Written Comments on Proposed Revisions to Lay Rescuer AED Regulations

Chapter 1.8, Division 9, Title 22

15 Day Public Comment Period

September 9, 2008


	SECTION #

PAGE #
Line #
	AGENCY
	COMMENT
	RESPONSE

	General Comment

	San Joaquin EMS Agency
	The San Joaquin County EMS Agency has completed its review of the Lay Rescuer AED regulations and supports the proposed changes.

	Comment acknowledged.  No changes to the proposed regulations.  



	General Comment

	LA County EMS Agency
	Agree with all proposed changes.
	Comment acknowledged.  No changes to the proposed regulations.  



	Article 1

Page 1
	San Bernardino County Fire Dept
	Section 100033 defining AED and Section 100034 defining CPR have been omitted in new revision. Is it the CA State EMSA’s intend to remove? If so, section numbers need to be revised to match updated document.


	Comment acknowledged.  No changes to the propose regulations.  
Because there were no amendments to these sections, they were not open for public comments.  Only the sections that were amended were open for public comment.



	Article 1

Page 1
	Mountain-Valley EMS Agency
	There is no section 1000033 or 1000034


	Comment acknowledged.  No changes to the propose regulations.  
Because there were no amendments to these sections, they were not open for public comments.  Only the sections that were amended were open for public comment.



	§100031

Page 1

 Line 27
	California State Firefighters Association
	Immediately after “is not breathing,” insert “or who is taking only occasional gasping breaths.”

The current wording is inconsistent with AHA ECC Guidelines, which state that the lay rescuer should “treat the victim who has occasional gasps as if he or she is not breathing” (2005 AHA Guidelines for CPR and ECC, Pages IV-22, IV-23).   In fact, this is a Class I recommendation, and should therefore be reflected in Chapter 1.8.


	Comment acknowledged.  No changed to the proposed regulations.  This level of detail will be taught during CPR training and is not necessary in the definition of AED Service Provider.

	§100032

Page 2

Lines 1 & 2


	Mountain-Valley EMS Agency
	Delete reference to: Internal Emergency Response.
	Comment acknowledged.  No changes to the propose regulations.

Having an Internal Emergency Response Plan is a statutory requirement.



	§100032

Page 1

Lines 36


	California State Firefighters Association
	Delete “automated external defibrillator,” and replace with “AED.”
The acronym “AED” is already defined in the title itself, and you already use the acronym “AED” throughout the rest of Chapter 1.8.   This minor non-substantive change would simply make the terminology used more consistent.


	Comment acknowledged.  No changes to the proposed regulations.  The acronym for “AED” is defined in §100033.



	§100035

Page 2

Lines 1 & 2


	California State Firefighters Association
	Delete “a written Internal Emergency Response Plan of action which,” and replace with “a written plan of action that.”

Since you are defining “Internal Emergency Response Plan,” you ideally do not want to include that exact terminology in the definition.   Also, “that” is more appropriate than “which” in this grammatical context.


	Comment acknowledged.  No changes to the proposed regulations.  The “Internal Emergency Response Plan” is the term from the statute and is being used here for consistency.
Comment acknowledged.  No changed to the proposed regulations.  The word “which” clarifies the definition of the Internal Emergency Response Plan.



	§100036

Page 2

Lines 11-13


	California State Firefighters Association
	Delete lines 11 through 13 entirely, and replace with: “Medical Director means a Physician and Surgeon, or Physician Assistant, or Registered Nurse, or Mobile Intensive Care Paramedic, who is currently licensed in California, and who is currently certified by the American Heart Association or American Red Cross to instruct and certify lay rescuers in CPR and AED.”

Limiting the Medical Director position of PAD programs to only physicians and surgeons seems like it might be a bit of overkill.    AED is a basic life support skill, and using an AED is a relatively easy task that can be effectively taught, for example, to Cub Scouts and probably even to well-trained monkeys.  Furthermore, the administrative requirements for structuring, implementing, and managing a PAD program are straightforward and not of a nature that mandates particularly a doctorate in medicine to handle effectively.    By expanding the PAD Medical Director position to other properly qualified healthcare professionals, you make it more likely and easy for individuals and organizations to begin PAD programs.     In contradistinction, by limiting the PAD Medical Director position to only physicians and surgeons, you may be unnecessarily making it more difficult for individuals and organizations to implement PAD programs, which hinders our goal of decreasing the collapse-to-defibrillation interval.    From the perspective of advancing the goals of PAD and fighting sudden cardiac death, any nurse or paramedic who is a certified and experienced CPR/AED instructor would be just as effective and efficient --perhaps more so in many cases-- than the average physician/surgeon who does not routinely teach, or use in his/her clinical practice,  AHA ECC guidelines.


