
ssssb-cssaed-sep12item03


Page 3 of 3

	California Department of Education
Executive Office
SBE-003 (REV. 08/2011)

ssssb-cssaed-sept12item03
	ITEM #08 

	[image: image5.png]





             
	CALIFORNIA STATE BOARD OF EDUCATION
SEPTEMBER 2012 AGENDA

	SUBJECT

Administration of Epilepsy Medication—Adopt the Proposed Regulations for Additions to the California Code of Regulations, Title 5, Sections 620–627.
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SUMMARY OF THE ISSUE(S)

Senate Bill 161 was signed by the Governor on October 7, 2011. California Education Code (EC) Section 49414.7, implementing SB 161, went into effect on January 1, 2012. SB 161 authorizes a school district, county office of education, or charter school to participate in a program to provide nonmedical school employees with voluntary emergency medical training to provide, in the absence of a credentialed school nurse or other licensed nurse on-site at the school or charter school—and with a parent’s written authorization—emergency medical assistance to pupils with epilepsy suffering from seizures, in accordance with guidelines to be developed by the California Department of Education (CDE) in consultation with the State Department of Public Health. The CDE was required to post these guidelines on its Web site by July 1, 2012. The SBE adopted emergency regulations to meet this requirement, and the CDE posted the emergency regulations in a timely manner.

Because SB 161 states that the training must be “consistent” with the guidelines and that a nonmedical school employee who has completed the voluntary training and provides assistance “shall” provide assistance “using the guidelines,” the guidelines are to be rules of general application, and it is necessary to adopt them as regulations. Emergency regulations containing the guidelines became effective March 26, 2012, and are set to expire on September 25, 2012. However, if adopted and submitted to the Office of Administrative Law (OAL), the emergency regulations will remain in effect during OAL’s review of the permanent regulations.

RECOMMENDATION
The CDE recommends the State Board of Education (SBE) take the following actions:

· Approve Final Statement of Reasons.
· Formally adopt the proposed regulations approved by the SBE at the July 2012 meeting. No amendments or edits have been made to the proposed regulations;

· Direct the CDE to complete the rulemaking package and submit it to the OAL for approval.
· Authorize the CDE to take any necessary ministerial action to respond to any direction or concern expressed by the OAL during its review of the rulemaking file.
BRIEF HISTORY OF KEY ISSUES
SB 161 went into effect on January 1, 2012. Volunteer nonmedical school employees must be trained in order to provide the emergency medical assistance described in this program. The training must be consistent with the guidelines posted on July 1, 2012. Any emergency medical assistance provided by trained volunteer nonmedical employees must be provided using the guidelines posted on July 1, 2012. Because the guidelines are to be rules of general application, it was necessary to adopt them as regulations. The CDE received public comments on the proposed permanent regulations during a 45-day public comment period from March 23, 2012, through 

May 7, 2012. Emergency regulations became effective on March 26, 2012. They will expire on September 25, 2012. A 15-day public comment period ran from July 21, 2012, to August 6, 2012. In this agenda item, the CDE takes the next step by recommending the adoption of permanent regulations since no changes are being made after the 15-day public comment period.

SUMMARY OF PREVIOUS STATE BOARD OF EDUCATION DISCUSSION AND ACTION
On March 7, 2012, the SBE approved the adoption of emergency regulations, which became effective on March 26, 2012.

On March 7, 2012, the SBE approved the commencement of the rulemaking process for permanent regulations since the emergency regulations expire on September 25, 2012. The 45-day public comment period ran from March 23, 2012, to May 7, 2012. A public hearing was held on May 7, 2012, in accordance with the Administrative Procedure Act. Additionally, a stakeholders meeting was held on May 18, 2012. The purpose of this meeting was to provide the Stakeholders and the CDE an opportunity to engage in dialogue regarding the proposed regulations. Such dialogue, although outside the 45-day comment period, aided the CDE in expanding its perspective on the issues as it moved toward the completion of the regulatory process.
On July 18, 2012, the SBE approved the commencement of a 15-day public comment period, which ran from July 21, 2012, to August 6, 2012. During the public comment period, comments were received from 113 individuals and have been summarized and responded to in the Final Statement of Reasons.
FISCAL ANALYSIS (AS APPROPRIATE)
The attached Fiscal Impact Statement was also submitted with the March 2012 item.
ATTACHMENT(S)
Attachment 1: Final Statement of Reasons (27 pages)
Attachment 2: Regulations (8 Pages) 
Attachment 3: Economic and Fiscal Impact Statement (STD. 399) (4 pages)
FINAL STATEMENT OF REASONS
Administration of Epilepsy Medication

UPDATE OF INITIAL STATEMENT OF REASONS

Pursuant to Govt. Code section 11346.3(e)
Effect on agencies: The proposed regulations address a program that is voluntary on the part of educational agencies, and therefore there are no mandated costs for such agencies. Those educational agencies that choose to participate in the program may encounter costs related to training or employee overtime.

SUMMARY AND RESPONSE TO COMMENTS RECEIVED DURING THE INITIAL NOTICE PERIOD OF MARCH 24, 2012 THROUGH MAY 7, 2012, INCLUSIVE.

The original proposed text was made available for public comment for at least 45 days from March 24, 2012 through May 7, 2012. Letters were received from 156 commenters during the 45-day comment period. A public hearing was held at 1:30 p.m. on May 7, 2012, at the California Department of Education (CDE). Six individuals attended and gave public comment at the public hearing. Pursuant to California Government Code sections 11346.9(a)(3) and (a)(5), the CDE, on behalf of the State Board of Education (SBE), has summarized and responded to the written comments by section as follows:

SECTION 620

Maggie Ikeda Pendleton, Clovis USD 
Kathy Hundemer, California School Nurses Organization 
Diane Durando, Clovis USD
Marian Oliver, Huntington Beach Union High School District 
Karen Temple, Anaheim City School District 
Frank Rodriguez, Anaheim City School District 
Laura Olivo, Marin County Office of Education 

Leticia Plaza, Clovis Unified School District

Marci McLean-Crawford, Huntington Beach Union High School District

Comment 1: Several commenters express concern that the regulations violate the Nursing Practices Act (NPA), Business and Professions Code sections 2700 et seq. and 2732, in that they authorize voluntary nonmedical school personnel to perform nursing functions, i.e., to assess whether an emergency anti-seizure medication should be administered, administer the medication, and assess a pupil’s status post-administration. 

