an unstable individual
without implementing an appropriate transfer according to 8489.24(e), and the hospital
believes that the individual was stable (EMC resolved) the burden of proof is the
responsibility of the transferring hospital. When interpreting the facts the surveyor
should assess whether or not the individual was stable. Was it reasonable to believe that
the transferring hospital should have been knowledgeable of the potential complications
during transport? To determine whether the individual was stable and treated
appropriately surveyors will request that the QIO physician review the case.

If the treating physician is in doubt that an individual s EMC is stabilized the physician
should implement an appropriate transfer (see Tag A409) to prevent a potential violation
of EMTALA, if his’her hospital cannot provide further stabilizing treatment.

If a physician is not physically present at the time of transfer, then the qualified medical
personnel (as determined by hospital bylaws or other board-approved documents) must
consult with a physician to determine if an individual with an EMC is to be transferred to
another facility for further stabilizing treatment.

The failure of a receiving facility to provide the care it maintained it could provide to the
individual when the transfer was arranged should not be construed to mean that the
individual s condition worsened as a result of the transfer.

In the case of psychiatric emergencies, if an individual expressing suicidal or homicidal
thoughts or gestures, if determined dangerous to self or others, would be considered to
have an EMC.

Psychiatric patients are considered stable when they are protected and prevented from
injuring or harming himvherself or others. The administration of chemical or physical
restraints for purposes of transferring an individual from one facility to another may
stabilize a psychiatric patient for a period of time and remove the immediate EMC but
the underlying medical condition may persist and if not treated for longevity the patient
may experience exacerbation ofthe EMC. Therefore, practitioners should use great care
when determining if the medical condition is in fact stable after administering chemical

or physical restraints.

A hospital s EMTALA obligation ends when a physician or qualified medical person has
made a decision:
That no emergency medical condition exists (even though the underlying medical
condition may persist);
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That an emergency medical condition exists and the individual is appropriately
transferred to another facility; or

That an emergency medical condition exists and the individual is admitted to the
hospital for further stabilizing treatment.

(i) For transfer of the individual to another medical facility in accordance with
paragraph (e) of this section.

Interpretive Guidelines: §489.24(d)(1)(ii)

When a hospital has exhausted all of its capabilities in attempting to resolve the EMC, it
must effect an appropriate transfer of the individual (see Tag A409).

42 CFR 8 489.24 (b) defines transfer to mean
& the movement (including the discharge) of an individual outside a hospital s

facilities at the direction of any person employed by (or affiliated or associated,
directly or indirectly, with) the hospital, but does not include such a movement of
an individual who has been declared dead or leaves the facility without the
permission of any such person. If discharge would result in the reasonable
medical probability of material deterioration of the patient, the emergency
medical condition should not be considered to have been stabilized.

If an individual is admitted as an inpatient, EMCs must be stabilized either by the

hospital to which an individual presents or the hospital to which the individual is
transferred. 1fa woman is in labor, the hospital must deliver the baby and the placenta or
transfer appropriately. She may not be transferred unless she, or a legally responsible
person acting on her behalf, requests a transfer and a physician or other qualified medical
personnel, in consultation with a physician, certifies that the benefits to the woman
and/or the unborn child outweigh the risks associated with the transfer.

If the individual s condition requires immediate medical stabilizing treatment and the
hospital is not able to attend to that individual because the emergency department is
operating beyond its capacity, then the hospital should transfer the individual to a
hospital that has the capability and capacity to treat the individual s EMC.

(2) Exception: Application to inpatients.

(i) If a hospital has screened an individual under paragraph (a) of this section and
found the individual to have an emergency medical condition, and admits that
individual as an inpatient in good faith in order to stabilize the emergency medical
condition, the hospital has satisfied its special responsibilities under this section with
respect to that individual

Interpretive Guidelines: §489.24(d)(2)(i)

A hospital s EMTALA obligation ends when the individual has been admitted in good
faith for inpatient hospital services whether or not the individual has been stabilized. An
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individual is considered to be admitted when the decision is made to admit the
individual to receive inpatient hospital services with the expectation that the patient will
remain in the hospital at least overnight. Typically, we would expect that this would be
documented in the patient s chart and medical record at the time that a physician signed
and dated the admission order. Hospital policies should clearly delineate, which
practitioners are responsible for writing admission orders.

A hospital continues to have a responsibility to meet the patient emergency needs in
accordance with hospital CoPs at 42 C.F.R. Part 482. The hospital CoPs protect
individuals who are admitted, and they do not permit the hospital to inappropriately
discharge or transfer any patient to another facility. The hospital CoPs that are most
relevant in this case are as follows: emergency services, governing body, discharge
planning, quality assurance and medical staff.

Hospitak are responsible for assuring that inpatients receive acceptable medical care
upon admission. Hospital services for inpatients should include diagnostic services and
therapeutic services for medical diagnosis, treatment, and care of the injured, disabled or
sick persons with the intention of treating patients.

If during an EMTALA investigation there is a question as to whether an individual was
admitted so that a hospital could avoid its EMTALA obligation, the SA surwveyor is to
consult with RO personrel to determine ifthe survey should be expanded to a survey of
the hospital CoPs. After completion of the survey, the case is to be forwarded to the RO
for violation determination. If it is determined that the hospital admitted the individual
solely for the purpose of avoiding its EM TALA obligation, then the hospital is liable
under EMTALA and may be subject to further enforcement action.

(i1) This section is not applicable to an inpatient who was admitted for elective
(nonemergency) diagnosis or treatment.

Interpretive Guidelines: 8489.24(d)(2)(i)

Individuals admitted to the hospital for elective medical services are not protected by
EMTALA. The hospital CoPs protect all classifications of inpatients, elective and
emergent.

(iii) A hospital is required by the conditions of participation for hospitals under
Part 482 of this chapter to provide care to its inpatients in accordance with those
conditions of participation.

Interpretive Guidelines: 8489.24(d)(2)(ii)

If an inpatient develops an EMC, the hospital is required to meet the patient s emergency
needs in accordance with acceptable standards of practice. The hospital CoPs protects
patients who are admitted, and the hospital may not discharge or transfer any patient to
another facility inappropriately. The protective CoPs are found at 42 C.F.R. Part 482.





1814
1815
1816
1817
1818
1819
1820
1821
1822
1823
1824
1825
1826
1827
1828
1829
1830
1831
1832
1833
1834
1835
1836
1837
1838
1839
1840
1841
1842
1843
1844
1845
1846
1847
1848
1849
1850
1851
1852
1853
1854
1855
1856
1857
1858
1859

The five CoPs that are most relevant in affording patients protection in cases when
patients with an EMC is admitted are as follows:

Emergency services (8§ 482.55)

Governing body (§ 482.12)

Discharge planning (8 482.43)

Quality assessment and performance improvement (8 482.21)

Medical staff (§ 482.22)
If ahospital is noncompliant with any of the above COPs, the hospital will be subject to
enforcement action.

(3) Refusal to consent to treatment.

A hospital meets the requirements of paragraph (d)(1)(i) of this section with respect
to an individual if the hospital offers the individual the further medical examination
and treatment described in that paragraph and informs the individual (or a person
acting on the individual's behalf) of the risks and benefits to the individual of the
examination and treatment, but the individual (or a person acting on the
individual's behalf) does not consent to the examination or treatment. The medical
record must contain a description of the examination, treatment, or both if
applicable, that was refused by or on behalf of the individual. The hospital must
take all reasonable steps to secure the individual’s written informed refusal (or that
of the person acting on his or her behalf). The written document should indicate
that the person has been informed of the risks and benefits of the examination or
treatment, or both.

Interpretive Guidelines: §489.24(d)(3)

The medical record should reflect that screening, further examination, and or
treatment were offered by the hospital prior to the individual s refusal.

In the event an individual refuses to consent to further examination or treatment, the
hospital must indicate in writing the risks/benefits of the examination and/or treatment;
the reasons for refusal; a description of the examination or treatment that was refused;
and the steps taken to try to secure the written, informed refusal if it was not secured.

Hospitals may not attempt to coerce individuals into making judgments against their
interest by informing them that they will have to pay for their care if they remain but that
their care will be free or at a lower cost if they transfer to another hospital.

An individual may only refuse examination, treatment, or transfer on behalf of a patient
if the patient is incapable of making an informed choice for him/herself.

Tag A408

§489.24(d)(4) and (5)
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(4) Delay in examination or treatment.

