INITIAL STATEMENT OF REASONS

PUBLIC ACCESS AUTOMATED EXTERNAL DEFIBRIALLATION REGULATIONS
Sections 100031 through 100042
SPECIFIC PURPOSE OF THE REGULATION

The proposed revision to these Sections is to add Section 104113 of the Health and Safety Code to the Reference Sections of these regulations.  AB 1507 (Pavley), Chapter 431, Statutes of 2005 added Section 104113 to the Health and Safety Code.  The purpose of AB 1507 was to mandate Automated External Defibrillation (AED) devices in and to provide immunity, to health clubs and health studios, from civil liability to trained AED users.  The Layperson AED Regulations have not been amended since 2001.

NECESSITY

These changes are also necessary to be consistent with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190, 1797.196, and 104113.

Section 100032.  Lay Rescuer.
SPECIFIC PURPOSE OF THE REGULATION

The title of this section was Authorized Individual, but is amended to be consistent with national definitions that call this type of provider a lay rescuer.  The original language contained in this section is amended because it is inconsistent with the statutory authorities and references cited.  AB 2041 (Vargas), amended the language in Civil Code section 1714.21 and Health and Safety Code sections 1797.190 and 1797.196 to no longer require an individual to obtain a prescription to use an automated external defibrillator.  In its place is a definition of who is considered a lay rescuer.
NECESSITY
This section is amended to comply with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190, and 1797.196.
Section 100035.  Internal Emergency Response Plan.
SPECIFIC PURPOSE OF THE REGULATION
The title of this section was originally Internal Emergency Response System, but this amendment has been made to remove the word “system” and replace it with “plan” to give a better description of this internal document.  Lastly, the word “written” is added to specify that the plan needs to be in a written form.  
NECESSITY
These changes are necessary for consistencies with the Health and Safety Code, Section 1797.196(b)(2)(E) and they further specify the type of format the internal emergency response plans must be placed in.
Section 100036.  Medical Director.
SPECIFIC PURPOSE OF THE REGULATION
The title of this section was originally “Prescribing Physician”, but the title is amended to read “Medical Director” based on Health and Safety Code Section 1797.196, which no longer requires a physician to write a prescription for each individual to use an AED.  To further specify the type of training a medical director must have, the word “currently” has been placed in front of “licensed in California”.  To further clarify their role as the Medical Director the statement “provides oversight to the AED service provider” is added.  Lastly, all information regarding issuing “a written order” to use the AED has been removed based on Health and Safety Code Section 1797.196, which no longer requires a physician to write a prescription for each individual user.
NECESSITY

These changes are necessary because there is a need to further specify the role of the medical director overseeing the AED program and to remove all prescription references that are inconsistent with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190 and 1797.196.
Section 100037.  Application and Scope.
SPECIFIC PURPOSE OF THE REGULATION
Subsection (a) was updated to remove the reference of a physician surgeon authorizing AED users and to make the training program, AED service provider, and vendor the ones with the ability to authorize individuals to use the AED.
Subsection (b) was amended to show to who the layperson AED training standards apply.
NECESSITY
These changes are necessary because they are inconsistent with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190 and 1797.196.
Section 100038.  Required Hours and Topics.
SPECIFIC PURPOSE OF THE REGULATION
Subsection (a) was updated to include “CPR” with AED training along with adding “or equivalent training that utilizes these standards” after the training programs American Heart Association (AHA) and American Red Cross (ARC) in order to accept non-AHA or ARC courses.  The number of hours of training was removed because the national CPR programs do not require a particular time limit for this type of training.  In its place was added “The training”.  The sentence should now read “The training shall include the following topics and skills:”
Subsection (3)(A): CPR is removed and placed in (3)(B).  “Early activation of Emergency Response Plan” is added to (3)(A) because it is one of the most important steps on the training list and is consistent with the AHA’s “chain of survival”.

Subsection (3)(B): “Defibrillation” is removed and placed in (3)(C).  The word “early” is added to “CPR” to clarify the need to start CPR immediately and is consistent with the AHA’s “chain of survival”.

Subsection (3)(C): “Advanced life support” is removed and placed in (3)(D).  “Early” is added to “defibrillation” to clarify the need to start this action immediately and is consistent with the AHA’s “chain of survival”.

Subsection (3)(D): “Adequate airway care” is removed because it is not clear what is involved in airway care and is consistent with the AHA’s “chain of survival”.
Subsection (3)(E): “System” is replaced by “plan” to be consistent with changes made in Section 100035 above.
Subsection (9): The word “the” is added at the beginning of the sentence and the words “authorized individuals” has been removed since each individual no longer has to be authorized to use an AED.  Regarding continuation of care, the references to an individual accompanying someone to the hospital was removed because it is not necessary and falls outside the scope of what a lay rescuer is required to do.  In its place, “continued CPR” is added.  That sentence should now read “The responsibility for continuation of care, such as continued CPR and repeated shocks shall continue until the arrival of more medically qualified personnel” to emphasize the importance of continued CPR and defibrillation.
Subsection (9)(b): The subsection is amended to remove the references to shortened hours for students that can show competency in CPR and AED skills.  This subsection is inconsistent with the current CPR courses because all CPR courses include AED topics.  Information regarding current CPR and AED training for the lay rescuer was added to this subsection.
NECESSITY
These changes are necessary because they further specify the idea that the sooner an individual, in need of CPR or use of an AED, receives assistance the greater the chance of survival.  As well as, the importance of maintaining certification in CPR and AED skills.  These changes are also necessary to be consistent with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190 and 1797.196.

Section 100039.  Testing.
SPECIFIC PURPOSE OF THE REGULATION
The Medical Director Requirements are removed from this section and placed in Section 100040.