Reject: The purpose of these regulations is to implement SB 161, as codified at Education Code section 49414.7, which authorizes volunteer nonmedical school personnel, under specified conditions, to administer emergency anti-seizure medication. Section 49414.7(b) states that it provides that authorization “notwithstanding . . . Section 2732 of the Business and Professions Code.” 
Bernadette Bettencourt, Stockton usd 
Nora Crans, Castro Valley usd

Judy Winter, Glendale usd 

Kimiko Collins Curtis, Santa Clara Co. ofc. of Education

Deborah Mutman, Santa Clara Co. ofc. of Education

Amelia Owen-Casillas

Joanne Preston, Junction Elementary School District 

Bonnie Magnetti, Rocklin Usd 

Nancy Rader, Fullerton school district

Kathy Hundemer, California School Nurses Organization 

Diane Durando, Clovis USD 

Lois Schultz-Grant 

Maggie Ikeda Pendleton, Clovis USD
Jan Wilde, Sulphur Springs School District

Rebecca Libonati, Snowline Joint Union School District

Katy Waugh, Cupertino Unified School District

Leticia Plaza, Clovis Usd
Comment 2: Several commenters expressed concern that the regulations do not sufficiently address situations in which local educational agencies (LEAs) choose not to engage in this program, or situations in which LEAs do choose to engage in the program but no volunteers are available.

Reject: When a parent requests to have volunteer nonmedical school personnel trained to administer an emergency anti-seizure medication in the event a nurse is not available when a pupil has a seizure, the school must notify the parent that the pupil may qualify for services or accommodations under an IEP or 504 plan. (Ed. Code § 49414.7(d).) See also CDE Program Advisory on Medication Administration, at Section XV, relating to medication provided pursuant to an IEP or section 504 plan. If the parent chooses not to pursue an IEP or 504 plan, the school may create an individualized health plan, seizure action plan, or other appropriate health plan designed to acknowledge and prepare for the pupil’s health care needs in school. The plan may include the involvement of trained volunteer school employees or a licensed vocational nurse. (Ed. Code § 49414.7(f).) 
It is not necessary to provide more information in these regulations as to what occurs if an LEA chooses not to engage in this program, or if an LEA chooses to engage in the program but no volunteers are available. SB 161 called for the development of guidelines regarding training and supervision of volunteer nonmedical school personnel to administer emergency anti-seizure medication. (Ed. Code, § 49414.7(m)(1).) These regulations provide those guidelines. The program is voluntary on the part of LEAs. Accordingly, the regulations represent guidelines for those LEAs who voluntarily choose to participate in the program. If an LEA elects to participate, but there are no volunteers, the LEA must re-notify the parent of the option to have the pupil assessed for an IEP or a 504 pan. (Ed. Code § 49414.7(j).) 

SECTION 621

Maggie Ikeda Pendleton, Clovis USD
Kathy Hundemer, California School Nurses Organization 
Diane Durando, Clovis USD 
Laura Olivo, Marin County Office of Education
Frank Rodriguez, Anaheim City School District 
Leticia Plaza, Clovis USD

Marci McLean-Crawford, Huntington Beach Union High School District

Comment 3: Section 621(a) - emergency anti-seizure medication: Several commenters express concern that the definition only specifically addresses diazepam, but does not specifically address other emergency anti-seizure medications approved by the FDA.

Reject: Diazepam is the only emergency anti-seizure medication currently approved by the FDA. However, the definition also covers other emergency medications that may be approved by the FDA for this purpose in the future. If other such medications are approved by the FDA, the regulations will apply to them.

Dolores Duran-Flores, California School Employees Association

Comment 4: Section 621(d) - regular school day: The commenter expresses concern that this definition goes beyond the language and intent of the statute. The commenter expresses concern that the definition does not provide sufficient detail as to how the process will work on field trips. The commenter expresses concern that volunteer nonmedical school personnel will be required to work beyond normal school hours, and if so, whether they will be paid for doing so.

Partially Accept: The CDE accepts this comment to the extent it expresses concern that the regulation goes beyond the scope of the statute. Section 621 will be amended to delete the definition of “regular school day” in part (d).

Partially Reject: The statute and regulations state that participation of volunteer nonmedical school personnel is voluntary. (Ed. Code § 49414.7(b), 5 CCR § 623 (f)(1).) The statute and regulations also state that volunteers will be paid when administration of medication and subsequent monitoring of the pupil requires the volunteer to work beyond normally scheduled hours. (Ed. Code § 49414.7(l), 5 CCR § 623(f)(7).) 
Tricia Hunter, American Nurses Association California

Comment 5: The commenter recommends that more guidance and direction be provided as to the administration of emergency medication at different times of the “regular school day.” Specifically, the commenter recommends that further detail be provided as to the availability of volunteers, accessibility to medications and medical records, and reporting of emergency medical assistance on field trips and extracurricular activities.
Reject: The CDE believes that the definition is sufficiently clear. The CDE notes that the CDE’s Program Advisory on Medication Administration, http://www.cde.ca.gov/ls/he/hn/documents/medadvisory.pdf, at Section IX, provides further guidance on administration of medication on field trips and other school-related activities.

Comment 6: Section 621(e) - Supervision: The commenter recommends cross-referencing section 627, specifying that the supervisor need not be present at the time the emergency anti-seizure medication is administered, and including observation, review of pertinent records and instruction/training when necessary within the definition of supervision.

Reject: The CDE believes that the definition is sufficiently clear and comprehensive. The definition of supervision already makes clear that the supervisor need not necessarily be immediately present at all times, and therefore already makes clear that the supervisor need not necessarily be present at the time the volunteer administers an emergency anti-seizure medication. The CDE believes that so long as the supervisor ensures that the requirements of section 627 are met, the details of supervision may be left to the discretion of an LEA that chooses to participate in this program.

SECTION 622
Sherry Skelly Griffith, Association of California School Administrators
Comment 7: Section 622(a) - physician and surgeon: The commenter recommends that the reference to “a physician and surgeon” be changed to “a physician or surgeon.” 

Reject: “Physician and surgeon” is used in the statute. (Ed. Code § 49414.7(m)(5)(A).) The CDE notes that Business and Professions Code sections 2050 and 2051 refer to licensed physicians and surgeons in the conjunctive. The CDE believes the regulation is sufficiently clear.