(i) A participating hospital may not delay providing an appropriate medical
screening examination required under paragraph (a) of this section or further
medical examination and treatment required under paragraph (d)(1) of this section
in order to inquire about the individual s method of payment or insurance status.
(if) A participating hospital may not seek, or direct an individual to seek,
authorization from the individual s insurance company for screening or
stabilization services to be fumished by a hospital, physician, or nonphysician
practitioner to an individual until after the hospital has provided the appropriate
medical screening examination required under paragraph (a) of this section, and
initiated any further medical examination and treatment that may be required to
stabilize the emergency medical condition under paragraph (d)(1) of this section.
(iii) An emergency physician or nonphysician practitioner is not precluded from
contacting the individual s physician at any time to seek advice regarding the
individual s medical history and needs that may be relevant to the medical
treatment and screening of the patient, as long as this consultation does not
inappropriately delay services required under paragraph (a) or paragraphs (d)(1)
and (d)(2) of this section.

(iv) Hospitals may follow reasonable registration processes for individuals for
whom examination or treatment is required by this section, including asking
whether an individual is insured and, if so, what that insurance is, as long as that
inquiry does not delay screening or treatment. Reasonable registration processes
may not unduly discourage individuals from remaining for further evaluation.

Interpretive Guidelines § 489.24: (d)(4)(i),(ii),(iii) and (iv)

Hospitalk should not delay providing a medical screening examination or necessary
stabilizing treatment by inquiring about an individual s ability to pay for care. All
individuals who present to a hospital and request an MSE for a medical condition (or
have a request for an MSE made on their behalf) must receive that screening
examination, regardless of the answers the individual may give to the insurance questions
asked during the registration process. In addition, a hospital may not delay screening or
treatment to any individual while it verifies the information provided.

Hospitals may follow reasonable registration processes for individuals presenting with an
EMC. Reasonable registration processes may include asking whether an individual is
insured and, if so, what the insurance is, as long as this inquiry do not delay screening,
treatment or unduly discourage individuals from remaining for further evaluation. The
registration process permitted in the dedicated ED typically consists of collecting
demographic information, insurance information, whom to contact in an emergency and
other relevant information.

If a managed care member comes to a hospital that offers emergency services, the
hospital must provide the services required under the EMTALA statute without regard
for the individual s insurance status or any prior authorization requirement of such
insurance.
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This requirement applies equally to both the referring and the receiving (recipient)
hospital. Therefore, it may be a violation if the receiving hospital delays acceptance of
the transfer of an individual with an unstabilized EMC pending receipt or verification of
financial information. It would not be a violation if the receiving hospital delayed
acceptance of the transfer of an individual with a stabilized EMC pending receipt or
verification of financial information because EMTALA protections no longer apply once
a patient is stabilized.

If adelay in screening was due to an unusual internal crisis whereby it was simply not
within the capability of the hospital to provide an appropriate screening examination at
the time the individual came to the hospital (e.g., mass casualty occupying all the
hospital s resources for a time period), surveyors are to interview hospital staff members
to elicit the facts surrounding the circumstances to help determine if there was a violation
of EMTALA.

(5) Refusal to consent to transfer.

A hospital meets the requirements of paragraph (d)(1)(ii) of this section with
respect to an individual if the hospital offers to transfer the individual to another
medical facility in accordance with paragraph (e) of this section and informs the
individual (or a person acting on his or her behalf) of the risks and benefits to the
individual of the transfer, but the individual (or a person acting on the individual's
behalf) does not consent to the transfer. The hospital must take all reasonable steps
to secure the individual's written informed refusal (or that of a person acting on his
or her behalf). The written document must indicate the person has been informed
of the risks and benefits of the transfer and state the reasons for the individual's
refusal. The medical record must contain a description of the proposed transfer
that was refused by or on behalf of the individual.

Interpretive Guidelines: § 489.24 (d)(5)

For individuals who refuse to consent to a transfer, the hospital staff must inform the
individual of the risks and benefits and document the refusal and, if possible, place a
signed informed consent to refusal of the transfer in the individual s medical record.

If an individual or the individual s representative refuses to be transferred and also
refuses to sign a statement to that effect, the hospital may document such refusals as they
see fit.

Tag A409
§ 489.24(e)(1) and (2)

(e) Restricting transfer until the individual is stabilized
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(1) General. If an individual at a hospital has an emergency medical condition that
has not been stabilized (as defined in paragraph (b) of this section), the hospital may
not transfer the individual unless

(i) The transfer is an appropriate transfer (within the meaning of paragraph (e)(2)
of this section); and

Interpretive Guidelines: §489.24 (e)(1)(i)

If an individual s EMC has not been resolved prior to transferring the individual to
another hospital the sending hospital has an EMTALA obligation, and must meet the
four requirements of an appropriate transfer.

These requirements are found in 8489(e)(2):

0 8489.24(2)(i), the transferring hospital provides medical treatment within its
capacity that minimizes the risks to the individual s health and, in the case of
a woman in labor, the health of the unborn child;

0 8489.24 (e)(2)(ii), the receiving facility has agreed to accept the patient, has
space and qualified personnel available for the treatment;

0 8§489.24 (e)(2)(iii), the transferring hospital sends to the receiving facility all
medical records related to the emergency medical condition which are
available at the time of transfer and,;

0 8489.24 (e) (2)(iv), the transfer is effected through qualified personnel and
transportation equipment.

(i)(A) The individual (or a legally responsible person acting on the individual's
behalf) requests the transfer, after being informed of the hospital’s obligations
under this section and of the risk of transfer. The request must be in writing and
indicate the reasons for the request as well as indicate that he or she is aware of the
risks and benefits of the transfer;(B) A physician (within the meaning of section
1861(r)(1) of the Act) has signed a certification that, based upon the information
available at the time of transfer, the medical benefits reasonably expected from the
provision of appropriate medical treatment at another medical facility outweigh the
increased risks to the individual or, in the case of a woman in labor, to the woman
or the unborn child, from being transferred. The certification must contain a
summary of the risks and benefits upon which it is based; or

Interpretive Guidelines: 8§ 489.24 (e)(1)(ii)(A) and (B)

Section 1861 (r)(i) of the Act defines physicians as:

A doctor of medicine or osteopathy legally authorized to practice medicine and surgery
by the State in which he performs such function or action. (T his provision is not to be
construed to limit the authority of a doctor or medicine or osteopathy to delegate tasks to
other qualified health care personnel to the extent recognized under State law or a State s
regulatory mechanism).
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The regulation at § 489.24 (e)(1) requires an express written certification. Physician
certification cannot simply be implied from the findings in the medical record and the
fact that the patient was transferred.

The certification must state the reason(s) for transfer. The narrative rationale need not be
a lengthy discussion of the individual s medical condition reiterating facts already
contained in the medical record, but it should give a complete picture of the benefits to be
expected from appropriate care at the receiving (recipient) facility and the risks
associated with the transfer, including the time away from an acute care setting necessary
to effect the transfer. The risks and benefits certification should be specific to the
condition of the patient upon transfer.

This rationale may be on the certification form or in the medical record. In cases where
the individual s medical record does not include a certification, give the hospital the
opportunity to retrieve the certification. Certifications may not be backdated. Document
the hospital s response.

Women in Labor
Regardless of practices within a State, a woman in labor may be transferred only
if she or her representative requests the transfer and if a physician or other
qualified medical personnel signs a certification that the benefits outweigh the
risks. If the hospital does not provide obstetrical services, the benefits of a
transfer may outweigh the risks. A hospital cannot cite State law or practice as
the basis for transfer.

Hospitals that are not capable of handling high-risk deliveries or high-risk infants
often have written transfer agree ments with facilities capable of handling high-
risk cases. The hospital must still meet the screening, treatment, and transfer
requirements.

The certification that the benefits reasonably expected from the provision of appropriate
medical treatment at another medical facility outweigh the risk of the transfer is not
required for transfers of individuals who no longer have an emergency medical condition.

The date and time of the physician certification should closely match the date and time of
the transfer.

(C) If a physician is not physically present in the emergency department at the time
an individual is transferred, a qualified medical person (as determined by the
hospital in its bylaws or rules and regulations) has signed a certification described
in paragraph (e)(2)(ii)(B) of this section after a physician (as defined in section
1861(r)(1) of the Act) in consultation with the qualified medical person, agrees with
the certification and subsequently countersigns the certification. The certification
must contain a summary of the risks and benefits upon which it is based.

Interpretive Guidelines: §489.24 (e)(1)(ii)(C)
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A QMP may sign the certification of benefits versus risks of a transfer only after
consultation with the physician who authorizes the transfer. If a QMP determines that
the transfer to another facility is in the best interest of the individual and signs the
certification of benefits versus risks, a physician s countersignature must be obtained
within the established timeframe according to hospital policies and procedures.

(2) A transfer to another medical facility will be appropriate only in those cases in
which-

(i) The transferring hospital provides medical treatment within its capacity that
minimizes the risks to the individual's health and, in the case of a woman in labor,
the health of the unborn child;

Interpretive Guidelines: §489.24 (e)(2)(i)

This is the first requirement of an appropriate transfer.

