Comments on Proposed Epinephrine Auto-Injector Training Certification Standards 

Chapter 1.9, Division 9, Title 22, California Code of Regulations

15-Day Public Comment Period

May 16, 2015 through May 30, 2015
	Section/Page/Line
	Commenter’s Name
	Comments/
Suggested Revisions
	Response

	General
	Brian Morr, BS,MICP
	Request:

Please allow RN’s, Paramedics and AEMTs to use epinephrine in any form. The current price of auto injectors is exorbitant. RNs, Paramedics, and AEMTs are already trained in the use of and should be allowed to carry and use: a vial of epinephrine, needle, syringe, and alcohol wipe. (cost, less than $10)
	Comment acknowledged. 

No change.

Per 1797.197a (a)(2) of the Health and Safety Code the epinephrine auto-injector model must be a disposable drug delivery system with a spring activated concealed needle.



	§ 100045. Authorized Health Care Provider 
and 

§ 100055. Certification Requirements. 

	Connie Green
	“Authorized Health Care Provider” means a currently licensed health care professional who is legally authorized in California to issue a prescription for or dispense an epinephrine auto-injector to an individual who meets the requirements of Section 100055 of this Chapter. 

This definition is confusing, because it implies there are two different kinds of healthcare providers – those that can write scripts, and those that can also write scripts for the purposes layed out in these regulations. 

This is obviously not the case. Either a provider may write a script by law, or they may not. Perhaps something like: 

“Authorized Health Care Provider” means a currently licensed health care professional who is legally authorized in California to issue a prescription for or dispense an epinephrine auto-injector, may provide a prescription to an individual who meets the requirements of Section 100055 of this Chapter. 
The problem repeated in section 10055, with this confusing statement “(1) The epinephrine auto-injector is legally obtained by prescription from an 
authorized health care provider who may issue a prescription for an epinephrine auto-injector to a person described in this subdivision for the purpose of rendering emergency care to” Perhaps 10055 should just say :” ) The epinephrine auto-injector is legally obtained by prescription from an authorized health care provider as defined in 100045” 

	Comment acknowledged
No change 
The definition suggested does not provide any more clarity then the current definition in the proposed regulations. 



	100048.
Page 2
	California Nurses Association
	Thank you for incorporating our recommendations into the modified text. This section is now compliant with the AHA Guidelines for CPR and Emergency Cardiovascular Care 
	General comment

	Section 100052

Page 2

Lines 41-44
	LA County EMS Agency
	Add “Physician Assistant, Nurse Practitioner and Nurse Midwife” to the definition.
	Comment acknowledged
Suggestion will be adopted

	5/16/15

100054 (1)


	Brian Morr, BS,MICP
	Question:

Does the regulation apply to all legally obtained auto injectors? If Suzie is having an anaphylactic reaction, will the certification card allow me to use Billy’s auto injector on her? (This is a real life need, as there are 4 girls in my daughter’s girl scout troop with auto injectors.)(my daughters’ school has 40+ children with auto injectors)
	Comment acknowledged. 

These regulations allow for any layperson to receive training and become certified to use an epinephrine auto-injector on a member of the general public who is suffering from anaphylaxis while providing civil liability protection. 

As long as the epinephrine auto-injector is legally obtained by prescription from an authorized health care provider there is civil liability protection pursuant to Health and Safety Code 1797.197a (b)(1) and Civil Code 1714.23 (b)(c). 

Without certification a person may only assist and may not use the epinephrine auto-injector on anyone other than the person for whom it has been prescribed.



	Section 100052 and 

Section 100055
	Janette Wackerly, MBA, RN Board of Registered Nursing 
	The Board of Registered Nursing request where RNs are identified in the proposed Chapter 1.9 Lay Rescuer Epinephrine Auto-injector Training Certification Standards that added nurse practitioner and certified nurse midwives in the original 45 day comment period. Please add to this 15 day comment period clinical nurse specialists, and nurse anesthetists to the appropriate sections. 