Bonnie Castillo, California Nurses Association 
Cynthia Edmiston, Tracy USD
Michelle Ward, ABC USD 
Bonita Mallory, Twin Rivers USD
Laura Olivo, Marin County Office of Education 

Frank Rodriguez, Anaheim City School District

Marian Oliver, Huntington Beach Union High School District 

Karen Temple, Anaheim City School District 

Donna Beckman, San Joaquin County Office of Education

Dolores Sanchez, California Federation of Teachers

Comment 8: Section 622(c) - credentialed school nurse: Several commenters express concern that a credentialed school nurse who trains and/or supervises voluntary nonmedical school personnel violates the NPA, Business and Professions Code sections 2700 et seq. and 2732, and is subject to professional discipline. 
Reject: The purpose of the regulations is to implement SB 161, codified by Education Code section 49414.7, which authorizes voluntary nonmedical school personnel, under specified conditions, to administer emergency anti-seizure medication and take certain actions related to that administration. Section 49414.7(b) states that it provides that authorization “notwithstanding . . . Section 2732 of the Business and Professions Code.” The statute calls for licensed health care professionals to train and supervise the volunteers. The statute lists credentialed school nurses as being among those licensed health care professionals authorized to train volunteers. (Ed. Code § 49414.7(m)(5)(C).)
Diane Goldman, San Francisco Unified School District

Carol Kemp Nemiro, Hollister School District

Comment 8.1: The commenters suggest adding indemnification of licensed health care professionals who train and/or supervise voluntary nonmedical school personnel.
Reject: The regulations state that volunteer nonmedical school personnel will be indemnified. (5 CCR § 623(f)(6).) The statute is otherwise silent as to issues of liability and indemnification. It is not necessary or appropriate to address other issues of liability and indemnification in these regulations. 
Maggie Ikeda Pendleton, Clovis USD 
Kathy Hundemer, California School Nurses Organization

Diane Durando, Clovis USD 
Comment 9: Several commenters express concern that the regulation violates Education Code section 49422. 

Reject: The purpose of the regulations is to implement SB 161, codified by Education Code section 49414.7, which authorizes voluntary nonmedical school personnel, under specified conditions, to administer emergency anti-seizure medication. The statute calls for licensed health care professionals to train and supervise the volunteers. The statute lists credentialed school nurses as among those licensed health care professionals authorized to train. (Ed. Code § 49414.7(m)(5)(C).)
SECTION 623 
Linda Shank, Eureka USD
Lois Schultz-Grant 
Michelle Ward, ABC USD
Dayle Edgerton, Roseville Joint Union High School District 
Patricia Gomes, Central USD
Diane Durando, Clovis USD, April 20 and May 7, 2012; 

Maggie Ikeda Pendleton, Clovis USD
Kathy Hundemer, California School Nurses Organization 
Rosemarie Alpay, San Juan USD
Bernadette Bettencourt, Stockton USD 

Nora Crans, Castro Valley USD 
Judy Winter, Glendale USD 
Kimiko Collins Curtis, Santa Clara County Office of Education 
Deborah Mutman, Santa Clara County Office of Education 
Amelia Owen-Casillas 
Joanne Preston, Junction Elementary School District 
Laura Olivo, Marin County Office of Education 
Bonnie Magnetti, Rocklin USD 

Frank Rodriguez, Anaheim City School District 
Tricia Hunter, American Nurses Association California 

Marian Oliver, Huntington Beach Union High School District 

Karen Temple, Anaheim City School District

Jan Wilde, Sulphur Springs School District

Rebecca Libonati, Snowline Joint Union School District

Katy Waugh, Cupertino USD
Leticia Plaza, Clovis USD
Jackie Thompson, Val Verde Unified School District

Marci McLean-Crawford, Huntington Beach Union High School District

Comment 10: Several commenters recommend that a CPR requirement be added. These commenters note that CPR is a requirement for those who administer epinephrine in schools, Education Code section 49414(e)(2)(D), and for those providing specialized physical health care services, such as catheterization, gastric tube feeding, and suctioning, in schools. (Ed. Code § 49423.5(c).) The commenters state that anti-seizure medications can cause respiratory depression (shallow breathing).

Reject: At the March 7, 2012 SBE hearing on the proposed emergency regulations, Senator Bob Huff, the author of SB 161, stated that CPR was discussed throughout the legislative process and was intentionally rejected. The SBE subsequently rejected the CPR requirement. The CPR requirement was removed from the proposed emergency regulations and the proposed permanent regulations.

While the CDE’s Program Advisory on Medication Administration “recommends” that unlicensed personnel administering medication be trained in CPR, id. at IV(A)(2) and XII(B)(2), the CDE will not propose a CPR requirement in these regulations.

The CDE notes that nothing in the statute or regulations precludes a LEA that chooses to participate in this program from providing CPR training to volunteers.

Dolores Duran-Flores, California School Employees Association

Comment 11: The commenter opposes adding a CPR requirement in the regulations. She states that such a requirement would go beyond the statute.

No response required: See response to Comment 10, above.
Maggie Ikeda Pendleton, Clovis USD 

Kathy Hundemer, California School Nurses Organization 
Diane Durando, Clovis USD 
Karen Temple, Anaheim City School District 
Marian Oliver, Huntington Beach Union High School District 
Nancy Rader, Fullerton School District 

Leticia Plaza, Clovis USD
Comment 12: Several commenters recommend adopting standardized forms including (1) a contract requiring parents to notify the school if and when an emergency anti-seizure medication is administered at home before school on any given day, (2) a release for exchange of information to allow the school staff to communicate with all stakeholders caring for the student, and (3) an evaluation of competency to assure that the volunteer is competent to administer the medication safely. These commenters also recommend adding a requirement that the training content include administering emergency anti-seizure medications in special situations such as on school buses and for students who have severe behavioral, physical or medical disabilities.

Reject: As for (1), (2) and (3), the CDE believes that it is unnecessary to adopt standardized forms through the regulatory process. The CDE notes that when standardized forms are adopted, any subsequent proposed changes must also go through the regulatory process. The LEAs that choose to participate in the program have discretion to adopt forms that work for them. The statute calls for the CDE to post on its web site a clearinghouse for best practices in training volunteer nonmedical school personnel in emergency administration of anti-seizure medication to pupils with epilepsy suffering from seizures. (Ed. Code § 49414.7(m)(3).) Sample forms will be included on the clearinghouse. 
As for (1), specifically, the CDE notes that the statute requires that the local plan include the requirement that the parent notify the school if the pupil has had an emergency anti-seizure medication administered within the past four hours on a school day. (Ed. Code § 49414.79k(3).)
As for training regarding specialized situations, the CDE notes that training will necessarily be individualized because it must be in accordance with the pupil’s health care practitioner’s instructions. (5 CCR §§ 624(b), 626(a)(3).) Therefore, volunteers will be trained in information specific to the individual pupil involved.
Bernadette Bettencourt, Stockton USD 
Nora Crans, Castro Valley USD
Judy Winter, Glendale USD
Kimiko Collins Curtis, Santa Clara County Office of Education 
Deborah Mutman, Santa Clara County Office of Education 
Amelia Owen-Casillas 
Joanne Preston, Junction Elementary School District 
Laura Olivo, Marin County Office of Education 
Bonnie Magnetti, Rocklin USD
Frank Rodriguez, Anaheim City School District 
Jan Wilde, Sulphur Springs School District