	Comment acknowledged.  No changes to the propose regulations.  Health & Safety Code, §1797.196(b)(2)(C), requires information about the notification from the physician.


	§100036

Page 2

Line 12


	Mountain-Valley EMS Agency
	Delete reference to surgeon.  This is redundant language.  Not all physicians are surgeons but all surgeons are physicians.
	Comment acknowledged.  No changes to the proposed regulations.  The reason “physician and surgeon” is listed is because that is how the physician’s medical license is worded. 

	§100036

Page 2

Line 12


	EMS Safety Services, Inc.
	No major changes other than removing the term “…and surgeon” from the regulations
	Comment acknowledged.  No changes to the proposed regulations.  The reason “physician and surgeon” is listed is because that is how the physician’s medical license is worded.



	§100036

Page 2

Line 12


	Mountain-Valley EMS Agency
	Add the language following the word “licensed”: “in good standing”
	Comment acknowledged.  No change to the proposed regulations.  Determining the physician’s standing would be something that AED Service Provider can do when they select the medical director.


	§100037

Page 2

Line 11


	Medic First Aid

American Safety & Health Institute
	Please clarify whether the use of the word ‘surgeon’ in this line. Does this mean that the Medical Director for an AED Service Provider must be a surgical specialist or could a general internist or an emergency room doctor, for example, also function as a Medical Director.


	Comment acknowledged.  No changes to the proposed regulations.  The reason “physician and surgeon” is listed is because that is how the physician’s medical license is worded.  A currently licensed California physician can be a medical director for an AED service provider.

	§100037

Page 2

Line 11


	San Bernardino County Fire Dept
	The word “Vendor” is stated but not defined in new revision format as in current regulation. Need to define term somewhere or remove altogether.
	Comment acknowledged.  No changes to the proposed regulations.  An AED Vendor is described in Section 100042, which is not up for comment at this time.



	§100037

Page 2

Line 23


	California State Firefighters Association
	Add “AED” immediately before the word “vendor.”

This minor change would simply make clear that you are referring to AED vendors specifically and exclusively, though it is reasonably inferred if left as is.


	Comment acknowledged.  No changes to the proposed regulations.  It is reasonably inferred if left as written.

	§100037

Page 2

Line 25


	California State Firefighters Association
	This suggestion and rationale is exactly the same as for Section 100031, Page 1, Line 27 (above).

Immediately after “is not breathing,” insert “or who is taking only occasional gasping breaths.”

The current wording is inconsistent with AHA ECC Guidelines, which state that the lay rescuer should “treat the victim who has occasional gasps as if he or she I not breathing” (2005 AHA Guidelines for CPR and ECC, Pages IV-22, IV-23).   In fact, this is a Class I recommendation, and should therefore be reflected in Chapter 1.8.


	Comment acknowledged.  No changes to the proposed regulations.  It is reasonably inferred if left as written.

	§100038

Page 2

Line 40
	California State Firefighters Association
	This section may be fine as written, but reading it for the first time without any background or history, there is some ambiguity:

1. When you require that training complies with AHA or ARC guidelines, are you referring to substantive (i.e., scientific / medical) guidelines (e.g., compression to ventilation ratios, sequence of emergency action steps), or procedural (i.e., training course administration) guidelines (e.g., video vs. instructor based course, minimum length of course, other course format issues)?

2. I am only familiar with AHA, not ARC, guidelines, but I believe that there are some differences between AHA and ARC substantive and procedural guidelines.   Are these differences going to be confusing to the lay public, or is CA EMSA comfortable that any existing differences will not pose significant problems in our efforts to train as many Californians in CPR and AED as possible, or that they will not significantly reduce the internal efficiency of individual PAD programs whose designated responders may have had different training?


	Comment acknowledged.  No changes to the proposed regulations.  The phrase “comply with” means equivalent too “AHA” or “ARC” because Health & Safety Code, §1797.196(b)(2)(D) references both AHA and ARC.
Comment acknowledged.  No changes to proposed regulations.  Health & Safety Code, §1797.196(b)(2)(D) references both AHA and ARC standards and equivalence to either standard is adequate.

	§100038

Page 2

Line 40


	Medic First Aid

American Safety & Health Institute
	As written, we understand this to mean that any training program that follows the guidelines used by the American Heart Association or the American Red Cross can be used for training Lay Rescuers without prior review and approval by EMSA.
	Comment acknowledged.  No changes to the proposed regulations.  Commenter is correct, whereas CPR and AED training needs to be equivalent the American Heart Association and/or American Red Cross standards for lay rescuers.  The EMS Authority does not give prior review or approval to these lay rescuer CPR training programs.  