Business and Professions Code Section 2725 identifies RN and Business and Professions Code Section 2725.5 advanced practice registered nurse defined: means a registered nurse with BRN certification as a nurse practitioner, nurse-midwives, clinical nurse specialist, and nurse anesthetist.


	Comment acknowledge

Suggestion will be adopted

	Section 100055(c)

Page 4

Line 20
	LA County EMS Agency
	Add “California” prior to Emergency medical technicians.

Maintain consistency within the regulation as California is required for paramedics, registered nurses and AEMTs.
	Comment acknowledged

Suggestion will be adopted

	100055.
Page3-4
	California Nurses Association
	Thank you for incorporating our recommendations into the modified text clarifying EMSA’s intent that all requirements for re-certification are the same as for initial certification and includes re-taking an approved training course. 
	General Comment

	§ 100055. 

	Connie Green
	How will the trainee be able to show their CPR/AED training to the instructor? 


	Comment acknowledged

The trainee is not required to show their CPR/AED card to the instructor. A copy of a current CPR/AED card must be included with the application and other documentation sent to EMSA in order to be eligible to receive a certification card.  Upon receipt of all required documentation, including proof of current CPR/AED training, EMSA will issue the individual a certification card.

	§ 100055. Certification Requirements. 

	Connie Green
	c) Emergency medical technicians, lifeguards, firefighters and peace officers in this state who have current documentation of successfully completed training in the administration of epinephrine by auto-injector, approved by a local EMS agency or the EMS Authority,

Is a local EMS agency allowed to have potentially different training standards to those that are required by course providers?


	Comment acknowledged
The minimum course content for training in the administration of epinephrine by auto-injector is established in regulation. EMSA does not approve the training; this is the responsibility of a local EMS agency. Although the training will not be exactly the same it will be equivalent as 

EMTs and public safety personnel receive more training then the lay rescuer.

	§ 100055. Certification Requirements. 

	Connie Green
	(c) Emergency medical technicians, lifeguards, firefighters and peace officers in this state who have current documentation of successfully completed training in the administration of epinephrine by auto-injector, approved by a local EMS agency or the EMS Authority, Why are life guards considered similar to EMTs with respect to training requirements? Do they have the same qualifications? 


	Comment acknowledged 

No change
Lifeguards are considered prehospital personnel according to Section 1797.189 of the Health and Safety Code and fall under the Public Safety First Aid and CPR regulations (Chapter 1.5, Title 22 Division 9, CCR) Lifeguards are trained at a lower level than EMTs but are part of the local EMS System. 

	100055/page 4/line 15


	Shana Tarter
	Include EMTs (formerly EMT Basic) with paramedics and AEMTs in the groups who have met the requirements for training.  For more than 20 years EMTs have been trained to use auto-injectors.

In the1994 Department of Transportation EMT Basic National Standard Curriculum, EMTs were expected to have the cognitive, affective and psychomotor competencies to administer epinephrine via auto-injector.  

The 2011 National EMS Education Standards document entitled EMT Instructional Guidelines includes the following:  
VI. Epinephrine as a Treatment for Allergic Reaction

A. Indications – Severe Allergic Reaction or Hypersensitivity to Exposed Substance

B. Contraindications – Not Patient’s Drug, Expired, or Discolored

C. Actions – Slows Allergic Response, Raises B/P, Dilates the Bronchioles

D. Side Effects – Increased Pulse Rate and B/P, Anxiety, Cardiac Arrhythmias

E. Auto injection Systems

1. Physician order

2. Expiration date and patient prescription

3. Prep site, remove needle cover

4. Lateral thigh; push against thigh; hold until drug fully injected

5. Monitor patient response

6. Dispose properly 
	Comment acknowledged
No change 
As long as EMTs are able to provide current documentation of having met the requirements for training they may receive a certification card.

	100056.
Page 4


	Eileen Johnson, BSN,RN,PHN
	Suggest standardizing the course hours to maintain high level of training. Add to Article 3 Training Program Requirements: The course shall at a minimum consist of not less than (8 hrs).
	Comment acknowledged. 

No change.

