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	SECTION #

PAGE #
Line #
	AGENCY
	COMMENT
	RESPONSE

	General Comment
	Harvey D. Porter

Continental Maritime


	Continental Maritime would like EMSA to further define the meaning of “Public Access” in the title of the regulation.  Currently it could appear EMSA suggests all AEDs, including those on private property, be required to be accessed by the public.


	Comment acknowledged, no change to the proposed regulations. The term Public Access is only in the title, not in the body of the regulation.  Therefore, a definition of Public Access is not necessary.  The AED will be available to the public when a decision is made by the AED provider, given constraints made by the location, the building, etc.
 

	General Comment
	EMS Safety Services, Inc.

Rob Pryce
	I wanted to take a moment to let you know that we don’t have any comments on the revised external defibrillator by non-licensed or non-certified personnel regulations other than we think they are fine.


	Comment acknowledged.

	§ 100032

Page 1

Line 33


	Health Education Services

Julianne Brawner
	The word “affected” needs to be clarified.  Does this mean “untrained” employees as well? The word ANY is used in the first part of the sentence.  Does this imply ALL personnel of the AED Service Provider.  This is a very key point of Good Samaritan protection.


	Comment acknowledged, no change to the proposed regulations.  The untrained employees fall under the “affected” personnel.  All personnel of the AED service, even the untrained ones who may use the AED, are covered by the Good Samaritan law.


	§100036

Page 2

Lines 20-23


	Harvey D. Porter

Continental Maritime
	Describes a Medical Director as “…currently licensed in California…” Many larger companies, such as Continental Maritime, have access to sector or division physicians that may be out of state.  Continental Maritime suggests the requirement that a medical director be licensed in California be changed to “…licensed in the United States…” or other similar wording.  Also, the definition says “…physician and surgeon…” Does the medical director need to be both, and, if so, why?  Continental Maritime recommends the requirement that the medical director be a surgeon be dropped as unnecessary.


	Comment acknowledged, no change made to the proposed regulations.  The intent is to have California licensed physicians involved in California programs.  The reason “physician and surgeon” is listed is because that is how their medical license is worded.

	§100036

Page 2

Lines 21-25

And

§100040

Page 4

Lines 36-45
	Tony Lembo

Safety Max
	Under current California State Law, any business that wants to deploy AEDs in their workplace must have on-going “Medical Direction” and the Medical Director overseeing the program must be a physician. 

Let’s do away with the requirement that the medical director needs to be a physician.  THIS IS COSTING CALIFORNIA BUSINESS AND GOVERNEMENT AGENCIES MILLIONS A YEAR IN UNNECSARRY FEES WHICH COULD BE USED TO PURCHASE MORE AEDS.     

The way it is now if you are a business and have AEDs in your company, the only place to get medical oversight is from your own company’s physician (like most businesses have a physician) or more likely from a fee-based third party physician network.  The minimum fees these companies charge is $150 per unit per year.  If you have 30 devices in your company that’s $4500 a year!!

Do the physicians really provide oversight?  Not a chance.   Typically, the physician never really gets involved and all you get for your money is a copy of AHA or ARC CPR training protocols and some maintenance and training guidelines.     There’s no real oversight, no one actually reviewing your program and the accountability is still on the business. This is a waste of money.  Money that can be spent buying more AEDs.

Let business and government be accountable for monitoring their own program.  If a business has safety issues, like  forklift safety, hazardous chemicals, etc. they are required to have a written plan, they are required to have people trained but they are not required to pay an outside agency fees to monitor their program.

As a reseller of AEDs to the corporate market, many of our clients have decided not to implement AED programs because of the costly fees and complexity associated with AED implementation.
	Comment acknowledged, no change to the proposed regulations.  The Health & Safety Code, §1797.196(b)(2)(c) states information about the notification from the physician and Civil Code § 1714.21(e) states that a physician needs to be involved with an AED program.



	§100036

Page 2

Lines 21-25

And

§100040

Page 4

Lines 36-45
	Jim Pointer, M.D.