	§100038

Page 2

Lines 41-42
	Santa Clara County EMS Agency
	The elimination of a minimum training duration is a positive change.


	Comment acknowledged.  No changes to the proposed regulations.


	Page 3
	Mountain-Valley EMS Agency
	There is no section 100039
	Comment acknowledged.  No changes to the propose regulations.

This section is not included since it was not up for public comment at this time.  Only those sections that were changed since our last 15-day comment period are listed here for comment.



	§100038

Page 3

Line 1


	Mountain-Valley EMS Agency
	Add the word “an” prior to the word “Internal”.
	Comment acknowledged.  Addition to the regulations has been made to reflect change.

	§100038

Page 3

Line 5


	Mountain-Valley EMS Agency
	Delete line.
	Comment acknowledged.  No changes to the propose regulations.

Having an Internal Emergency Response Plan is a statutory requirement and should be part of CPR and AED training.


	§100040

Page 3

Line 33


	San Bernardino County Fire Dept
	Under Operational AED Service provider and vendor requirements; Noted section 100040 and 100042 defining Testing and Written requirements for program have been removed and replaced with new numbering system see line 35, page 3, section # 100040 Medical Director requirements and line 8 section # 100041 AED service provider requirements. Once again number system is off.

Also no mention of vendor definition.
	Comment acknowledged.  No changes to the propose regulations.

The numbering system is off because not all sections of the regulations are out for public comment.  Only those sections that were changed since our last 15-day comment period are listed here for comment.  An AED Vendor is described in §100042, which is not up for comment at this time.



	§100040

Page 3

Line 35


	San Bernardino County Fire Dept
	Shouldn’t sections follow a sequential order? If you read revision document. It goes from 100038 to 100040 directly. There is no section 100039.  Perhaps this should be renamed from 100040 to 100039.
	Comment acknowledged.  No changes to the propose regulations.

§100039 is not included since it is not up for public comment at this time.  Only those sections that were changed since our last 15-day comment period are listed here for comment.



	§100040

Page 3

Line 41


	California State Firefighters Association
	Delete “or treatment.”

This is redundant because you already mention “emergency care” (minor non-substantive change).


	Comment acknowledged.  No changes to the proposed regulations.  Emergency care or treatment, clarifies when an AED may be deployed but not used, which should trigger a review of the incident by the medical director.


	§100040

Page 3

Line 42


	California State Firefighters Association
	Delete “and.”


	Comment acknowledged.  No changes to the proposed regulations.  The current wording clarifies the minimum items that need to be reviewed.


	§100040

Page 3

Line 43


	California State Firefighters Association
	Add comma after “standards.”


	Comment acknowledged.  A changes has been made to the proposed regulations.

	§100040

Page 4

Line 2


	Mountain-Valley EMS Agency
	Change the word “for” to “with”.
	Comment acknowledged.  A changes has been made to the proposed regulations.

	§100041

Page 4

Line 8


	San Bernardino County Fire Dept
	Once again, I believe there is a miss numbering of sections here. Currently reads 100041 should read 100040 if you’re going with a sequential numbering order.


	Comment acknowledged.  No changes to the propose regulations.

§100039 is not included since it is not up for public comment at this time.  Only those sections that were changed since our last 15-day comment period are listed here for comment.



	§100041

Page 4

Line 11


	California State Firefighters Association
	Delete “which” and replace with “that.”


	Comment acknowledged.  No changes to the proposed regulations.  The current wording adequately describes this subsection.


	§100041

Page 4

Line 15


	Mountain-Valley EMS Agency
	Delete the word “office”.
	Comment acknowledged.  A change has been made to the proposed regulations.  This is a non-substantial amendment that will clarify that CPR and AED trained personnel shall be notified when the Internal Emergency Response Plan is activated and it does not restrict notification to just “office” and “non-office” setting personnel.


	§100041

Page 4

Line 15


	Mountain-Valley EMS Agency
	Suggest revising the language to read “on the activation of the plan.”
	Comment acknowledged.  A change has been made to the proposed regulations.  The Internal Emergency Response Plan being developed is based on the implementation of an AED program.  Activation of the Internal Emergency Response Plan means deployment of the AED.


	§100041

Page 4

Lines 21-45


	California State Firefighters Association
	The whole premise and purpose of the PAD (Public Access Defibrillation) concept is to improve the sudden cardiac arrest survival rate by decreasing the collapse-to-defibrillation interval.    To do this, AEDs must be strategically and widely distributed so that they are readily accessible by the general public, and more members of the general public must be trained in (and willing to perform in an actual emergency) CPR and AED.    However, we should not limit the advancement of one goal by inextricably linking it to the advancement of the other goal.    We should instead pursue both goals vigorously, and combine efforts only when practical and to the extent they do not impede each other.