The provision of treatment to minimize the risks of transfer is merely one of the four
requirements of an appropriate transfer. If the patient requires treatment, it must be
sufficient to minimize the risk likely to occur or result from the transfer.

Note: The four requirements of an appropriate transfer are applied only if the
transfer is to another medical facility. In other words, the hospital has the
alternative of either (1) providing treatment to stabilize the emergency medical
condition and subsequently admitting, discharging or transferring the
individual, or (2) appropriately transferring an unstabilized individual to
another medical facility
if the emergency medical condition still exists. There is no third option of
simply referring the individual away after performing step one (treatment to
minimize the risk of transfer) of the four transfer requirements of an appropriate
transfer.

If an individual is moved to another part of the hospital, the transfer requirements are not
applicable because technically the patient has not been transferred.

If an individual is moved to a diagnostic facility located at another hospital with the
intention of returning to the first hospital, an appropriate transfer (within the meaning

of paragraph (e)(2) of this subsection) must still be effectuated. It is reasonable to expect
the recipient hospital with the diagnostic capability to communicate (e.g., telephonic
report or documentation within the medical record) with the transferring hospital its
findings of the medical condition and a status report of the individual during and after the
procedure. Implementing an appropriate transfer back to the sending hospital is not
necessary.

Surveyor Probes

After the investigation of the transferring hospital, call or go to the receiving





2086 (recipient) facility and determine whether the receiving (recipient) facility verifies

2087 the transferring hospital s information. In cases of discrepancy, obtain the medical

2088 record from the transferring and receiving hospitals and the ambulance service for

2089 review. Review each hospital s information. If you determine that it is necessary to
2090 conduct a complaint investigation at the receiving (recipient) hospital, notify the RO
2091 to request an extension of the investigation timeframe.

2092

2093 Review the transfer logs for the entire hospital, not merely the emergency department.
2094 Examine the following for appropriate transfers:

2095 Transfers to off-site testing facilities and return;

2096 Death or significant adverse outco mes;

2097 Refusals of examination, treatment, or transfer;

2098 Patients leaving against medical advice (AMA);

2099 Returns to the emergency department within 48 hours; and

2100 Emergency department visits where the individual is logged in for an

2101 unreasonable amount of time before the time indicated for commencement of
2102 the medical screening examination.

2103 (if) The receiving facility--

2104 (A) Has available space and qualified personnel for the treatment of the individual;
2105 and

2106 (B) Has agreed to accept transfer of the individual and to provide appropriate
2107 medical treatment;

2108

2109 Interpretive Guidelines: § 489.24 (e)(2)(A) and (B)

2110

2111 This is the second requirement of an appropriate transfer.

2112 The transferring hospital must obtain permission from the receiving (recipient) hospital
2113 to transfer an individual. The transferring hospital should document its communication
2114 with the receiving (recipient) hospital, including the date and time of the transfer request
2115 and the name of the person accepting the transfer.

2116

2117 (i) The transferring hospital sends to the receiving facility all medical records (or
2118 copies thereof) related to the emergency condition which the individual has

2119 presented that are available at the time of the transfer, including available history,
2120 records related to the individual's emergency medical condition, observations of
2121 signs or symptoms, preliminary diagnosis, results of diagnostic studies or telephone
2122 reports of the studies, treatment provided, results of any tests and the informed
2123 written consent or certification (or copy thereof) required under paragraph (e)(1)(ii)
2124 of this section, and the name and address of any on-call physician (described in
2125 paragraph (g) of this section) who has refused or failed to appear within a

2126 reasonable time to provide necessary stabilizing treatment. Other records (e.g., test
2127 results not yet available or historical records not readily available from the

2128 hospital's files) must be sent as soon as practicable after transfer; and

2129

2130 Interpretive Guidelines: §489.24 (e)(2)(iii)

2131
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This s the third requirement of an appropriate transfer.

Necessary medical records must accompany individuals being transferred to another
hospital. If atransfer is in an individual s best interest, it should not be delayed until
records are retrieved or test results come back from the laboratory. Whatever medical
records are available at the time the individual is transferred should be sent to the
receiving (recipient) hospital with the patient. Test results that become available after the
individual is transferred should be telephoned to the receiving (recipient) hospital, and
then mailed or sent via electronic transmission consistent with HIPAA provisions on the
transmission of electronic data.

Surveyor Probe
Documentation in the medical records should identify the services that were performed
before transfer.

(iv) The transfer is effected through qualified personnel and transportation
equipment, as required, including the use of necessary and medically appropriate
life support measures during the transfer.

Interpretive Guidelines: 8§ 489.24 (e)(2)(iv)

This s the fourth requirement of an appropriate transfer.

Emergency medical technicians may not always be qualified personnel for purposes of
transferring an individual under these regulations. Depending on the individual s
condition, there may be situations in which a physician s presence or some other
specialist s presence might be necessary. The physician at the sending hospital (and not
the receiving hospital) has the responsibility to determine the appropriate mode,
equipment, and attendants for transfer.

While the sending hospital is ultimately responsible for ensuring that the transfer is
effected appropriately, the hospital may meet its obligations as it sees fit. These
regulations do not require that a hospital operate an emergency medical transportation
service.

Tag A410
§ 489.24(e)(3)

(3) A participating hospital may not penalize or take adverse action against a
physician or a qualified medical person described in paragraph (e)(1)(ii)(C) of this
section because the physician or qualified medical person refuses to authorize the
transfer of an individual with an emergency medical condition that has not been
stabilized, or against any hospital employee because the employee reports a
violation of a requirement of this section.
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Interpretive Guidelines: § 489.24 (e)(3)

A participating hospital means a hospital that has entered into a provider agreement
under 81866 ofthe Act.

Hospital employees reporting alleged EMT ALA violations are also protected by this
regulation.

Tag A 411
8 489.24(f)

() Recipient hospital responsibilities.

A participating hospital that has specialized capabilities or facilities (including, but
not limited to, facilities such as burn units, shock-trauma units, neonatal intensive
care units, or (with respect to rural areas) regional referral centers) may not refuse
to accept from a referring hospital within the boundaries of the United States an
appropriate transfer of an individual who requires such specialized capabilities or
facilities if the receiving hospital has the capacity to treat the individual.

Interpretive Guidelines: § 489.24 (f)

Recipient hospitals only have to accept a patient if the patient requires the specialized
capabilities of the hospital in accordance with this section and the hospital has the
capacity to treat the individual. If the transferring hospital wants to transfer a patient, but
the patient does not require any specialized capabilities, the receiving (recipient)
hospital is not obligated to accept the patient unless the individual presents at the
recipient hospital. If the patient required the specialized capabilities of the intended
receiving (recipient) hospital, and the hospital has the capability and capacity to accept
the transfer, but refused, this requirement has been violated.

Lateral transfers, that is, transfers between facilities of comparable resources, are not
sanctioned by 8489.24 because they would not offer enhanced care benefits to the patient
except where there is mechanical failure of equipment, no ICU beds available, or similar
situations. However, if the sending hospital has the capability but lacks the capacity,
then the individual would most likely benefit from the transfer.

The number of patients that may be occupying a specialized unit, the number of staff on
duty, or the amount of equipment on the hospital s premises do not in and of themselves
reflect the capacity of the hospital to care for additional patients. If a hospital generally
has accommodated additional patients by whatever means (e.g., moving patients to other
units, calling in additional staff, borrowing equipment from other facilities), it has
demonstrated the ability to provide services to patients in excess of its occupancy limit.
For example, a hospital may be able to care for one or more severe burn patient without
opening up a burn unit.  In this example, if the hospital has the capacity, the hospital
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would have a duty to accept an appropriate transfer of an individual requiring the
hospital s capabilities, providing the transferring hospital lacked the specialized services
to treat the individual. The provisions of this requirement are applicable only when the
sending hospital is located within the boundaries of the United States. Medicare
participating hospitals with specialized capabilities or facilities are not obligated to
accept transfers from hospitals located outside of the boundaries of the United States.

The recipient hospital has an EMTAL A obligation when an individual with an EMC is
transferred to its hospital.

If a hospital is found in violation of the recipient hospital responsibility requirements,
obtain a copy of the patient s medical record from the transferring facility.

Rural Regional Referral Centers

The criteria for classifying hospitals as rural regional referral centers are defined in 42
CFR 8412.96 for the purpose of exemptions and adjustments of payment amounts under
the Prospective Payment System. The criteria in 42 CFR 8412.96 are applicable to the
nondiscrimination provisions of §489.24. Check with the appropriate CMS RO for
information as to whether the hospital is designated as a rural regional referral center. A
designated rural regional referral center is obligated to accept appropriate transfers of
individuals who require the hospital s specialized capabilities if the hospital has the
capacity to treat the individual.
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Health Core Financing

: DEPARTMENT OF HEALTH & HUMAN SERVICES Adminlstration

Region Vil
Federal Office Building
601 Eost 12th Streel

NOV 2 4 2000 Kansas City. Missour 64106

SURVEY AND CERTIFICATION REGIONAL LETTER NO. 00-10

SUBJECT: Hospital Owned and Operated Ambulance Participating in Emergency
Mcdical Services

REFER TO: SC-25-16

Recent information from our Central Office clarified the Health Care Financing Administration’s
(HCFA) policy regarding hospital owned ambulances that operate within the Emergency Medical
System. The guidance applies to helicopter ambulance as well as ground ambulance.