EMSA’s role is to establish training standards upon which training programs develop their curriculum and assessment tools. EMSA is moving toward an emphasis on competency based knowledge and skills rather than a number of required hours. Requiring the individual to complete a competency based written and skills examination is a more accurate way to ensure the individual is properly trained in the use and administration of epinephrine. 

	§ 100056. Procedures for Training Program Approval. 

	Connie Green
	When or if best practices for responding to Anaphylaxis change, how long do the training programs have to switch to the new standards? 

When a new autoinjector device is released, how long do the training programs have to update their programs? Can a person who owns an autoinjector not discussed under an approved training program be used to save a person’s life under these regulations?
	Comment acknowledged

As long as minimum course content is met, training programs may incorporate new course materials into their curriculum within the established standards once the changes have been reviewed and approved by EMSA. 

Per 1797.197a (a)(2) of the Health and Safety Code the only  epinephrine auto-injector model that may be used must be a “disposable drug delivery system with a spring activated concealed needle…” As long as the auto-injector device meets this requirement it may be used. 



	100057.
	Lauren Dietrich Chavez
	EMSA should approve the course content of the epi training and instructor training process.  


	Comment acknowledged

No change

EMSA’s role is to establish training standards upon which training programs develop their own curriculum and assessment tools. As long as minimum course content is met, training programs may incorporate new course materials into their curriculum within the established standards once the changes have been reviewed and approved by EMSA. 



	§ 100057. Course Content Requirements. 

	Connie Green
	Please add a section on storing the Epinephrine injectors. e.g. 100057 (b) (7) Storage requirements of Epinephrine injectors should include both keeping the medication and unit stored as per the manufacturer instructions, and also to keep the unit in a location that is not easily accessible by children and people not authorized to use the unit. 


	Comment acknowledged

No change

EMSA’s role is to establish training standards upon which training programs develop their own curriculum and assessment tools. The course content requirements under Section 100057 include the “Proper storage, handling and disposal of used/or expired injectors” for the training program to expand upon within their own curriculum. 

	100057
Page 5


	Eileen Johnson, BSN,RN,PHN
	Suggest this verbiage to allow for new course materials as they evolve.

Course Requirements

(b) the following topics and skills shall

include, but need not be limited to the

following:
	Comment acknowledged. 
No change.

As long as minimum course content is met, training programs may incorporate new course materials into their curriculum within the established standards once the changes have been reviewed and approved by EMSA. 



	100057.

Page 5


	Kenta Takamori
	EMSA should approve the course content of the epi training and instructor training process.  


	Comment acknowledged

No change

Sections 100058 and 100059 of the proposed regulations establish the instructor requirements and requires the training program director to approve the instructors. 

	100058/6/29


	Kevin Mackey
	A list of instructors every 30 days is redundant and will lead to poor compliance over time.  Suggest a comprehensive list every 6 months, and updates on additional instructors monthly  
	Comment acknowledged.

Based on the comments received EMSA will modify instructor list requirements. 

A specified time frame is necessary for EMSA to ensure that all instructors are qualified and approved to issue course completion documents and that students have completed the training with a qualified and approved instructor. This will allow the students to receive certification cards in a timely manner. 



	100058/page 6/line 29
	Shana Tarter
	Providing updated instructor lists every 30 days seems excessive and burdensome on both the training program and the EMS Authority.  Suggest changing to every 6 or 12 months, or creating an online register where changes can be made as needed.  If these are lists of instructor names and an organization has 50 instructors it is an onerous task to review person by person to look for changes.  Why not require a complete list every 12 months and changes within 30 days of a change?
	Comment acknowledged.
Based on the comments received EMSA will modify instructor list requirements. 

A specified time frame is necessary for EMSA to ensure that all instructors are qualified and approved to issue course completion documents and that students have completed the training with a qualified and approved instructor. This will allow the students to receive certification cards in a timely manner. 


	100059
Page 6


	California Nurses Association
	Thank you for incorporating our recommendations into the modified text enhancing the instructor requirements. The requirements now ensure qualified instructors and provide EMSA with a baseline evaluation of instructors authorized by approved training programs. 
	Comment acknowledged

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person. 

	100059.