Rebecca Libonati, Snowline Joint Union School District

Katy Waugh, Cupertino Unified School District

Marci McLean-Crawford, Huntington Beach Union High School District

Comment 13: Several commenters recommend adding more details regarding training, and specifically (1) adopting a standardized form for communication between the school and the physician, (2) adopting the diastat manufacturer’s recommendations as regulations, and (3) adding an evaluation of competence as a training requirement. 
Reject: As for (1), the CDE believes that it is unnecessary to adopt a standardized form for communication between the school and the physician through the regulatory process. The CDE notes that when standardized forms are adopted, any subsequent proposed changes must also go through the regulatory process. The LEAs can adopt forms that work for them. The statute calls for CDE to post on its web site a clearinghouse for best practices in training volunteer nonmedical school personnel in emergency administration of anti-seizure medication to pupils with epilepsy suffering from seizures. (Ed. Code § 49414.7(m)(3).) Sample forms will be included on the clearinghouse. 
As for (2), the CDE does not believe it is necessary or appropriate to adopt the diastat manufacturer’s recommendations as regulations. First, the regulations already require that training be provided in accordance with the particular manufacturer’s instructions. (5 CCR § 624(a).) Second, diastat is just one emergency anti-seizure medication. The regulations also cover other emergency anti-seizure medications that may be approved by the FDA in the future. Third, if the diastat manufacturer’s instructions were to change, it would be necessary to go through the regulatory process to change the regulations.
As for (3), the statute states that a volunteer who has completed the training can administer an emergency anti-seizure medication. Each training will necessarily be individualized in that it must be in accordance not only with the manufacturer’s instructions but also the pupil’s health care provider’s instructions. Therefore, it would be difficult to develop a standard evaluation. In any event, the CDE believes the decision as to whether to include an evaluation in the training, and, if so, the determination of the content of such an evaluation, are best left to the discretion of the individual LEAs who choose to participate in the program. Sample evaluation forms will be included in the clearinghouse.

Christine Herman, Los Angeles County Office of Education

Laura Olivo, Marin County Office of Education

Frank Rodriguez, Anaheim City School District 

Marian Oliver, Huntington Beach Union High School District 

Karen Temple, Anaheim City School District

Jan Wilde, Sulphur Springs School District

Rebecca Libonati, Snowline Joint Union School District

Katy Waugh, Cupertino USD

Marci McLean-Crawford, Huntington Beach Union High School District

Dolores Sanchez, California Federation of Teachers

Comment 13.1: Several commenters recommend clarifying how volunteer nonmedical school personnel would perform a rectal administration of diazepam in a way that respects the student’s privacy. 
Reject: The regulations require that the training include techniques and procedures to ensure pupil privacy. (5 CCR section 623(d).) Such techniques and procedures will necessarily be individualized in accordance with the physical attributes of the particular setting. The CDE does not believe it is necessary or appropriate to standardize such techniques and procedures in regulations. Rather, these decisions should be left to the discretion of the individual LEAs who choose to participate in the program.
Dolores Duran-Flores, California School Employees Association 
Comment 14: The commenter recommends adding two provisions from the statute to the regulations: Education Code section 49414.7(g)(2), prohibiting employees from coercing other employees into volunteering, and Education Code section 49414.7(g)(5) limiting the method and timing of recruitment of volunteers to an electronic notice no more than twice per year to all staff. The commenter asserts that it is necessary to include these provisions in the regulations so that volunteers know their participation is truly voluntary.

Accept: The purpose of the regulations is to provide guidance on training and supervision of volunteers. (Ed. Code § 49414.7(m)(1), 5 CCR 620).) Section 623(f) includes under training contents, for purposes of clarity, that volunteers be informed of certain rights and responsibilities. These provisions are sufficiently related to those rights and responsibilities to merit inclusion. Section 623(f) will be amended to incorporate the provisions of Education Code sections 49414.7(g)(2) and (5). 
Dolores Sanchez, California Federation of Teachers
Comment 14.1: The commenter recommends that the regulations mandate collective bargaining over the conditions for volunteering, in order to prevent coercion. The commenter expresses concern as to whether volunteers will be paid for working extra hours.

Reject: The statute prohibits employees from coercing other employees into volunteering. Education Code section 49414.7(g)(2). The statute does not address collective bargaining. While the CDE recognizes that individual LEAs may engage in bargaining with labor groups relating to the emergency administration of anti-seizure medication, it is not necessary or appropriate to mandate such bargaining in these regulations. The statute and regulations require that volunteers be paid when administration of medication and subsequent monitoring of the pupil requires the volunteer to work beyond normally scheduled hours. (Ed. Code § 49414.7(l), 5 CCR § 623(f)(7).) 
Sherry Skelly Griffith, Association of California School Administrators 
Comment 15: (1) The commenter expresses concern about the validity of the requirement in section 623(f)(5) that, after an initial three-day period for rescission of the offer to volunteer following training, a trained volunteer must provide a two-week notice that he is rescinding his offer to volunteer. The commenter recommends substituting language simply “encouraging” the trained volunteer to provide the two-week notice. 
(2) The commenter recommends adding to section 623(f)(9) requirements that each administration of anti-seizure medication be reported to the administrator that each such report must be documented.
Partially accept: The CDE accepts the second suggestion because it is consistent with sections 627(a)(4) and 627(a)(5). Section 623(f)(9) will be amended to add “documentation.” It will state that “he or she must report every administration of anti-seizure medication to the school or charter school administrator and each report shall be documented.”
Partially reject: The CDE rejects the first suggestion because the statute requires the two-week notice. (Ed. Code § 49414.7(g)(3).) 

Robert E. Kladifko, California State University Northridge 

Comment 16: The commenter expresses concern as to who is liable if something goes wrong when a volunteer nonmedical school employee administers an emergency anti-seizure medication. The commenter expresses concern as to whether pressure will be put on staff to volunteer.

Reject: The statute and regulations state that volunteer nonmedical school personnel will be indemnified. (Ed. Code § 49414.7(i), 5 CCR § 623(f)(6).) The statute does not address other issues of liability or indemnification. Accordingly, the CDE believes it is not necessary or appropriate to address any further issues of liability or indemnification. The statute states that an employee shall not coerce another employee into volunteering. (Ed. Code § 49414.7(g)(2).) The CDE believes it is not necessary to include that reference, relating to recruitment, in regulations that focus on training and supervision.

Diane Goldman, San Francisco USD

Comment 17: The commenter approves of the requirement in the statute and the regulations to call 911.