In its place, is the information on “Testing”.  Testing authorized individuals in CPR and AED skills via written and skills exams are no longer a part of national CPR and AED training programs, so it is removed.  The sentence that replaces it states that the training shall include a competency demonstration of CPR skills on a manikin.  This testing is to be directly observed by the instructor.  

NECESSITY
These changes are necessary because they further specify the type of testing needed to ensure that students are competent in skills that they have been taught and can perform them accurately.  It also ensures consistency in CPR/AED skills testing.

Section 100040.  Medical Director Requirements.

SPECIFIC PURPOSE OF THE REGULATION
Testing information that was previously in this section is moved up to Section 100039 and in its place are the Medical Director Requirements.  This information defines the role of the medical director when working with an AED service provider.
NECESSITY
These changes are necessary because they further specify the role of the medical director when it comes to overseeing AED use.  These changes are also necessary to be consistent with Civil Code Section 1714.21 and Health and Safety Code Section 1797.196.

Section 100041.  Written Validation

SPECIFIC PURPOSE OF THE REGULATION
The original language contained in this section is removed because it is no longer required in statute.  AB 2041 (Vargas), amended the language in Civil Code section 1714.21 and Health and Safety Code sections 1797.190 and 1797.196 to no longer require an individual to obtain a prescription to use an AED.

NECESSITY
This section is removed to comply with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190 and 1797.196.

Section 100042.  Operational Requirements.
SPECIFIC PURPOSE OF THE REGULATION
This Section is renumbered and is now Section 100041.  The title has also been changed to read “AED Service Provider Operational Requirements” to clarify the contents of this section.

Subsection (a)(1): To make the sentence consistent with Section 100035 above, the word “written” and the word “plan” was added, while the word “system” was removed for clarification.  The sentence should now read “Development of a written Internal Emergency Response Plan which complies with the regulations contain in this Chapter.”
Subsection (a)(2): This information is removed and placed in Section 100043, below because the Health and Safety Code states that this is a vendor responsibility.  In its place is added that the provider needs to maintain the AEDs and protocols on the AEDs.
Subsection (a)(3): No change.

Subsection (a)(4): “Expected AED users” is replaced with “lay rescuers” and that they need to maintain current certification in CPR and AED skills in order to ensure AED users are current in their training.  Reference to the American Heart Association and American Red Cross standards are removed.
Subsection (a)(5): The new language sets out how many lay rescuers need to be trained in CPR/AED per AED unit purchased by the employer.  It also states the standards of training that must be complied with, along with the fact that there are to be lay rescuers onsite during normal operating hours.  This is consistent with the Health and Safety Code.
Subsection (a)(6): Renumbered.

Subsection (a)(7): Renumbered.  The word “employee” has been replaced with “lay rescuer” for clarification because they lay rescuer may not be an employee of the AED Service Provider and the phrase “or agent” is removed.  “Medical director” is added to the list of people or agencies to report AED use too.
Subsection (a)(8): Renumbered.  To ensure the “medical director” is part of the AED program.  The original language is amended to now read “That there is involvement of a California licensed physician and surgeon” added to the end of that sentence was “that meets the requirements of Section 100039.”  
Subsection (a)(9):  Is amended to strike authorized individuals and replace with CPR and AED trained individuals because being authorized is no longer required in the Health and Safety Code.  
NECESSITY

These changes are necessary because they further specify who needs to be trained in the use of AED, in relation to the numbers of AEDs purchased, and who to notify after each use of the device.  The changes also give specific information on must be included in an Internal Emergency Operational Plan once an AED device is acquired.  These changes are also necessary to be consistent with Civil Code Section 1714.21 and Health and Safety Code Section 1797.196.

Section 100043.  Vendor Requirements.
SPECIFIC PURPOSE OF THE REGULATION
This Section is renumbered and is now Section 100042.

Subsection (a):  This is a new Subsection that states that an AED Vendor has to notify the local EMS agency of the existence, the type, and location of the device at the time it is acquired, because it is required in the Health and Safety Code.

Subsection (b):  This is a new subsection that states that the AED Vendor must provide the purchaser with information about the use, installation, operation, training, and maintenance of the AED device because it is required in the Health and Safety Code.

NECESSITY
These changes are necessary because they state what responsibilities the AED Vendor must be aware of and follow if they are selling to Californians.  These changes are also necessary to be consistent with Civil Code Section 1714.21 and Health and Safety Code Sections 1797.190 and 1797.196.

TECHNICAL, THEORETICAL, AND/OR EMPIRICAL STUDY, REPORTS, OR DOCUMENTS 
The EMS Authority relied on the American Heart Association 2005 Guidelines for CPR and Emergency Cardiovascular Care (ECC) and the evidence evaluation from the 2005 International Consensus Conference on Cardiopulmonary Resuscitation and Emergency Cardiovascular Care.  
REASONABLE ALTERNATIVES TO THE PROPOSED REGULATORY ACTION THAT WOULD LESSEN ANY ADVERSE IMPACT ON SMALL BUSINESS.
None. 
EVIDENCE SUPPORTING FINDING OF ADVERSE ECONOMIC IMPACT ON ANY BUSINESS 
The EMS Authority has determined that the Public Access AED changes being proposed in these regulations, with the exception of health clubs and health studios which are mandated to have AED programs, will have an economic impact on small businesses that choose to have an AED program. The costs include the price of the AED unit, the accessories, patches, software updates with data recovery ability, and batteries and will vary depending on manufacturers.  
FOR FURTHER INFORMATION

Contact Laura Little, BLS Coordinator, Emergency Medical Services Authority, 1930 – 9th Street, Sacramento, California 95811, (916) 322-4336, extension 461, e-mail laura.little@emsa.ca.gov.
PAGE  
1