Alameda County EMS
	Someone other than the manufacturer has to oversee these programs. I suppose that this is really what Mr. Lembo and other companies that sell AEDs want. It is not true that every oversight physician does nothing. I provide this service to 2 police departments. I  teach at least one annual class, review every usage including compliance with agency and local policy and procedure, go over the case with the involved officer, determine assessment and treatment by the EMS responder, secure outcome, send the data to the County, review the policies and procedures, and approve the persons doing the training. All of this is done by an experienced emergency physician following patient protection principles under HIPAA who is available 24/7. 

Mr.  Lembo’s company provides “consultants in emergency preparedness.”  I would guess that he proposes that the necessary oversight for AEDs could be provided by his firm without needing those do-nothing physicians. I suppose that the money saved on those oversight fees could be spent buying AEDs from, guess what, Mr. Lembo’s company! Or perhaps, no oversight is needed. When the AHA Guidelines again change, a “consultant in emergency preparedness” will be on site,copies of Circulation  in hand, as soon as the information hits the streets. Failing that occurrence, just check the “Forklift Policy” that’s hanging on the wall in the breakroom. Hey, it’s just a machine; they’re all the same, right? AS a proven fail safe procedure, no prob—a quick call to an 800 number (during regular business hours) and all the issues will be taken care of. One stop shopping…

 Leaving the use and application of a life-saving device to the manufacturer is a dangerous and flawed concept. Should we leave it to the pharmaceutical industry to safeguard our drugs, and our lettuce and poultry supply is safe in the hands of the processors?

It is true that some standards should be set. Undoubtedly, there are abuses. It is unfair if physicians (or anyone else) are failing to meet their responsibilities.  Unless and until a plan is developed that provides responsible medical oversight AND accountability, we must insist on continuing physician oversight. If the physician is not doing the right thing, find one who will!

	Comment acknowledged.

	§100037(a) 

Page 2 

Lines 31 & 32


	LA County EMS Agency
	Does this authorization need to be in writing?  If not, what will be required?  As stated it is unclear.
	Comment acknowledged, no change to the proposed regulations.  The authorization does not need to be in writing however the AED provider is obligated to have a certain number of individuals trained during normal operating hours and to ensure that a minimum number of staff are on-site.



	§100037

Page 2

Lines 31, 32
	San Francisco EMS
	Language is confusing.  Suggest “may authorize an individual…only if that individual …(individual can’t authorized until training is complete).


	Comment acknowledged, no change to the proposed regulations because the lay rescuer needs to be trained in CPR and AED in order to be authorized as stated in this subsection.



	§100037

Page 2

Line 32
	SNY DPS

Lt. Steve Drewniany
	“training program, AED service provider and vendor” - replace and with or so the service provider and the vendor both do not have to authorize, since you may not have contact with a vendor years after the purchase.
	Comment acknowledged, change has been made to proposed regulations. 

	§100037

Page 2

Line 33


	Health Education

Services

Julianne Brawner
	Remove  ”signs of circulation” and substitute “is not breathing”
	Comment acknowledged, change has been made to proposed regulations to insert “is not breathing”.

	§ 100037

Page 2

Line 34


	Health Education

Services

Julianne Brawner
	Remove “authorized individual” and substitute “lay responder”
	Comment acknowledged, change has been made to proposed regulations.

	§ 100037(b) 

Page 2

Lines 36 & 37


	LA County EMS Agency
	 Why are office personnel listed separately?  Suggest refer to employees only.
	Comment acknowledged, change made to the proposed regulations to remove office personnel for clarification.



	§100038 

Page 2

Line 46

(Heading)


	LA County EMS Agency
	Suggest removing ‘hours’ from the heading since hours are no longer listed.  Instead list ‘Required Topics and Skills’
	Comment acknowledged, change has been made to proposed regulations.



	§ 100038 (a)(3)(A)

Page 3

Line 8
	Merced County EMS Agency
	This section should state “early activation of the Emergency Response Plan,” not “System” for consistency with previous changes.


	Comment acknowledged, change has been made to proposed regulations.