The policy clarifies Appendix V, Interpretive Guidelines and Investigative Procedures for
Responsibilities of Medicare Participating Hospitals in Emergency Cases, page V-24. The current
State Operations Manual (SOM) reads as follows:

In some cases, local. Srate or regionally approved emergency medical svsiems
(EMS). point-of-enny, and/or syvstem protocols are in place. Compliance with EMS
protocols with respect to the transport of emergent patients is usually deemed 10
indicate compliance with §1867: however a copy of the protocol should be obtained
and reviewed art the time of the survey.

The interpretive guidelines make no mention of hospital owned and operated ambulances
participating in the EMS; thercfore, HCFA is issuing guidance to address hospital-owned ambulance
that operates within the EMS.

Central Office staff clarified that a hospital-owned ambulance is not a hospital-owned and —operated
ambulance, as referenced in 42 CFR 489.24(b), if the home hospital lacks the authority 1o determine
the destination of the emergency patient. because that function is controlicd by the EMS.

Under this interpretation, the individual in the hospital-owned ambulance has not ““come to the
emcrgency department™ and the home hospital does not incur an Emergency Medical Treatment and
Labor Act (EMTALA) obligation to that individual. Jt an individual is transported by an ambulance
owned and operated by a hospital. the paticnt has “come 10 the hospital emergency departiment™
tor the purposes of EMTALA and the hospital has incurred an EMTALA obligation as w that
patient.

These interpretative guidelines will be added to the SOM, Appendix V, the next time they are
reviscd.

Please direct questions related to this information 10 .ioyce Danncr or Kathy Pozek of this office at

tclephone (816) 426-2011.
v Wkl o

Thomas W. Lenz
Associate Regional Administrator
- for Medicaid and Statc Operations
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Medical Direction and Medical Control of Air Medical Services

Position Statement of The Air Medical Physician Association

Approved by the AMPA Board of Trustees
October, 1998
Revised: April, 2002

MEDICAL DIRECTION

The Air Medical Physician Association believes that all air medical
services require the active involvement and paricipation of a
physician Medical Director(s) who shall be responsible for
supervising, evaluating and ensuring the quality of medical care
provided by the air medical transport team.

At all times, Medical Direction must be consistent with the following
priorities. Safety of the crew, patient and vehicle must always be the
first priority. The second priority is the provision of appropriate patient
care. Finally, after addressing safety and patient care, medical
direction should be committed to the appropriate utilization of medical
transport resources and cost effective patient transport.

Responsibility and Authority of the Medical Director

The Medical Director of an air medical service shall:

1. Have the final authority over all patient care and clinical
aspects of the air medical service.
2. Oversee and assure that:

a. Medical personnel have adequate training and
qualifications to deliver appropriate medical
care.

C. b

Appropriate medical equibment and
supplies are available.Appropriate  vehicle
selection is made for transport.

d. Patients are transported to appropriate
destinations.
3. Have the responsibility and authority to develop and

implement medical care policies and procedures and
clinical standards commensurate with the scope of care
of the air medical service in accordance with applicable
laws and regulations.

4, Participate in the determination of the qualifications,
hiring, training, continuing education and competency
evaluation of all air medical service medical personnel.

Copyright © Air Medical Physician Handbook, 2002; Alf Rights Reserved 1
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5. Have the authority to restrict the patient care activities
of any medical crew member who does not meet the
specified training program or whose performance is
inconsistent with established policies, procedures,
patient care protocols or clinical standards of care.

6. 7. Be involved in
any/all air medical service administrative decisions that
may affect patient care.

8. Be actively involved in the air medical service
continuous quality improvement (CQl) program.
9. Serve as a liaison to the medical community served by

the air medical service.

10. Coordinate the orientation and training of any
physicians providing on or off-line medical control for
the air medical service with regard to the program
policies, procedures, patient care protocols and clinical
standards.

11.  Helps resolve disputes regarding medical
direction/control and patient care issues.

Qualifications of the Medical Director

The Medical Director of an air medical service shall:

1. Be licensed and authorized to practice in the
jurisdiction(s) which serves as a base for the air
medical service.

2. Be actively involved in the care of critically ill and/or
injured patients.
3. Have the educational experience and exhibit expertise

in those areas of medicine commensurate with the
scope of care of the air medical service or utilize
consultant specialty physicians as indicated.

4, Be experienced and knowledgeable in aspects of air
and ground patient transport commensurate with the
scope of care of the air medical service. These areas
shall include, but are not limited to:

a. Program safety.

b. In-flight patient care capabilities and limitations.

C. Flight physiology and the clinical stresses of
flight.

d. Appropriate utilization of air medical services.

e. Biomedical equipment appropriate to the

transport environment.

Infection control.

Stress recognition and management.

Hazardous materials recognition and response.
Any applicable statutory laws, rules or
regulations that may impact patient care.

TQ ™o

Obligations of the Air Medical Service

2 Air Medical Physician Association, 2002
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The qualifications, responsibilities, and authority of the Medical
Director should be specified in a written agreement between the
physician and the air medical service. The air medical service must
empower their Medical Director with the authority and necessary
resources commensurate with the responsibilities identified, which
should include:

1. A job description detailing the Medical Director's
authority, responsibility and expectations.

2. Compensation for professional services.

3. Indemnification for actions and duties as Medical
Director of the air medical service.

4. Personnel support, equipment and supplies.

MEDICAL CONTROL

The Air Medical Physician Association believes that all air medical
transports require physician medical control and that the
responsibility for assuring appropriate medical control rests with the
Medical Director(s) of the air medical service.

The Medical Director has the final authority over all patient care
aspects of the air medical service, which includes medical control for
all transports. The Medical Director may however delegate the
responsibility and authority for medical control to other qualified
individuals.

The Medical Director is responsible for selecting, orienting, and
ensuring the competency of any medical control physician.
Orientation activities shall include review of the policies, procedures,
patient care protocols and in-flight patient care capabilities and
limitations of the air medical service.

Appropriate medical control must take into consideration the medical
care requirements of the individual patient and a thorough knowledge
of the scope of care that can be provided by the air medical transport
team. The scope of care for each air medical service is based upon
the patient care capabilities of the transport personnel, available
medical equipment, formulary, and the capabilities and limitations of
their transport vehicles.

Medical control physicians must have the experience and knowledge
to assure that appropriate medical control and medical care is
rendered and consistent with the scope of practice and the mission of
the air medical service. If the experience of the medical control
physician in a particular clinical area is insufficient to assure
appropriate care, the medical control physician should seek suitable
and timely consultation.

Air Medical Physician Handbook, 2002 3
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Method of Medical Control

Medical control may be accomplished in one of three ways: on-line,
off-line and visually. On-line medical control represents direct real-
time voice communication between the medical control physician and
the transport team. During off-line medical control there is no direct
contact between the transport team and the medical control
physician. Patient interventions follows written medical protocols or
standing orders provided by the Medical Director, medical control
physician, referring physician or receiving physician. Visual medical
control occurs when a medical control physician is physically present
during the transport.

Responsibility and Authority for Medical Control

Interhospital Patient Transfers

While medical control for interfacility transfers may be assumed by
the transferring physician, receiving physician, or the Medical Director
(or designee) of the air medical service, AMPA believes that medical
control should remain the responsibility of the Air Medical Director or
his/her designee. Any variation from this standard should be
specified in a patient transfer agreement or at the time of request for
air medical transport.

Pre-hospital Patient Transfers

While medical control for pre-hospital transfers may be assumed by
the receiving physician, EMS base station, or air medical service
Medical Director (or designee), AMPA believes that medical control
should remain the responsibility of the Air Medical Director or his/her
designee.

4 Air Medical Physician Association, 2002
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NATIONAL ASSOCIATION OF EMS PHYSICIANS

MEDICAL DIRECTOR FOR AIR MEDICAL TRANSPORT PROGRAMS™

Stephen H. Thomas, MD, MPH, Kenneth A. Williams, MD, David W. Claypool, MD,
for the 2002 Air Medical Services Task Force of the National Association of EMS Physicians

INTRODUCTION

The National Association of EMS
Physicians (NAEMSP) recognizes
that the position of medical director
of an air medical transport program
is an integral part of the program.
Therefore, guidelines for education,
experience, and performance of the
medical director are essential to
ensure quality patient care and pro-
vide a safe, proficient, and cost-
effective operation.