No response required. The statute and regulations require that, when a volunteer nonmedical school employee administers an emergency anti-seizure medication, the administrator, or if the administrator is not available another staff member must call 911. (Ed. Code § 49414.7(m)(3)(c), 5 CCR § 623(c).) 
Rosemarie Alpay, San Juan Unified School District 
Comment 18: The commenter expresses concern that a volunteer who is asked to make a determination as to whether to call 911 is making a nursing judgment.

Reject: The purpose of these regulations is to implement SB 161, as codified at Education Code section 49414.7, which authorizes volunteer nonmedical school personnel, under specified conditions, to administer emergency anti-seizure medication. Section 49414.7(b) states that it provides that authorization “notwithstanding . . . Section 2732 of the Business and Professions Code.” 

The statute and regulations require that, when a volunteer nonmedical school employee administers an emergency anti-seizure medication, the administrator, or if the administrator is not available another staff member, must call 911. (Ed. Code § 49414.7(m)(3)(c), 5 CCR § 623(c).) There is no discretion as to whether to call 911. That is, if there is an administration of an emergency anti-seizure medication, 911 must be called. The volunteer is one potential staff member who could make that call if the administrator is not available. 

Maggie Ikeda Pendleton, Clovis USD
Diane Durando, Clovis USD

Comment 19: Several commenters recommend that in the absence of a school nurse, 911 should be called.

No response required: The statute and the regulations already state that 911 must be called. 
Tricia Hunter, American Nurses Association California 

Comment 20: The commenter expresses concern that the regulations do not contain sufficient detail as to training. The commenter references as examples other guidelines such as CDE’s Training Standards for the Administration of Epinephrine Auto-Injectors, the California Department of Public Health’s Guidelines for the Management of Asthma in California Schools, CDE’s Program Advisory on Medication Administration, and Tennessee’s Guidelines for the Emergency Use of Anti-Seizure Medication in Schools, as well as statutes and regulations on health care professionals training and supervising.
Reject: The regulations require that training be in accordance with the particular manufacturer’s instructions and the pupil’s health care practitioner’s instructions, and that it cover the recognition and treatment of different types of seizures, administration of the medication, basic emergency follow-up procedures, techniques and procedures to ensure pupil privacy, and record-keeping and record retention. (5 CCR §§ 623(a) - (e), 624(a) and (b).) The manufacturer’s instructions and the health care practitioner’s instructions will provide a certain level of individualized detail in each training. An LEA that chooses to participate in the program has discretion as to the details of the training on the other required topics. The CDE will post samples of best practices on these other topics in the clearinghouse. The CDE believes it is not necessary or appropriate to mandate any further specific training details by way of regulation.

Comment 21: The commenter recommends that the rights of the volunteer be separated out into a different section from the content of the training. 
Reject: The CDE believes the formatting change is not necessary.

Laura Olivo, Marin County Office Of Education
Frank Rodriguez, Anaheim City School District
Marian Oliver, Huntington Beach Union High School District
Karen Temple, Anaheim City School District 

Marci McLean-Crawford, Huntington Beach Union High School District

Comment 21.1: The commenters recommend more detailed training requirements relating to the recognition of seizures.

Reject: The state and regulations require that the training cover the recognition and treatment of different types of seizures. (Ed. Code § 49414.7(m)(3)(A); 5 CCR § 623(a).) An LEA that chooses to participate in the program has discretion as to the details of the training. The CDE will post samples of best practices in the clearinghouse. The CDE believes it is not necessary to mandate any further details regarding training in recognition of seizures.

Kimiko Collins Curtis, Santa Clara County Office of Education 
Deborah Mutman, Santa Clara County Office of Education 

Carol Kemp Nemiro, Hollister School District

Comment 22: These commenters express concern that the requirement to observe the student after the administration of an anti-seizure medication violates Education Code section 49423.5(D) because it involves a nursing assessment.

Reject: As stated above, the purpose of these regulations is to implement SB 161, as codified at Education Code section 49414.7, which authorizes volunteer nonmedical school personnel, under specified conditions, to administer emergency anti-seizure medication. Section 49414.7(b) states that it provides that authorization “notwithstanding . . . Section 2732 of the Business and Professions Code.” 
The statute requires that the local plan include the pupil’s health care practitioner’s instructions which must include a protocol for observing the student after the seizure. (Ed. Code § 49414.7(k)(6)(I); 5 CCR § 626(a)(3)(I).) The protocol includes whether the pupil should rest in the office, whether the pupil may return to class, and the length of time the pupil should be under direct observation. Id. The statute does not delineate who is to perform the observation. It does state that the parent and school nurse are to be contacted to “continue the observation plan” contained in the aforementioned protocol. (Ed. Code § 49414.7(k)(6)(J); 5 CCR § 626(a)(3)(J).) The statute appears to contemplate that persons who could be involved in observation could include a volunteer nonmedical school employee. For example, Section 623(f)(7) notes that a volunteer nonmedical school employee who monitors a pupil after administration of an emergency anti-seizure medication is entitled to compensation if the monitoring requires him or her to work beyond his or her normal hours.
A separate Education Code section, Education Code section 49423.5, addresses the performance of specialized health care services such as catheterization, gastric tube feeding and suctioning by unlicensed, trained school personnel. Education Code section 49423.5(D) states that the definition of specialized health care services does not include services that involve a nursing assessment, interpretation or decision making. It is not necessary to address in these regulations whether or not the administration of an emergency anti-seizure medication constitutes a specialized physical health care service.

Rosemarie Alpay, San Juan USD
Comment 23: The commenter recommends that a child stay home from school for one day after receiving diastat at home.

Reject: The statute provides that the local plan shall include the requirement that the parent notify the school if the pupil has had an emergency anti-seizure medication administered within the past four hours on a school day. (Ed. Code § 49414.7(k)(4).)
The statute does not require that the student stay home in such a situation, and, in any event, the CDE is not aware of any legal authority that would permit such a requirement.

SECTION 624 
Pamela Kahn, Orange County Department of Education 
Comment 24: The commenter expresses concern that the training must be in accordance with the medication manufacturer’s instructions, that the manufacturer’s instructions for Diazepam at http://www.diastat.com state that the prescribing physician should validate that a caregiver is competent to administer the medication, and yet the regulations do not require such physician’s validation in order for a trained volunteer to administer the medication. Thus, the commenters see an inconsistency.

Reject: There is no requirement in the statute that the pupil’s physician validate a volunteer’s competence to administer an emergency anti-seizure medication. 
The regulations require training in administration of an emergency anti-seizure medication, section 623(b), that must be in accordance with the manufacturer’s instructions. (5 CCR § 624(a).) First, while diazepam is currently the only emergency anti-seizure medication approved by the FDA, the statute contemplates that other such medications may be approved in the future. Second, the statute provides that the physician is just one of five categories of licensed health care professionals authorized to do training. (Ed. Code § 49414.7(m)(5); 5 CCR §§ 622 (a) - (e).) Third, the legislation does not prescribe a particular validation of volunteer competency, but rather indicates that a person who completes the training is qualified to administer an emergency anti-seizure medication. 