Page 7

Line 2
	Lauren Dietrich Chavez
	Suggest EMSA remove the A-EMT minimum for teaching. 


	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	100059.


	Lauren Dietrich Chavez
	Individual programs should be relied upon to establish teaching competency.  


	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	100059.
Page 6, line 2
	David Yacubian, EMT
	I would like to suggest removing the A-EMT minimum requirement for teaching. As an EMT-B and an educator for over 15 years I know that I am more than qualified to lead the proposed training. I also know that the educators I hire (who are medical professionals are as well) are qualified. I know firsthand that training level does not translate to teaching competency- limiting the training to A-EMTs and above will disqualify qualified individuals and will limit available training for this important initiative.  I would suggest that the individual programs be relied upon to establish teaching competency. 


	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	100059/page 7/lines 1-6


	Shana Tarter
	Strongly disagree with the comments made in the first comment period that only Advanced EMTs and other healthcare professionals or EMTs who have taken the training are qualified to deliver this training.  I have worked in healthcare education for 25 years and believe it is a mistake to equate a practitioner’s credential (or lack there of) to their ability to teach others.  For example, most pharmaceutical reps are not healthcare practitioners, yet they are able to teach the administration of new medications, techniques, and tools to practitioners.   Many physicians are excellent practitioners but not good educators.

CPR training has been successful largely because of its widespread availability.  Training organizations are charged with developing strategies for quality assurance in the content delivery and establishing instructor training standards.  The EMS Authority should judge a training program on its approach to curriculum development and delivery and its instructor training program.  There are many potential instructors with great capacity to teach this topic who do not hold the listed credential. There are many examples of epinephrine laws in other states that establish minimum training guidelines but delegate the oversight, including qualifications and training, of instructors to the training agencies themselves.  Colorado 

and Alaska are two examples.

I propose the language revert to the original wording or drop instructor qualifications altogether and put the burden on approved training organizations.
	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	100059.
Page 7

Line 2
	Kenta Takamori
	I support removing the A-EMT minimum for teaching epi pen training. 


	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	100059.

	Kenta Takamori
	Individual programs should be relied upon to establish teaching competency.  


	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	100059.

Page 7

Line 2
	Kenta Takamori
	By limiting it to A-EMTs, EMSA will unnecessarily limit the available training opportunities and thus the reach of people available to support this public health initiative.


	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	§ 100059. Instructor Requirements. 

	Connie Green
	(2) Meet one of the following requirements: 

Why are all requirements now needed to be an instructor? 

Similarly, why was this clause removed? “(B) Experience in instructing first aid and CPR courses, and/or” Are the Instructor requirements for this class the same as those needed to be a CPR/AED instructor? 

Or otherwise stated - Does this class have the additional requirement that an instructor must be or have been EMTs or higher grade EMS personnel? 

If course instructors for CPR/AED are not required to currently be, or have previously been EMTs, imposing this restriction on this class is unreasonable. 

It will have the effect of unnecessarily reducing the number of instructors able to teach this class, and so restrict the number of classes available for people to take. I believe this is against the original intent of this law, which is to make autoinjectors easily available to trained laypeople.
	Comment acknowledged

Suggestion will be adopted

Based on numerous comments received EMSA will not limit training instructors to the level of an EMT or higher. EMSA recognizes there are those qualified to teach the required skills through education and/or experience and by limiting instructors to an EMT or higher level will reduce the number of qualified instructors which in turn would restrict the number of classes available. EMSA feels this is against the original intent of this law, which is to make training in the use and administration of an epinephrine auto-injector easily available to the lay person.

	§ 100060. Notification of Program Approval. 

	Connie Green
	Does the EMSA have a way of notifying all training program managers of any changes in Anaphylaxis response guidelines? 
When or if best practices for responding to Anaphylaxis change, how long do the training programs have to switch to the new standards? 

Will the program approval be revoked if the program does not update it’s material?
	Comment acknowledged 
EMSA will have contact information for all training programs and will disseminate information that way. 
As long as minimum course content is met, training programs may incorporate new course materials into their curriculum within the established standards at any time once the changes have been reviewed and approved by EMSA. 
Only if minimum course requirements are not met. 