This document, initially pub-
lished in Prehospital and Disaster
Medicine in October-December
1995 as a contribution of the the
1995 Air Medical Services Task
Force, has been updated in 2002 by

Dr. Thomas is at Boston MedFlight and in
the Division of Emergency Medicine,
Harvard Medical School, Boston, Massa-
chusetts; Dr. Williams is in the Department
of Emergency Medicine, Brown University,
and the Air Medical Physician Association,
Providence, Rhode Island; and Dr. Claypool
is at Mayo Medical Transport and in the
Department of Emergency Medicine, Mayo
Clinic, Rochester, Minnesota.

Approved by the NAEMSP Board of
Directors May 28, 2002. Received June 8§,
2002; accepted for publication June 8, 2002.

Address correspondence and reprint
requests to: Stephen H. Thomas, MD, MPH,
Department of Emergency Services, MGH
Clinics Building, Room 115, 55 Fruit Street,
Boston, MA 02114-2696. e-mail: <thomas.
stephen@mgh.harvard.edu>.

*This document was initially published as:
Eljaiek LF Jr, Norton R, Carmona R. Medical
director for air medical transport programs.
Prehosp Disaster Med. 1995;10(4):283-5.

the NAEMSP Air Medical Services
Task Force. The current Task Force
members gratefully acknowledge
the work of the previous docu-
ment’s authors: Luis F. Eljaiek, Jr.,
MD, Robert Norton, MD, and
Richard Carmona, MD.

DiscussION

It has been decades since the initial
use of helicopters to evacuate
wounded soldiers directly from the
battlefield. During the Vietnam
conflict, a system was employed
that not only provided evacuation,
but also provided the initiation of
medical care to the wounded at the
front line. These helicopter pro-
grams were supervised by the mil-
itary medical corps with the assis-
tance of flight surgeons, many of
whom were members of the
Aerospace Medical Association.
Military models served as the basis
for development of civilian med-
ical evacuation programs.

Since the 1970s, air medical
transport programs, and national
organizations with interest in air
transport, have increased in num-
ber. These organizations share the
common goal of providing a safe,
efficient, and well-organized sys-
tem for delivering care to critically
ill and injured persons. Further-
more, these groups were instru-
mental in implementing policies
and procedures to attain these
goals.
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Air medical-related organiza-
tions include the Association of Air
Medical Services, the National
Flight Paramedics Association, the
National Flight Nurses Associa-
tion, the National Association of
Air Medical Communication Spec-
ialists, the National Emergency
Medical Services Pilots Associa-
tion, the National Association of
EMS Physicians, the Commission
on Accreditation of Medical Trans-
port Systems, and the Air Medical
Physician Association. The Aero-
space Medical Association remains
active in advancing air medical
issues, particularly for the military.

The roles, responsibilities, and
qualifications for the medical
director have been addressed par-
tially by some of the above-men-
tioned organizations. All groups
who have published on or dis-
cussed this issue have recognized
the diversity of physicians in this
position and have directed their
guidelines at general attributes
rather than at a specific specialty.
Most recently, the Commission on
Accreditation of Medical Transport
Systems has published standards
describing the qualifications and
role of the medical director.

The program’s mission state-
ment must be considered when
selecting criteria for a medical
director. Most programs deal with
a wide spectrum of patient care
settings, from out-of-hospital trau-
ma and medical emergencies to
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interfacility transport of critical
care patients. Furthermore, patient
characteristics encompass myriad
adult, pediatric, neonatal, and
obstetric diagnoses. Clearly, with
this diversity of disease process
and acuity, the position of medical
director must be filled by a physi-
cian with broad-based training and
expertise.

Air medical and out-of-hospital
care continues to evolve. There-
fore, recommendations must allow
for expected future growth and
transition. In fact, the multiple
pathways that have led to direction
of an air medical transport pro-
gram all have characteristic
strengths and weaknesses. Primary
care specialties such as medicine
and surgery can provide a broad
knowledge of acute illness and crit-
ical care, but these training pro-
grams tend to provide little or no
orientation to aviation and aero-
medical issues. Emergency medi-
cine training programs provide a
broad education with respect to
acute management issues and
often include exposure to air med-
ical transport, but this experience is
usually limited in duration (e.g.,
one-month rotation) and scope
(e.g., helicopter transport vehicle
only). As a subspecialty of preven-
tive medicine, board certification
in aerospace medicine provides
excellent grounding in issues such
as flight physiology but is not
indended to train physicians in
critical care issues. Until formal
training programs are defined and
available that provide all necessary
qualities, the goal should be to
ensure that medical directors pos-
sess the necessary information to
safely oversee the programs.
Prospective medical directors
should first meet the guidelines for
flight physicians (refer to the
NAEMSP  position statement
“Flight Physician Training Pro-
gram—Core Content,” which fol-
lows on page 458 in this issue),
with further guidelines for direc-
torship outlined below.

PREHOSPITAL EMERGENCY CARE

GUIDELINES FOR MEDICAL

DIRECTORS OF AIR MEDICAL

TRANSPORT PROGRAMS

Education, Experience,
and Licensure

1.

Licensed to practice in the state
where the program is based,
and board certification in an
area appropriate to the care as
defined by the program’s mis-
sion statement and mission
profile

. Familiarity with out-of-hospi-
tal and in-flight assessment
and care, monitoring capabili-
ties, and the limitations of the
flight environment

. Education, training, and/or
experience in the program’s
scope of care (and age range) as
defined by the mission state-
ment and mission profile

. Knowledge in both air and
ground emergency medical
services (EMS) services

. Knowledge and understanding
of local, state, and federal laws
and protocols affecting EMS
and interfacility patient trans-
port

. Current training or experience
in advanced resuscitation and
care for adult and neonatal/
pediatric patients with both
traumatic and nontraumatic
diagnoses

. Knowledge and understanding
of the effects and stresses of
altitude on the patient, crew,
and equipment

. Knowledge and understanding
of infection control and Occup-
ational Safety and Health Ad-
ministration regulations, Com-
mission on Accreditation of
Medical Transport Systems
standards, and (if hospital-
based) Joint Commission on
Accreditation of Healthcare
Organizations regulations

. Understanding of aircraft capa-
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bilities, safety issues, weather
minimums, and Federal Avia-
tion Administration rules and
regulations

10. Familiarity with communica-
tions and dispatch, including
direct (online) medical over-
sight

11. Familiarity with international
transport issues, including
transport brokering and med-
ical transport via the airlines

12. Understanding of relevant
national and state-specific leg-
islative issues

13. Familiarity with stress man-
agement

14. Knowledge of quality im-
provement theories and appli-
cations

15. Knowledge and understanding
of business issues such as per-
sonnel management, budget
planning, and financial man-
agement

16. Knowledge and understanding
of disaster and mass-casualty
planning

17. Knowledge of the impact of
ethical and legal issues on air
medical transport

18. Familiarity with the relevant
medical organizations

19. Knowledge of adult education
techniques

Administrative and
Operational Duties

1. Assures high overall quality of
patient care in conjunction
with other health care profes-
sionals in the program

2. Develops and/or approves
patient care guidelines

3. Develops and/or approves
operational and safety proto-
cols and procedures as well as
crew configuration, including
communications and dispatch

4. Participates in hiring of air
medical and communications
personnel
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5.

10.

11.

12.

13.

. Participates

Participates in financial and
reimbursement issues affecting
the program

. Responds to problems or issues

affecting the program

. Develops and/or adheres to a

reporting structure and meets
regularly with administration

. Participates in all administra-

tive decisions that
patient care

impact

in quality-im-
provement and risk-manage-
ment programs and in the Joint
Commission on Accreditation
of Healthcare Organizations
process

Participates in short- and long-
term planning

Participates in local and
regional EMS and disaster
planning, and is familiar with
the program’s post-incident
plan for responding to a trans-
port vehicular crash

Approves the selection of the
biomedical equipment and
medications that will be used
by air medical personnel

Establishes liaisons and work-

14.

15.

16.

17.

18.
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ing relationships with refer-
ring, accepting, and medical-
control physicians who will
participate in the care rendered
by the program, as well as fos-
ters good relations with hospi-
tal medical staff; has ultimate
responsibility for providing a
high level of direct and indirect
medical oversight for the trans-
port team

Participates in the initial train-
ing and continuing education
of all air medical personnel to
ensure that they are currently
certified and meet appropriate
training and certification spe-
cific to air medical transport

Works collaboratively with
chief flight nurse (or equiva-
lent) and program administra-
tor (or equivalent) on a proce-
dure for the management of
complaints

Participates in marketing, pub-
lic relations, and educational
activities for the program.