The regulations must implement the legislative intent of the statute. Adding a regulation requiring that volunteer nonmedical school personnel be validated by the physician would be inconsistent with the intent of the statute. 
It is not necessary or appropriate in these regulations to further address any perceived inconsistency. 

SECTION 625 

Maggie Ikeda Pendleton, Clovis USD
Kathy Hundemer; California School Nurses Organization 
Diane Durando, Clovis USD, April 20 and May 7, 2012.

Leticia Plaza, Clovis USD
Comment 25: Several commenters recommend that training be done each time a student who may need administration of an emergency anti-seizure medication enrolls in a school district, and at least annually for students who are already enrolled.
Partially accept: The CDE notes that, presently, the regulation only addresses re-training. The CDE finds it is necessary to amend the regulation to add the circumstances under which training should take place in the first instance, and to amend the regulation on re-training accordingly.
The CDE believes the regulations, as amended, are sufficiently clear that training must occur when a new student enrolls and other circumstances apply, because training must be in accord with the pupil’s physician’s health care instructions. In other words, the training must relate to an individual pupil.
Partially reject: The CDE does not believe it is necessary to or appropriate to require annual training. The statute contemplates re-training every two years if there has not been an administration of anti-seizure medication within that time period. Thus, it is presumed that a volunteer who has administered the medication within the past two years has had recent enough practical experience such that re-training is not mandated. It should be noted that nothing in the statute or the regulations precludes an LEA that chooses to participate in the program from providing more frequent training than is mandated if it so chooses.
Tricia Hunter, American Nurses Association California 

Comment 26: The commenter recommends that the regulation be amended to indicate that training, or re-training, is required when (1) a new pupil enrolls who may require an emergency anti-seizure medication, (2) there is a change in the health care provider’s instructions, or (3) the supervisor determines that the volunteer needs additional training.
Partially accept and reject: The CDE notes that, presently, the regulation only addresses re-training. The CDE finds it is necessary to amend the regulation to add the circumstances under which training should take place in the first instance, and to amend the regulation on re-training accordingly. 

As for (1), the CDE does not believe it is necessary to amend the regulation to indicate that training is required whenever a new pupil enrolls who may require an emergency anti-seizure medication. That is sufficiently covered in proposed (a) below. That is, the CDE believes the amended regulations, noted above, are sufficiently clear that training must occur when a new student enrolls and other circumstances apply, because training must be in accord with the pupil’s physician’s health care instructions. In other words, the training must relate to an individual pupil.
As for (2), the CDE does not believe it is necessary to amend the regulations to require a full re-training when there is a change in the health care provider’s instructions. However, the CDE does agree that the supervisor must review any change in the health care practitioner’s instructions with the volunteer. This will be covered by an amendment to section 627 on supervision. 

As for (3), the CDE does not believe it is necessary to amend the regulations to require re-training when the supervisor determines that the volunteer needs additional training. A supervisor has discretion to make determinations about the need for additional training, but additional training needn’t be made mandatory. Nothing in the statute or regulations precludes an LEA that chooses to participate in the program from providing more training than is mandated.

Carol Kemp Nemiro, Hollister School District
Comment 26.1: The commenter expresses concern that training should be more frequent.

Reject: For reasons stated above, see response to comment 26. The CDE rejects this comment.
SECTION 626

Bonnie Castillo, California Nurses Association 

Comment 27: The commenter recommends that section 626(a)(3)(J) be amended to require that once the parent has been notified that her child has been administered an emergency anti-seizure medication, the parent must come to school to continue the observation plan if a school nurse is not available.

Reject: Section 626(a)(3)(I) requires a protocol for observing the pupil after a seizure. Subdivision (a)(3)(I) does not delineate who will perform the observation. Subdivision (a)(3)(J) requires that following a seizure, the pupil’s parent/guardian and the school nurse, if a credentialed nurse is assigned to the school district, county office of education, or charter school, shall be contacted to continue the observation plan described in subdivision (a)(3)(I). Subdivision (a)(3)(J), likewise, does not delineate who will perform the observation. Presumably, that would be addressed in the protocol for observing the pupil after a seizure pursuant to subdivision (a)(3)(I). It would appear that persons who could be involved in observation could include a volunteer nonmedical school employee. For example, section 623(f)(7) notes that a volunteer nonmedical school employee who monitors a pupil after administration of an emergency anti-seizure medication is entitled to compensation if the monitoring requires him or her to work beyond his or her normal hours. Others who could be involved in observation would be a school nurse if assigned and available, and a parent. However, it does not appear that the intent of the statute is to require the parent to come to school to observe the student, and, in any event, the CDE is not aware of any legal authority that would require a parent to do so. 

Tricia Hunter, American Nurses Association California 

Comment 28: The commenter expresses concern that the regulations do not incorporate certain required elements of the local plan per the statute, including (1) the requirement to identify existing licensed staff who could be trained (Ed. Code § 49414(k)(1)), (2) the requirement to have on file written authorization from the parent or guardian for a volunteer nonmedical school employee to administer an emergency anti-seizure medication (Ed. Code § 49414.7(k)(3)), and (3) the requirement that the parent or guardian notify the school if the pupil has had an emergency anti-seizure medication administered within the past four hours on a school day. (Ed. Code § 49414.7(k)(4).) The commenter also recommends adopting a standardized form upon which the pupil’s physician can document all of the information required by the statute and regulations, i.e. the information contained in Education Code sections 49414.7(l)(6)(A) through (J) and sections 626(a)(3)(A) through (J).

Partially accept and reject: As for (2), the CDE agrees that it is necessary to amend section 626(a)(2) to change the focus from the parent’s request for training of volunteers, as discussed in section 625, to the parent’s written authorization for the volunteer to actually administer the medication, as discussed in section 626. Thus, we propose amending section 626(a)(2) to state, “The parent or guardian of the pupil with epilepsy has provided written authorization for a volunteer nonmedical school employee to administer an emergency anti-seizure medication.”

As for (1), the CDE does not believe it is necessary to include the local plan requirement to identify existing licensed staff who could be trained, because the regulation addresses only training and supervision of volunteer nonmedical school employees should be provided. Section 626(a)(7) states that such volunteer assistance should only be provided when a credentialed school nurse or licensed vocational nurse is not available. 
As for (3), the CDE does not believe it is necessary to include the local plan requirement that the parent or guardian notify the school if the pupil has had an emergency anti-seizure medication administered within the past four hours on a school day, because these regulations address only the training and supervision of volunteer nonmedical school employees to provide emergency medical assistance.