	§ 100038 (a)(5)

Page 3

Line 14


	Health Education Services

Julianne Brawner
	Remove “circulation” Lay rescuers are not taught to evaluate signs of circulation, only responsiveness and breathing.
	Comment acknowledged, change has been made to the proposed regulations.

	§ 100038(a)(6)

Page 3

Line 15


	Health Education Services

Julianne Brawner
	Change “authorized individual” to “lay rescuer”
	Comment acknowledged, change has been made to the proposed regulations.

	§ 100038(b)

Page 3 

Line 26
	LA County EMS Agency
	Suggest a statement regarding orientation to the AED Service Provider’s Internal Emergency Response Plan be included as number (b) and change current (b) to (c).


	Comment acknowledged, §100041(a)(4) will be amended to include familiarization to the internal emergency response plan.  The AED service provider should provide the orientation.



	§ 100040 

Page 4

Lines 29-38


	North Coast EMS
	This section requiring all Lay person AED providers to have a Medical Director is a cumbersome and expensive process for small businesses.  We would like to see this removed.  


	Comment acknowledged, no change to the proposed regulations.  The Health & Safety Code, §1797.196(b)(2)(c) states information about the notification from the physician and Civil Code § 1714.21(e) states that a physician needs to be involved with an AED program.

  

	§ 100040(a) 

Page 4

Line 31


	LA County EMS Agency
	After Medical Director, suggest referencing section 100036 
	Comment acknowledged, change has been made to proposed regulations.

	§ 100040(a)

Page 4

Line 31


	San Francisco EMS
	What are the qualifications of the medical director?  I suggest that they be specified.
	Comment acknowledged, no change to proposed regulations.  The medical director qualifications are specified in §100036.



	§100040(c)

Page 4

Line 35
	SNY DPS

Lt. Steve Drewniany
	“quality improvements are taken, if indicated.”

Add the word “activities” following improvement.

 
	Comment acknowledged, change has been made to the proposed regulations.



	§100040(d)

Page 4

Line 36


	Health Education Services

Julianne Brawner
	Remove the word “and” after the word “Plan”
	Comment acknowledged, change has been made to the proposed regulations.

	§ 100040(d)

Page 4

Line 36-38


	Harvey D. Porter

Continental Maritime
	While Continental Maritime is pleased to see specific requirements for a medical director in Section 100040, it disagrees with item (d) which states:  “[Any AED service provider shall have a physician medical director who] Is involved in developing an Internal Emergency Response Plan and maintenance.”  This item broadens the Medical Director’s job beyond what might be expected.  Is it the intention of EMSA to have the medical director physically approve all ER plans?  What would be the time frame for the medical director to approve this plan?  While waiting for the medical director to approve the plan, could a company be fined if it used an AED, or if, during an inspection, an inspector noticed an AED?  Each company is different, and would have its own plan.  Would a medical director be knowledgeable with the nuances of individual plans, or would they all have to be cut from the same cloth?  Would a medical director even be knowledgeable with an ERP in general?

Additionally, requiring the MD to “…ensure compliance…” brings the MD in to the regulatory enforcement arena, which is beyond the regulations.

Continental Maritime recommends Section 100040 (d) be struck in its entirety.  Alternate wording might be included under Section 100041 and include “…AED Service Provider should develop and execute the plan and need only consult further with a medical director when conditions on site warrant a deviation from the published criteria…” or other similar wording.


	Comment acknowledged, no change made to the proposed regulations.  The regulations require the medical director to be involved in developing its client’s Emergency Response Plan.  This does not obligate the medical director to approve the plan.  There is no “time frame” for the medical director to abide by when developing the ERP.  The AED Service Provider will need to have an approved ERP to go along with their AED program.  The company will not be fined if it used an AED without an EPR, there is no State Agency tasked with that duty.  No one will be coming out and inspecting the device and/or issue notices either.  The medical director that assisted in the development of the plan will be knowledgeable on it.  Medical Director’s are knowledgeable on creating ERPs, they are basically a step-by-step instruction on who to call in an emergency and what to do until the prehospital personnel (EMTs) arrive.