Establishes criteria for utiliza-
tion of air medical services and
review for appropriateness

Participates in aircraft selection

19.

20.

21.
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and the design of the medical
interior to ensure that the goals
of the mission statement are met

Participates in the selection of
the air operator and personnel
to the extent that the air trans-
port program can meet its mis-
sion statement

Considers participating in air
medical research and/or org-
anizations

Considers participating in the
local, state, and federal legisla-
tive processes that affect the air
medical care

SUMMARY

The NAEMSP recognizes the mul-
tifaceted and integral position of a
medical director for an air medical
transport program and the EMS
community at large.
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BACKGROUND

The determination of the closest appropriate destination for air or critical care medical transportation of
both scene (primary missions) and interfacility transport (secondary missions) is a complex process. This
life and death decision-making process is often done in adverse conditions, with limited information, and
limited time. On-scene and hospital providers must act in a manner that protects the patient from further
injury or medical deterioration and optimizes the patient’'s chances for survival. These providers are
dispatched to perform these life saving services, usually without regard to their ability to get paid, and the
patient’s insurance status is usually not known." Selection of the appropriate destination to meet the
patient’s acute needs is one of several critical decisions that must be made in this complex patient care
situation.

Emergency air or critical care medical transport are requested by trained, authorized, individuals including
physicians, EMS personnel, fire service personnel, law enforcement personnel, public service agencies,
other transport agencies, and disaster management officials.' These officials are trained to request
emergency medical transport according to federal, state, and local policies that are typically approved by
physician medical directors responsible for medical oversight of the emergency medical system. In most
cases, the requesting individuals determine medical necessity and destination facility at the time transport
is requested and then the aircraft or vehicle is dispatched. Their decision may be based on factors such
as a local destination policy (including considerations of availability of specific care capabilities, patient
stability and the patient’s destination request), regional referral networks, local or regional hospital divert
status, local knowledge, weather, and a potential destination’s ability to land an aircraft. In the event of
multiple injured patients, the on-scene commander may also decide to split patients between several
more distant facilities so as not to overload any one hospital. This decision may, in the long run, better
utilize the available community resources and improve overall patient care.

For interfacility transport, the sending physician is responsible for making the appropriate destination
decision. These decisions may or may not be made in consultation with the transport provider's medical
director (or his/her designee), the transport team, and/or the receiving physician. The Emergency
Medical Treatment and Active Labor Act (EMTALA) and professional liability principles make the sending
physician ultimately responsible for assuring that the receiving hospital is capable of caring for the actual
and potential needs of the patient, and that the type of vehicle (ground vs. air) as well as the level of care
provided during the transport is appropriate.

The determination of the closest capable facility by the transferring physician is often a complex process
that may include factors not obvious to the ambulance crew. These factors may include the real time
availability of critical care beds in regional hospitals, the ability to locate a receiving physician specialist
and, of course, the nature of the individual patient’s medical condition and predicted likelihood of needing
certain treatment modalities (e.g. if the sending physician determines that the patient requires a cardiac
workup and has a high probability of requiring surgical intervention, they may opt not to send the patient
to the closest hospital with a cardiologist and a catheterization lab, in favor of a full service cardiac center
capable of surgical intervention). Rarely is the consideration of all factors in each case documented by the
sending physician, much less discussed with the medical transport crew.

Patient requests occasionally do factor in and can usually be identified, but rarely do sending physicians
inform transferred patients that they may be responsible for additional transport expenses." CMS (The
Center for Medicare and Medicaid Services) recognizes that an advanced beneficiary notification (ABN)
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in emergency situations is neither appropriate nor necessary in order to bill for non-covered loaded miles
for transport beyond the closer destination, because emergency patients are by definition under duress.
In non-emergency situations, however, the ABN is needed when the transporting entity has a reason to
believe that Medicare is likely to deny payment on the basis that the transport could be done safely and
effectively by ground ambulance transportation.” Emergency situations are where managing patient
requests for transport to a further facility is problematic.

For scene transports, once air medical transport has been requested, local EMS protocols and the
standard of care generally require transport to a pre-designated destination (e.g. a trauma center) that
may or may not necessarily be the closest facility with capability to care for the patient. It is also important
to understand that these decisions are made prospectively by policy, and a retrospective judgment that a
patient could have been cared for at a lesser capable facility is not relevant to the decision-making
required at the time of the transport. In many areas of the country however, prehospital medical oversight
is lacking and destination policies have not been created. In these and even in some better developed
areas air medical crews are put in the position of having to select the closest appropriate facility based on
their knowledge and experience of the health care system.

Given that physicians, transport providers, and prehospital EMS personnel use their best medical
judgment in selecting the appropriate destination facility, and given that patients are usually not in a
position to evaluate or second guess that decision, it is unfair and inappropriate to deny reimbursement
based on a retrospective determination on what was the closest appropriate facility in these
circumstances. Transport providers provide their services in good faith reliance on the assumption that
the requester’s destination choice is appropriate. Transport service utilization and appropriate destination
selection can and should be retrospectively evaluated as part of a continuous quality improvement
process. The process can identify patterns of inappropriate utilization and/or destination selection so that
authorized requesters can be appropriately educated and thus improve prospective decision making.
Transport providers do have an obligation to identify non-emergency transports done for the convenience
of the patient, physician, or hospital. Standardized procedures for addressing these patients’ obligation to
pay for the non-covered benefit portion of the transport should be in place.

The all too common practice of Medicare Contractors reliance on references such as “The Hospital Blue
Book” to retrospectively determine the capability of a specific hospital is not appropriate. This practice has
lead to a significant number of denials that are subsequently allowed only after great expense and
significant delays in payment to the provider. The Hospital Blue Book lists contact information on all
hospitals in the United States and includes a list of abbreviated hospital capabilities that is not specific
enough to determine the capability within a given service. Critical information is often missing or
inaccurate. For example, a rural hospital may claim that they have a cardiac service, when in actuality it is
a sole cardiologist who runs an office out of the hospital 1 day every 2 weeks." Additionally, the national
epidemic of bed delays and lack of specialist coverage makes “hospital capability” a moving target that
changes from moment to moment rather than from year to year. Local authorities are in the best position
to track these fluctuations and make decisions based on the needs and resource availabilities of the
moment. Resources such as the Hospital Blue Book do not include information such as distance to the
closest appropriate helipad or airport (possibly necessitating another prolonged ground transport leg). In
the fixed wing transport arena, where closer facility denials are common, it is often the availability of
airports, ground transport availability to the hospital, and complications of local weather that dictate when
a patient may not be taken to the closest facility. CMS inappropriately levies the entire burden of closer
facility determination on the medical transport provider. The burden of documentation of justification for
transport to a further facility is onerous in the circumstances surrounding an emergency medical transport,
especially considering that the medical transport provider is not usually the destination selection decision
maker.

POSITION STATEMENT

For emergency interfacility medical transport, the closest appropriate destination facility
capable of caring for the potential needs of a given patient is determined by the sending
physician, based on his or her best medical judgment as well as the condition of the
patient and a myriad of other factors operative at the time of the request for transport.

2 CMS FAQ #1828
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Although useful for the medical transport team to understand, these contributing factors
may not be evident to the team. Even if they are known, the team can seldom
significantly impact the destination selection once it has been made by the legally
responsible transferring physician.

Determination of closest appropriate destination for emergency scene medical transport
is made by the requesting authorized prehospital provider based on applicable policy,
the best medical judgment of the requester at the time of the request for transport (often
early in the patient encounter), the condition of the patient, and other information
available at, and particular to, the time of the request for emergency transport.

AMPA and AAMS believe that encouraging a medical transport provider to attempt to
influence transport destination at the time of either emergency scene or interfacility
transport is burdensome, at times inappropriate, but may be required in time-critical
situations when they are the highest level of expertise available. The position of AMPA
and AAMS is that the ultimate determination of the closest appropriate facility is derived
from well thought out destination policies or by an experienced sending physician and
only when necessary by the air medical crew.

AMPA and AAMS oppose the use of these reference books, and encourage the
development and use of references that are specifically designed to capture hospital
capability as it applies to medical transportation for the purpose of generating denials for
closer appropriate facility.

AMPA and AAMS support educating and encouraging referring physicians to document
the reasons behind their decisions regarding the destination facility on a Certification of
Medical Necessity (CMN) form.