As for the recommendation for a standardized form for the doctor to fill out the required elements, the CDE believes, as stated in response to earlier comments above, that it is unnecessary to adopt a standardized form for communication between the school and the physician through the regulatory process. The CDE notes that when standardized forms are adopted, any subsequent proposed changes must also go through the regulatory process. The LEAs can adopt forms that work for them. The statute calls for CDE to post on its web site a clearinghouse for best practices in training volunteer nonmedical school personnel in emergency administration of anti-seizure medication to pupils with epilepsy suffering from seizures. (Ed. Code § 49414.7(m)(3).) Sample forms will be included in the clearinghouse. 
SECTION 627 

Maggie Ikeda Pendleton, Clovis USD
Kathy Hundemer, California School Nurses Organization

Diane Durando, Clovis USD, April 20 and May 7, 2012.
Leticia Plaza, Clovis USD
Comment 29: The commenters recommend (1) that the type and frequency of supervision be specified and (2) that the regulations address school district and personal liability for off-duty volunteer nonmedical school personnel who are also designated friends of the family who volunteer to administer emergency anti-seizure medications when they are not working in their official employment capacity.

Reject: As for (1), the CDE is unsure as to what is meant as to the type and frequency of supervision. As noted in section 621(e), supervision means review, observation, and/or instruction of a designated nonmedical school employee’s performance, but does not necessarily require the immediate presence of the supervisor at all times. In section 627, supervisory tasks are delineated: ensuring that volunteers have met the requirements to administer anti-seizure emergency medication, that they have ready access to required information and materials, and that they perform required reporting and documenting functions. The CDE believes that supervision is sufficiently defined, and that it is not necessary to specify the frequency of supervision.

As for (2), the regulations address training and supervision of volunteer nonmedical school employees who provide emergency medical assistance during the regular school day, which, as defined in section 621(d), may include before and after school activities. The regulations state that volunteer nonmedical school employees who administer emergency anti-seizure medication pursuant to this program will be provided indemnification. (Ed. Code § 49414.7(i) and 5 CCR § 623(f)(6).) Volunteer nonmedical school employees are to be compensated when administration of an emergency anti-seizure medication and subsequent monitoring of a pupil requires a volunteer to work beyond his or her normally scheduled hours. (5 CCR § 623(f)(7).) The statute does not address situations in which a volunteer nonmedical school employee assists a pupil at a time when the employee is not in an employment capacity. The CDE does not believe it is necessary or appropriate to address such issues in regulations.

Tricia Hunter, American Nurses Association California

Comment 30: Ms. Hunter had the following comments:

(1) With respect to section 627(a)(5), the volunteer should not have the responsibility of retaining records relating to the administration of emergency anti-seizure medication; 

(2) Recommends that the section be re-organized to distinguish administrative from monitoring and evaluative functions, and that the portion relating to monitoring and evaluative functions reference the definition of supervision in section 621(e) and include a list of monitoring and evaluative activities and a time frame for completing them; 

(3) The commenter recommends adding a requirement ensuring that the volunteer report various information (the administration of an emergency anti-seizure medication, medical errors, problems or concerns with the provision of the pupil’s health care) to the supervising health care professional as soon as possible; 

(4) Recommends adding a requirement that records be maintained safely, confidentially, and in accordance with the Health Information Portability and Accountability Act (HIPAA); 

(5) Notes that diazepam is a schedule 4 controlled substance and recommends including information on receipt, storage, disposal, and monitoring of medication for expiration. The commenter recommends referencing the CDE Program Advisory on Medication Administration for this purpose; 

(6) Recommends providing more guidance relating to the administration of emergency anti-seizure medication on field trips and extracurricular activities; 

(7) The commenter recommends ensuring that the supervising health care professional is notified that a new student who may require emergency medical assistance has enrolled in the school, that there have been changes in the pupil’s health care provider’s instructions, and whether there have been any concerns relating to the student’s care; and 

(8) Recommends developing a standardized form for the exchange of information between a school nurse and the pupil’s physician.

Partially accept: The CDE’s responses are as follows:

(1) The CDE accepts this comment. Education Code section 49414.7(n)(3) simply states the school shall retain all records relating to the administration of emergency anti-seizure medication. Therefore, section 627(a)(5) is amended to delete the requirement that the volunteer retain records.

(7) The CDE agrees that supervision should include reviewing changes in the health care provider’s instructions with the volunteer, and proposes adding this as section 627(a)(6). Specifically, that section will now read, “[Supervisor shall ensure that ] Volunteer nonmedical personnel review any changes in the pupil’s health care provider’s instructions with the supervising licensed health care professional.”
Partially reject: The CDE’s responses are as follows:
(2) The CDE rejects as unnecessary the recommendation to re-organize section 627, and to delineate additional supervisory activities and a time frame for completing them. The CDE believes the organization of the section is sufficiently clear and that it is not necessary to delineate additional supervisory activities. Rather, decisions as to such activities are matters best left to the discretion of the administrator of the LEA that chooses to participate in the program. Nothing in these regulations precludes an LEA from including supervisory activities that are not mandated in regulations.
(3) Section 627(a)(4) requires that the volunteer nonmedical school employee report every administration of an emergency anti-seizure medication to the school administrator. The CDE believes it is not necessary to delineate additional reporting that the volunteer must make to the supervising health care professional, and believes these are matters best left to the discretion of the administrator. The statute provides that it is the separate responsibility of the administrator (or another designated staff member) to report the administration of an emergency anti-seizure medication to the school nurse. (Ed. Code § 49414.7(n)(1).)

As for (4), existing law addresses general requirements on maintenance of confidential student records, and it need not be repeated in these regulations. The clearinghouse will include guidance on HIPPA.
As for (5), existing law addresses general requirements on delivery, storage and disposal of medication at school, and it need not be repeated in these regulations. The clearinghouse will include the CDE’s Program Advisory on Medication Administration which addresses these issues in Sections V and VIII.
As for (6), the regulations apply to administration of emergency anti-seizure medication during the regular school day, which as defined in section 5 CCR 621(d), may include field trips and extracurricular activities. It is not necessary to have separate regulations for such activities. The clearinghouse will include the CDE’s Program Advisory on Medication Administration, which addresses medication administration for field trips and school-related activities in Section IX.
As for (7), the CDE rejects as unnecessary a requirement that there be notification that a new pupil who may require administration of an emergency anti-seizure medication has enrolled in the school. As discussed in section 625 above, the CDE believes the proposed amendments to section 625 make it sufficiently clear when training must occur. The CDE rejects as necessary adding a supervision requirement mandating that the supervisor be informed of any concerns that arise regarding a student’s care. Such details of supervision are matters best left to the discretion of the LEA that chooses to participate in the program. There is nothing in the statutes or regulations that preclude an LEA that chooses to participate in the program from addressing further details of supervision beyond what is mandated in regulations.
As for (8), the CDE believes that it is unnecessary to adopt standardized forms through the regulatory process. The LEAs have discretion to adopt forms that work for them. The statute calls for the CDE to post on its Web site a clearinghouse for best practices in training volunteer nonmedical school personnel in emergency administration of anti-seizure medication to pupils with epilepsy suffering from seizures. (Ed. Code § 49414.7(m)(3).) Sample forms will be included on the clearinghouse. 
Comments not related to any particular section of the regulations
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These commenters urge that the emergency regulations be made permanent.