This is not new language, it is currently required in these regulations.  The physician’s role is a validator that is required in regulations, because there are no other entities to ensure compliance.  The physicians are protected from civil liability per Civil Code §1714.21 as long as the physician complies with the Health & Safety Code.

The Health & Safety Code, §1797.196(b)(2)(c) states information about the notification from the physician and Civil Code § 1714.21(e) states that a physician needs to be involved with an AED program.



	§ 100041(a)(1)

Page 5

Lines 1-5
	Harvey D. Porter

Continental Maritime
	Continental Maritime agrees wholeheartedly with the Section 100041 (1) proposal to require a written Internal Emergency Response Plan.  Documentation of any Emergency Response Plan is the best way to maintain continuity during an emergency and while conducting training exercises, as well as through the inevitable employee turnover.  However, this requirement may be a burden to smaller companies who are not familiar with writing Emergency Response Plans.  Continental Maritime suggests EMSA develop a sample ERP for small businesses.


	Comment acknowledged, no change to proposed regulations.  The steps for creating an ERP are set out in statute.  Specifically, the Health and Safety Code, Health & Safety Code, §1797.196 (b)(2)(E).

	§ 100041(a)(2)

Page 5

Lines 7 & 8


	Merced County EMS Agency
	The wording is awkward and refers to both machine maintenance and “protocol” maintenance as well. Are you referring to protocols for use of the AED, or maintenance protocols? Needs clarification and cleanup.


	Comment acknowledged, no change to protocols.  

The protocols refer to current guidelines established by the American Heart Association and the American Red Cross.  For example, AHA’s 2005 Guidelines reduced the number of defibrillatory shocks from “3” to “1”.

	§ 100041(a)(3) & (8)

Page 5

Lines 9 & 23


	North Coast EMS
	This section requires users to follow all LEMSA policies and report any use of the AED to the LEMSA.  We support data collection but have no way to track or enforce compliance.   We also have no real authority to do much about non-compliance.  We recommend that LEMSA’s are either given the requisite authority to oversee this or that our role be limited to AED data collection and reporting.  


	Comment acknowledged, no change made to proposed regulations.  This is not stating that you will need to track or enforce compliance.  This is merely setting out that the Lay Rescuer will notify the LEMSA that they have an AED and where it is located.  The LEMSA will also be contacted by the medical director when the device has been used.

Some LEMSAs in California incorporate this information into their computer dispatching systems for which the Emergency Medical Dispatchers will know locations of AEDs and provide instructions for use.

	§ 100041(a)(9) 

Page 5

Line 29
	LA County EMS Agency
	Suggest inserting the word ‘currently’ before licensed to maintain consistency with wording in definitions section 100036. 
	Comment acknowledged, change has been made to proposed regulations.

	§ 100041(a)(9) 

Page 5

Line 32
	LA County EMS Agency
	 Should the section number be the new 100040 Medical Director Requirements instead of the listed 100041?
	Comment acknowledged, change has been made to proposed regulations. 

	§ 100041(a)(10) 

Page 5

Line 33 


	LA County EMS Agency
	Suggest adding after ‘skills proficiency demonstration’ and review of the internal emergency response plan.  The plan is mentioned throughout the proposed regulations but there is no reference that employees be orientated to the plan. 
	Comment acknowledged, language added to §100041(a)(4).

	§ 100041

Page 5

Line 35


	American Red Cross
	The periodic training should be defined - in other words defining “periodic” and we would recommend that it be in tune with OSHA guidance that life threatening emergency training should occur yearly.


	Comment acknowledged, after further research EMSA has added that training will need to be done “at a minimum every two years” to the proposed regulations because most National CPR and AED training programs have a two-year retraining requirement.

	§ 100042(a)

Page 5

Lines 45 - 46


	North Coast EMS
	This section requires vendors to notify the LEMSA that an AED has been sold or placed in a business.  Again if this is not done we will have no idea that the AED is out there and have no way to do anything about it.  We recommend that this section be removed all together.  
	Comment acknowledged, no change has been made to the proposed regulations because this information is required in Health & Safety Code §1797.196(c)(1).
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