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	SECTION #

PAGE #
Line #
	AGENCY
	COMMENT
	RESPONSE

	§100037 (a) (proposed),
Page 3,
Lines 1-2
	Health Education Services – Julianne Brawner
	New research demonstrates that short courses in CPR/AED are equal to a 4 hour course and better at the 6 month mark for retention of skills.  Suggest dropping the time requirement and stay with certification that complies with STANDARDS of AHA and ARC.
	Comment acknowledged.  This subsection will be amended to remove the 4 hour minimum training requirement.

	§ 100037 (a) ,
Page 3,
Lines 1-2
	San Diego County EMS Agency
	The current training for many classes that cover basic CPR and AED users are less than four hours and are more aimed at competency rather than an absolute number of hours.  This requirement should be reduced to fewer hours, perhaps two or a competency requirement put in its place
	Comment acknowledged.  This subsection will be amended to remove the 4 hour minimum training requirement.

	§ 100037 (a)(9) ,
Page 3, 
Lines 27-30
	Merced County EMS Agency
	Section does not read correctly. Should read:

“the responsibility for continuation of care, such as continued CPR and repeated shocks, as indicated, until the arrival of more medically qualified personnel.”
	Comment acknowledged.  This subsection will be amended to reflect the recommended change.

	§ 100038 (c) ,
Page 4,
Lines 2-3
	Alameda County EMS Agency
	This section reads: "Shall review each incident that involved use of an AED." I would add to that line, or to a new subsection, "Shall notify the local EMS agency of the use of the AED."
I know that Section 100040, Operational Requirements, (a)(7), places this responsibility on the AED service provider, however the medical director will ensure that this happens.
	Comment acknowledged.  No change to proposed regulations, because most medical directors are not involved in the day-to-day operations of a lay rescuer AEd program.  There may be a delay in notification to the LEMSA from the medical director who is waiting to receive the information from the AED program.

	§ 100038 (c) ,
Page 4,
Lines 2-3

	Merced County EMS Agency
	Who has the responsibility for providing for quality improvement activities? This simply requires the Med. Director to review, but not ensure any corrective actions, if indicated. Should read:

“Shall review each incident that involved use of an AED and ensure that appropriate corrective actions are implemented, if indicated.”
	Comment acknowledged.  This subsection will be amended to incorporate quality improvement measures when necessary.

	§100039 (proposed),
Page 4,
Lines 9-14
	Health Education

Services –

Julianne Brawner
	AHA does not require written testing for laymen CPR/AED courses.  While there is close alignment with AHA guidelines and standards, requirement for written testing is not consistent with the rest.  I do think that ARC does have written testing.  This comment is a question only.
	Comment acknowledged.  This subsection will be amended to remove competency written examination, but the skills competency on a manikin will be retained.

	§ 100039,
Page 4,
Lines 9-14

	San Diego County EMS Agency
	The requirement for a comprehensive written final examination is out of date as skills testing is now the requirement, for example, for many American Heart classes.
	Comment acknowledged.  This subsection will be amended to remove competency written examination, but the skills competency on a manikin will be retained.

	§100040 (a)(2) ,
Page 4,
Line 43


	North Coast EMS Agency

	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 to the proposed regulations.
LEMSAs role in lay rescuer AED programs is up to the individual LEMSA, depending upon available resources.  Data collection and reporting is for public safety AED programs and EMT-I AED programs and not lay rescuer AED programs.  Adding another layer of bureaucracy may discourage lay rescuer AEDs from being implemented.

	§100040 (a)(8) ,
Page 5,
Lines 22-25
	Health Education

Services – 

Julianne Brawner
	Should be RELOCATED to 100038 to keep all expectations of the medical director in one place. As it stands, MDs questioning their roles and the definition of “medical oversight” (Section 100035, line 20) and looking at this section of document may think that they only review events and ensure that the training course meets the requirements.  Line 22-25 provides more definition about the expectations. Medical Directors are also expected, to “be involved in developing an Internal Emergency Response Plan”, or at least approving the plan, and “ensure that the organization complies with the regulations and requirements for training, notification and maintenance”.
	Comment acknowledged.  Addition of internal emergency response plan with medical director assistance will be added to section 100038.

	§100041 (old) ,
Page 4,
Lines 20-26

	Health Education Services –

Julianne Brawner
	Question how “Prescription for use” can be deleted when it is a FDA regulation for AEDs (with one exception) to be “prescribed” There are two definitions of prescribing physician.  The one used in the regulation is clear why it is no longer needed, but some will be misled to think that AEDs do not need to be prescribed since they can be purchased over the counter for home use.  I know of situations in which AEDs are purchased from previous owners, or originally purchased for home use, for example, and are simply hung on the wall of the organization.  There is confusion in the lay community about what needs to be done to have a compliant program.  If it is not clearly spelled out in the regulations, it is difficult to convince the lay public they need to comply, how to comply, and why they should comply..  Some flat out refuse, particularly if they bring the AEDs into CA from a corporate office in another state with different laws.
	Comment acknowledged.
There are two purposes for physician medical director involvement for lay rescuer AED programs,

1) To sign for the AED device, this is a Federal Drug and Alcohol requirement not a California requirement.  The exception is an AED with over-the-counter status, these do not need a medical director’s signature to receive the device; and

2) To be the physician medical director to oversee the program in general.

AB 2041 (Vargas) removed the requirement for each individual to have written validation by a prescription to use the AED and that is why this section is being amended.

A new subsection will be added to §100038 referencing protections in Health and Safety Code 1797.196 and Civil Code 1714.21.  This will be an incentive to lay rescuers to comply with the statutes and regulations.

	§100041 (a) ,
Page 5,
Lines 38-39

	North Coast EMS Agency
	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 to the proposed regulations.
This is required in section 1797.196(c) of the Health and Safety Code.
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