AMPA and AAMS support the use of retrospective reviews of medical transports as a
method for identifying patterns of inappropriate selection of more distant facilities. AMPA
and AAMS support that the information obtained in these reviews must be appropriately
transmitted to the authorized requesting entities with the goal of improving selection of
more appropriate closer facilities.
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		State		License Period (Years)		CAMTS/Other Accreditation Required for License?		CAMTS/Other Accreditation Substitutes for License?		License Required for Service Based Out of State		Certificate of Need or Similar Process Required for License		Plan for EMS System Integration Required for License		Launch Criteria/Protocols Required		Service Required to Train Ground Personnel for Flight Interface		Service Required to Train Hospital Personnel for Flight Interface		Continuous QI/QA Plan Required for License		Public Notice of Application Required for License		Scene Response Area Required to be Defined?		Interfacility Response Area Required to be Defined?		Interval Between State Inspection (Years)		Is license required if advertising in state?		Are there special provisions for rule-making for AMS? (e.g. AMS involvement in review)		Do all services have to meet the same standard?		Required destination protocol defining where scene trauma patients must be taken?		Protocols enforced (specific for air medical care? specific to service or statewide?)

		AK		2		No		No		Yes - 2		No		No		No		No		No		Yes		No		No		No		O		Yes		No		Yes		No		Yes

		AL		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

		American Samoa

		AR		1		No		No		Yes		No		No		No		No		No		Yes		No		No		No		?		Yes		No		Yes		No		Yes (Service)

		AZ		3								Yes						No												1

		CA		?		No		No		?		No		Yes		No		No		No		Yes		No		Yes		?		?		?		No		Yes - multiple standards		No		Yes (authorizing EMS agency)

		CO		1		Yes		No		Yes														No		No		No		?		Yes		No		Yes		No		No

		CT		1		No		No		No		Yes		Yes		Yes		Yes		yes		Yes		Yes (per policy, not rule)		No		No		2 years		n/a		n/a		n/a		yes		no

		DC

		DE		3- certification, not license		No		No		Yes		No		Must comply w/ relevant DE regs		Criteria per Trauma System regs; protocols requested for scene cert.		Yes, for scene cert.		Yes		Yes		No		Yes. Requires separate cert. from IF		Yes		3, scene cert only		Yes		Yes, not formalized		Yes		Yes per Trauma System regs		IF specific to service, scene per state standing orders

		FL		2		No		No		Yes - 2		Yes		Yes		No		No		No		Yes		No		Yes		No		2		Yes		All proposed rule changes pass through association		Yes		No		Yes (Service)

		GA				No		No		Yes - 2		Yes		No		No		No		No		No		No		No		No				Yes		No		Yes				Yes (Service)

		Guam

		HI		2																		Yes														Yes

		IA		3		No		No		Yes - if Routine		No		No		No		No		No		Yes		No		Yes		Yes		3		No		No		Yes		Yes		No?

		ID		1		No (but part 135/part 91 compliance certificate required)		No		Yes (based on policy, not rule)		No		No		No		No		No		No		Yes (per policy, not rule)		Yes		Yes		1		Yes (per policy, not rule)		No		Yes		No		No

		IL		1		No		No		Yes		No		Yes		No		No		No		Yes		No		Yes		No		1		Yes		No		Yes		No		Yes (Service)

		IN		2		No		No		Yes		No		No		No		No		No		Yes		No		Yes		No		?		Yes		No		Yes		No		Yes (Service)

		KS		1		No		No		No		No		No		No		No		No		Yes		No		No		No		?		?		No		Yes		No		Yes (Service)

		KY		?		No		No						No		Yes						Yes				Yes		No		?		?		No		?		No		Yes

		LA		1		No		No		Yes		No		No		No		No		No		No		No		Yes		Yes		3		Yes		No		No		Yes		Yes

		Marianas Islands		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

		MD		1		yes		no		y		No		Yes		Per CAAMTS		Per CAAMTS		Per CAAMTS		Yes		No		N/a		no		1		1		n		y		No		Follow state EMS protocols

		ME		1		No		No		Yes		No		Yes		No		No		No		Yes		No		Yes		No		1		Yes		No		Yes		No		Yes

		MI		1		No		No		Yes-if routinely respond into MI		No		No		No		No		No		Yes		No		No		No		1		Yes		No		Yes		No		Yes (Service)

		MN		2		No		No		Yes-if routinely respond into MN		No		No		No		No		No		Yes		No		No		No		As often as Neccesary		Yes		No		Yes		No		Yes (Service)

		MO		5		No		Yes		Yes		No		No		No		No		No		Yes														No

		MS		1		No		No		Yes-reciprocity		No		No		No		No		No		Yes		No		No		No		2x/year		Yes-reciprocity		No		Yes		No

		MT		2		No (but part 135 required)		No		Yes		No		No		No		No		No		No		No		No		No		2		Yes		No		Yes		No		No

		NC		Ongoing												No						Yes				Yes										Yes		No

		ND		1						Yes						No						Yes										Yes				Yes

		NE																				Yes

		NH		2		Yes		No		No		No		No		No		No		No		No		No		No		No		2		Yes		No		Yes		No		No

		NJ		2		No		No		Yes		No		No		No		No		No		Yes		No		No		No		2		Yes		No		Yes		Yes-up to each individual service.		Yes (specific to service)

		NM		3		No		Yes		Yes												Yes				No		No		3		Yes				Yes

		NV		1		No		No		Yes-if routinely respond into NV		Yes		No		No		No		No		Yes		No		Yes		No		1		Yes		No		Yes		Yes		Yes (Service)

		NY		2		No		No		Yes-if routine		No		No		No		No		No		Yes		No		Yes		Yes		?		Yes		No		Yes		No		No

		OH

		OK		2		No		No		Y		No		Yes		Yes		No		No		Yes		No		No		No		2		No		No		Yes		Yes		Each service must have protocols approved by state: state model is offerred.

		OR		1		No		No		Yes		No		No		No		No		No		Yes		No		No		No		5		Yes		Yes, by policy		Yes		Yes		Yes-statewide

		PA		3		No		No		Yes (if respond to area routinely for scene coverage)		No		No		No		No		No		Yes		No		No		No		3		No (but required to provide EMS care)		No		Yes		Yes, statewide protocol		Yes

		Puerto Rico

		RI				Yes		No														Yes										Yes

		SC		2		No		No		No		No		No		No		No		No		Yes		No		No		No		?		No		No		No		No		?

		SD		2		No		No		Yes		No		No		No		No		No		No		No		No		No		2		Yes		No		Yes		No		?

		TN		?		No		No		No		No		No		Yes		No		No		Yes		No		No		No		?		Yes		No		Yes		Yes		No

		TX		?						No								No				Yes										Yes

		UT		4		Yes		No														Yes				Yes

		VA		2																No		Yes		No		Yes (Primary Service Area)		No		?		?		No		?		No		No

		Virgin Islands

		VT

		WA		3		Yes		0		Yes		No		Yes		No		No		No		Yes		Yes (per policy, not rule)		Yes		No		?		Yes		Yes		Yes		Yes		Yes

		WI		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

		WV

		WY		1		Wyoming rules reference air ambulance shall comply with current FAA Regulations and 14 CFR 135.





Aircraft

		Aircraft:

		State Regulations (Including Statutory Provisions) On Air Medical Services

				Note: "0" = No Provision for This in This State's Regulations

				Note: License = State License or Certification

		State		License Period (Years)		License Specific to Scene/Interfacility		Minimum Equipment List for Scene Missions		Minimum Equipment List for Interfacility Missions		Minimum Number Engines (Helicopter)		Minimum Number Engines (Fixed Wing)		Interval Between State Inspection (Years)

				0,1,2,3…		Yes/No/Other/NA		Yes/No/Other/NA		Yes/No/Other/NA

		AK		2		No		Yes		Yes		No		No		O

		AL		0		0		0		0		0		0		0

		American Samoa		No Information

		AR		1		No		Yes		Yes		No		No		?

		AZ

		CA		?		Yes		Yes		Yes		No		No		?

		CO		1		No		No		No		No		No		?

		CT		2		No		Yes		Yes		2		n/a		2

		DC

		DE		3-certification, not license		Yes		Yes		Yes		No		No		3, scene cert. only

		FL		2		Yes		Yes		Yes		No		No		2

		GA				No		No		No		No		No		2

		Guam

		HI		2

		IA		3		No		No		No		No		No		3

		ID		1		Yes (for ALS only)		Yes (but list not specific to scene vs interfacility)		Yes (but list not specific to scene vs interfacility)		No		No		1

		IL		1		No		Yes		Yes		Yes (1)		Yes (2)		1

		IN		2		No		Yes		Yes		No		No		?

		KS		1		No		Yes		Yes		No		No		?

		KY		?		No		Yes		Same as Scene		No		No		?

		LA		1		No		No		No		No		No		3

		Marianas Islands		0		0		0		0		0		0		0

		MD		1		Yes		N/A		Yes		No		No		1

		ME		1		No		Yes		Yes		Yes (Multi)		No		1

		MI		1		No		Yes		Yes		No		No		1

		MN				No		Yes		Yes		No		No		As often as necessary

		MO				No										Periodic

		MS		1		No		Yes		Yes (same list)		No		Yes (2)		2x/year

		MT		2		No		Yes		Yes		No		No		2

		NC		Ongoing		No		Yes		Yes		No		No		None

		ND		1

		NE				No		Yes		Yes

		NH		2		No		Yes		Yes		No		No		2

		NJ		2		No		Yes		Yes

		NM		3												3

		NV		1		No		Yes		Yes		No		Yes (2)		1

		NY		2		No		Yes		Yes (same list)		No		No		?