	100062.

Page 8
	Brian Morr, BS,MICP
	Place whatever language is proposed to appear on the Certification card on the back of the license card already issued to RNs, Paramedics, and EMTAs. This will save staff time and reduce cost because CPR, eligibility and standing are already checked as part of the relicensure process.
	Comment acknowledged. 

No change.

RNs, Paramedics, and AEMTs will be required to carry a separate epinephrine auto-injector certification card to avoid confusion between their authorized scope of practice within the EMS system and their off-duty certification. 



	§ 100062. Certification Card. 

	Connie Green
	Information specified to be required in the certification card in § 100062. Certification Card. does not mention the instructor signature, which is required in § 100056. 
Will the instructor name or trainer- 

identification number be on the card or just the signature? 


	Comment acknowledged

Section 100056 (b)(8)(D) requires the training program to provide EMSA with a copy of their course completion document which must have a signature line for the instructor, as part of the approval process. 

In Section 100059 (b) the instructor is required to provide the individual with a signed course completion document as proof of successful completion of the epinephrine class. 
This document is sent to EMSA as part of the package to receive a certification card. 
Only the individuals name will be on the certification card and only the individual is required to sign the certification card. 

	Whole Document 


	Connie Green
	People will have questions related to how the laws apply. This was discussed twice in the meetings. 

Please provide a FAQ for the authorized healthcare providers, the pharmacists, and the trainees. 
	Comment acknowledged
No change

A frequently asked questions (FAQ) section is not part of a regulation package however; EMSA may include an FAQ on its website upon approval and implementation of the regulations.

	Application for Epinephrine Auto-injector Certification
	Shana Tarter
	Allow for email submission of the application and supporting documentation 
	Comment acknowledged 

Suggestion will be adopted with the exception of fees via email as email is not secure.

	Application for Epinephrine Auto-injector Certification
	Shana Tarter
	Consider a minimum age for training and certification
	Comment acknowledged

No change

Death from anaphylaxis has become a pervasive yet preventable problem in the community. A minimum age requirement does not meet the intent of the statute which is to create a process for the lay public to receive training to assist a member of the general public who is suffering from anaphylaxis while also being provided civil liability protection. 

	Application for Epinephrine Auto-injector Certification
	Shana Tarter
	Include EMTs (formerly EMT Basic) with paramedics and AEMTs in the groups who have met the requirements for training.  For more than 20 years EMTs have been trained to use auto-injectors.

In the1994 Department of Transportation EMT Basic National Standard Curriculum, EMTs were expected to have the cognitive, affective and psychomotor competencies to administer epinephrine via auto-injector.  

The 2011 National EMS Education Standards document entitled EMT Instructional Guidelines includes the following:  
VII. Epinephrine as a Treatment for Allergic Reaction

A. Indications – Severe Allergic Reaction or Hypersensitivity to Exposed Substance

B. Contraindications – Not Patient’s Drug, Expired, or Discolored

C. Actions – Slows Allergic Response, Raises B/P, Dilates the Bronchioles

D. Side Effects – Increased Pulse Rate and B/P, Anxiety, Cardiac Arrhythmias

E. Auto injection Systems

1. Physician order

2. Expiration date and patient prescription

3. Prep site, remove needle cover

4. Lateral thigh; push against thigh; hold until drug fully injected

5. Monitor patient response

6. Dispose properly 


	Comment acknowledged
No change 
As long as EMTs are able to provide current documentation of having met the requirements for training they may receive a certification card.

	Form# 1.9app (5/2015)

Certification Eligibility (1)


	LA County EMS Agency
	Add “Physician Assistant, Registered Nurse, Nurse Practitioner and Nurse Midwife” to the certification eligibility section of the application.
	Comment acknowledge

Suggestion will be adopted

	Form# 1.9app (5/2015)

Basis of Eligibility


	LA County EMS Agency
	Add “Physician Assistant, Registered Nurse, Nurse Practitioner and Nurse Midwife” to the basis of eligibility section of the application.


	Comment acknowledged

Suggestion will be adopted
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