As currently written, Chapter 1.8 prohibits organizations from establishing a purely public access model AED program because it mandates training requirements with AED deployment, and this limitation may be inadvertently impeding our efforts to decrease the collapse-to-defibrillation interval.

For illustration, let us suppose that a married couple owns a hardware store.   They learn about AEDs from a news program, and decide to put an AED in their store in a wall cabinet near the entrance so anyone can access it if needed.   They obtain guidance and help from a “friend of a friend,” who is a nurse and an AHA BLS Instructor, and who volunteers to serve as their Medical Director to make sure their little PAD program is compliant with state regulations.   For whatever reason, neither the couple nor any of their staff are able or willing to become trained in CPR and AED.     But --and this is the point -- if someone arrests in their store, the victim still stands a better chance of survival than without the AED because one of the customers may know CPR and AED.*   And the more AEDs that are placed in public locations, the more awareness will be created about their importance to saving lives, and the more people will want to be both CPR and AED trained.     ( * I am aware of the PAD Trial results, and it is my opinion that they do not negate this principle.)

On the other hand, if you stick with the current training ratio requirements (no less than one trained rescuer per each AED up to 5 units, and at least one trained rescuer for each subsequent group of 5 units), then there may be small businesses and other organizations that decide not to implement PAD because it is just too costly and administratively burdensome due to the training requirements (I have actually witnessed this happen numerous times in the past 10 years.)

Thus, the current Section 100041 should perhaps only apply to AEDs that are not visibly open to, and not accessible by, the general public.    To use the above example, if the couple that owns the hardware store does not put out the AED for public use, but instead hides it secretly so only they and/or their staff can access and use it (like most Las Vegas casinos), then they have an ethical --and should also have a legal-- duty to be trained according to Section 100041.   Otherwise, there arguably should be no Section 100041 training requirements for purely public access model PAD programs, or for publically accessible AEDs in a hybrid public access-staff only access program.

Again, like the physician/surgeon limitation above, the training requirements that currently exist probably do not help foster the widespread deployment of AEDs that is necessary for significantly shorter collapse-to-defibrillation intervals, and they are likely hindering our efforts at fighting premature death from sudden cardiac arrest.     In sum, why are we making it more difficult for ourselves to get AEDs out in the public and on the walls?


	Comment acknowledged.  No changes to the propose regulations.

Health & Safety Code, §1797.196(b)(2)(D) requires information about the notification from the physician.  

Health & Safety Code, §1797.196(b)(2)(D) requires a certain number of trained individuals to use an AED.  The number of trained individuals is in direct proportion to the number of AEDs acquired. In order to make this change, a change in statute is required.


	§100041

Page 4

Line 38


	Mountain-Valley EMS Agency
	Add a comma following the word “AED”.
	Comment acknowledged.  A changes has been made to the proposed regulations.

	§100041

Page 4

Line 38


	Mountain-Valley EMS Agency
	Add the term “AED” prior to the word “service”.  Capitalize the words “Service” and “Provider”.
	Comment acknowledged.  No changes made to the proposed regulations.

	§100041

Page 4

Line 39


	Mountain-Valley EMS Agency
	End the sentence after the word “possible”.  Delete the word “and”. Add the words “AED Services Providers shall” prior to the word “report”.
	Comment acknowledged.  No changes to the propose regulations.

The current language states the requirements for this subsection.


	§100041

Page 4

Line 41
	Mountain-Valley EMS Agency
	Delete the words “and surgeon”.
	Comment acknowledged.  No changes to the proposed regulations.  

The reason “physician and surgeon” is listed is because that is how the physician’s medical license is worded.



	§100041

Page 4

Line 45
	San Bernardino County Fire Dept
	Section 100040 of this Chapter. Should read Section 100039 of this Chapter after revision of numbering system.
	Comment acknowledged.  No changes to the propose regulations.

§100039 is not included since it is not up for public comment at this time.  Only those sections that were changed since our last 15-day comment period are listed here for comment.



	§100043

Page 5

Line 45
	San Bernardino County Fire Dept
	In revision, Section 100043 AED vendor requirements is not defined nor address in revision standard and has been omitted in it’s entirely.
	Comment acknowledged.  No changes to the propose regulations.

This section is not included since it is not up for public comment at this time.  Only those sections that were changed since our last 15-day comment period are listed here for comment.
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