		OH

		OK		2		no		Yes		Yes		1		1		1

		OR		1		No		Yes		Yes		1		1		5

		PA		3		No		Yes		Yes (same list)		No		N/A		3

		Puerto Rico

		RI

		SC		2		No		Yes		Yes		No		No		?

		SD		2		No		Yes		Yes		No		No		?

		TN						Yes		Yes (same list)		No		No

		TX						Yes		Yes (same list)

		UT		4		No		No		No		No		No		?

		VA		2		No		Yes		Yes (same list)		No		No		?

		Virgin Islands

		VT

		WA		3		Yes-Scene Only		Yes		No		No		No		NA

		WI		0		0		0		0		0		0		0

		WV

		WY		Does not license individual aircraft.





Personnel

		Personnel:

		State Regulations (Including Statutory Provisions) On Air Medical Aircraft

				Note: "0" = No Provision for This in This State's Regulations

				Note: License = State License or Certification

										Scene Flight Staff Qualifications:				Scene Flight Staff Qualifications:						Additional Training/Licensure Is Required for:								Interfacility Staff Qualifications										Additional Training/Licensure Is Required for:

		State		Number of Licensing Agencies for AMS Personnel		Medical Director Required		Qualifications for Medical Director Specified		<EMT-P Required		EMT-P Required		RN Required		PA Required		MD Required		<EMT-P/EMT-P/<RN/RN/PA/MD/Nobody/All								<EMT-P Required		EMT-P Required		RN Required		PA Required		MD Required		<EMT-P/EMT-P/<RN/RN/PA/MD/Nobody/All								Personnel License Levels Exist Specific to AMS		Personnel Based Outside of State Must License In-State

				0,1,2,3…		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		<EMT-P/EMT-P/<RN/RN/PA/MD/Nobody/All								Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		Yes/No/Other/0		<EMT-P/EMT-P/<RN/RN/PA/MD/Nobody/All								Yes/No/Other/0		Yes/No/Y2=Yes, With Mutual Aid or MCI Exception/Y3=Yes, With Minimum Number of Flights Exception/Y4=Y3+Y4

		AK		3		Yes		Yes		No		Yes		No		No		No		YES (Approved Aeromedical training)								No		same as scene		No		No		No		Yes (Approved Aeromedical training)								No		Yes - 2

		AL		0		0		0		0		0		0						0								0										0								0		0

		American Samoa

		AR		1		Yes		No		Yes		No		1 crew member must be a flight nurse or flight physician						YES (All)								Same as Scene										Yes (All)								No		Yes

		AZ				Yes

		CA		Many		?		?		Other (depneding on level of licesure)										No								?										?								Yes		?

		CO		1		?		?		>EMT-P, depending on Level of Licensure

		CT		1		1		no		EMT-P required/RN		EMT-I /RRT								RN/EMTP		RRT/EMT-I						Same as Scene										RN are CCRN or CENor CFRN

		DC

		DE		1 per specialty license type		Yes		Yes		No		Yes		No		No		No		YES (All)								No		No		RN or MD		No		RN or MD		Yes (All)								No		Yes for instate IF and scene cert.

		FL		4		Yes		Yes		Yes		Yes		No		No		No		All								No		No		No		No		No		All								No		Yes

		GA				Yes		No		No		No		No		No		No		All								No		No		No		No		No		All								No		Yes

		Guam		No information

		HI		1						For BLS		For ALS

		IA		1		Yes		Yes		No		No		No		No		No		No								No		No		No		No		No		No								No		Yes - if Routine

		ID		1		Yes		Yes (licensed in Idaho only)		Yes		(for ALS licensure)		No		No		No		Yes (EMT cert for RNs)								No		No		No		No		No		EMT-P if critical care; RN/PA/MD (out-of-hospital curriculum)								No		Yes

		IL		1		Yes		Yes		Other (depends on level of licensure)		Yes (depneds on level of Licensure)		1 crew member must be a flight nurse or flight physician for ALS or Critical care						EMS System requirements								Same as Scene																		No		Yes

		IN		1		Yes		No		Other		1 crew member at least EMT-P, the other member at the discretion of the Medical Director								No								Same as Scene										No								No		Yes

		KS		1		Yes		No		Other		1 crew member at least EMT-P, the other member at the discretion of the Medical Director								?								Same as Scene										?								No		No

		KY		?		Yes		No		> EMT-P and one must be at least a RN										Flight related training								Same as Scene										Same as Scene								No		?

		LA		1		Yes		No		No		No		No		No		No		No		No		No		No		No		No		No		No		No		No		No		No		No		Yes		Yes

		Marianas Island		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

		MD		2		1		1		0		0		0		0		0		0								0		y		y		No		No		RN								No		3

		ME		1		Yes		Yes		Other (RRAAS)		Yes - other crew member qualification dependant on Patient needs								No								Same as Scene										No								No		No (if in Emergency situation)

		MI		1		Yes		No		Depends on level of licensure										Yes (Air Medical Training)								Same as Scene										Yes								No		Yes - if Routine

		MN		1		Yes		Yes		1 must be a RN										Yes (Air Medical Training)								Same as Scene										Yes (same as scene)								No		Yes - if Routine

		MO		1		Yes		Yes		No		1 must be EMT-P and 1 must be > than EMT-P								Yes (Air Medical Training)																										No		NO

		MS		1		Yes				Depends on Level of Licensure										Yes (Air Medical Training)								Same as scene										Same as scene								No		No - Reciprocity

		MT		1		Yes		No		Other (depends on level of licensure)		Other (depends on level of licensure)		Other (depends on level of licensure)		No		No		All (but training not specific to scene vs. interfacility)								No		No		No		No		No		All (but training not specific to scene vs. interfacility)								No		Yes

		NC				Yes														Yes (Aeromedical Training)

		ND				Yes		No		Depends on level of licensure

		NE				Yes		Yes

		NH		2		Yes		No		Shall have at a minimum one nationally registered EMT-B, EMT-I or EMT-P on board										No								Same as Scene										No								No		Yes (2)

		NJ		1		Yes		Yes		No		EMT-P or higher								Yes (MICP or MICN)

		NM		1		Yes		No		Depends on level of licensure										Flight related training								Same as Scene										Same as Scene								No		Yes

		NV		1 - Unless Pop > 400K		Yes		Yes		No		No		Yes		No		No		YES (Approved Aeromedical training)								No		No		Yes		No		No		Yes (Same as Scene)								Yes		Yes - if Routine

		NY		1		Yes		No																																						No		Yes - if Routine

		OH

		OK		1		Yes		Yes		No		Yes		No		No		No		No		No		No				No		Yes		No		No		No		Yes								No		No, if licensed in home state

		OR		1		Yes		Yes		At least EMT-P depending on Level of Licensure										YES (Approved Aeromedical training)								At least EMT-P depending on Level of Licensure										Yes (Approved Aeromedical training)								No		Yes if service is licensed in the state

		PA		1		Yes		Yes		Other		1 member of flight crew must be EMT-P or higher		No		No		No		No		No		No		No		other		same as scene		No		No		No		No		No		No		No		No		Yes if air ambulance service is licensed in the state

		Puerto Rico

		RI

		SC		1		Yes		Yes		Depends on level of licensure										Approved Flight Orientation Program								Same as Scene										Same as Scene								No		No

		SD		1		Yes				Depends on level of licensure										None								Same as Scene										None								No		Yes

		TN		1		Yes		Yes		At least 1 must be a RN, the other must be at least an EMT-P (ea. w/ 3 yrs Exp.)										Yes								Same as Scene, Medical Director may substitute personnel for specialized flights										Yes								No		Y-2, Y-3, or if advertised

		TX				Yes		Yes		At least an EMT-P

		UT		1						For BLS - EMT-I or >		For ALS - EMT-P or >								Yes								Same as Scene										Yes

		VA		1		Yes		No		At least EMT-P or > as "attendant-in-charge"										EMT-P must have 2yrs Experience				RN must be EMT-P and 2 yrs Experience as RN				Same as Scene										Same as Scene

		Virgin Islands

		VT

		WA		1		Yes		Yes		Yes		No		Yes		No		No		Yes		Yes		No		No		No		No		No		No		No		No		No		No		No		No		Yes

		WI		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0		0

		WV

		WY		Must have a minimum of one certified EMT as attendant.  Flight crew in conformity with current FAA Regulations and 14 CFR 135.