Partially accept, partially reject: The CDE has amended the regulations according to comments received, as explained in detail herein. 
Carol Kemp Nemiro, Hollister School District

Comment 32: These commenters express opposition to the passage of SB 161.

No response required: SB 161 was passed by the legislature, signed into law by the Governor, and codified at Education Code section 49414.7. The purpose of these regulations is to implement the statute by providing guidance on training and supervision of volunteer nonmedical school personnel. (Ed. Code § 49414.7(m)(2), 5 CCR § 620).)

Bonnie Castillo, California Nurses Association

Comment 33: The commenter notes procedural and substantive objections to the emergency regulations.

No response required: The emergency regulations were adopted by the Office of Administrative Law.

Maggie Ikeda Pendleton, Clovis USD
Kathy Hundemer, California School Nurses Organization

Diane Durando, Clovis USD 

Leticia Plaza, Clovis USD
Comment 34: The commenters object to statements in the regulations package as to the number of children with epilepsy in California and that the SBE had determined there are no mandated costs associated with this voluntary program.

No response required: The purpose of this Final Statement of Reasons (FSR) is to respond to comments received on the substance of the proposed regulations

Dolores Duran-Flores, California School Employees Association

Comment 35: The commenter asserts she believes there will be costs associated with the program.

No response required: The purpose of this FSR is to respond to comments received on the substance of the proposed regulations

Dolores Sanchez, California Federation of Teachers
Comment 36: The commenter expresses concern that the regulations do not address funding for training.

Reject: The statute does not address how LEAs that choose to participate in the program will fund any training costs. It is not necessary or appropriate to address the issue in regulations.
SUMMARY OF STAKEHOLDER MEETING OF MAY 18, 2012

The following people were in attendance on May 18, 2012: 
Marc Lerner, Orange County Dept. of Ed; 

Caroline Peck, CA Dept of Public Health; 

Anita Butler, CA Dept of Public Health; 

Dolores Duran-Flores, CA School Employees Association; 

Jai Sookprasert, CA School Employees Association; 

Jean Roche, CNA (Ca Nurses Association); 

Kelly Garman, Office of Senate Republican Leader Bob Huff; 

Ryan Cogdill, Office of Senate Republican Leader Bob Huff; 

Katy Waugh, California School Nurses Organization; 

Tricia Hunter, American Nurses Association California; 

Dolores Sanchez, CFT Legislative Representative; 

Anne Kinkor, Epilepsy Foundation; 

Christina and Andrew Kurtz, Parents; 

Rosemarie Alpay, San Juan USD; 

Dolores Sanchez, California Federation of Teachers.

The purpose of this meeting was to provide the Stakeholders and the CDE an opportunity to engage in dialogue regarding the proposed regulations. Such dialogue, although outside the 45 day comment period, aided the CDE in expanding its perspective on the issues, as it moved toward the completion of the regulatory process.
After the 45-day comment period, the following changes were made to the proposed text of the regulations and sent out for a 15-Day comment period.

General changes were made to the regulations to include grammatical edits and renumbering/relettering to reflect deletions or additions.

SECTION 620 is amended to delete the phrase “during the regular school day.” This is necessary to maintain consistency in that section 621(d), the definition of “regular school day,” is being deleted.

SECTION 621 (d) is deleted in response to a comment that expressed concern that the definition exceeds the scope of the statute. The amendment is necessary to ensure that the regulations are limited to those that are reasonably necessary to implement the statute.

SECTION 623(f)(9) is amended to add that “each report shall be documented.” This is necessary in order to maintain consistency with section 627(a)(5), which requires that volunteer nonmedical school employees document the administration of emergency anti-seizure medication.

SECTION 623 (f)(10) is added in response to a comment expressing concern that volunteers should know that their participation is truly voluntary. The amendment is necessary for purposes of clarity and to ensure that the volunteer clearly understands his/her rights.

SECTION 623 (f)(11) is added in response to a comment expressing concern that volunteers should know that their participation is truly voluntary. The amendment is necessary for purposes of clarity and to ensure that the volunteer clearly understands his/her rights.
SECTION 624(b) is amended to state “the pupil’s health care provider’s instructions as specified in section 626(a)(3).” This is necessary to clarify that the instructions being referred to are those specified in detail elsewhere in the regulations.

SECTIONS 625(a)(1-3) are added to clarify the circumstances under which training should take place in the first instance. This is necessary because, presently, the regulations only address the timing of re-training. 

SECTIONS 625(b)(1-3) are added to clarify the circumstances under which re-training should occur. This is necessary in order to maintain consistency, given the addition of sections 625(a)(1-3) as to the circumstances under which training should take place in the first instance.

SECTION 626(a)(2) is amended to change the focus from the parent’s request for training of volunteers, which is one of the predicates to conducting training as discussed in section 625, to the parent’s written authorization for the volunteer to actually administer the medication, which is one of the predicates to the volunteer administering an emergency anti-seizure medication as discussed in section 626. Thus, we propose amending section 626(a)(2) to state, “The parent or guardian of the pupil with epilepsy has provided written authorization for a volunteer nonmedical school employee to administer an emergency anti-seizure medication.”

SECTION 626(a)(5) is amended to state that one of the predicates for administering an emergency anti-seizure medication is not only that the volunteer has completed training but that documentation of completion must be recorded in his or her personnel file. This is necessary to ensure consistency with section 623(f)(3), which states that the volunteer will be informed during training that he must not administer an emergency anti-seizure medication until he has completed the required training and documentation of completion is recorded in his personnel file.
SECTION 627(a)(5) is amended to delete the requirement that the volunteer retain the records. This is necessary to ensure consistency with Education Code section 49414.7(n)(3), which simply states that “a school or charter school” shall retain all records relating to the administration of emergency anti-seizure medication records.

SECTION 627(a)(6) is added to read “[Supervisor shall ensure that] Volunteer nonmedical personnel review any changes in the pupil’s health care provider’s instructions with the supervising licensed health care professional.” This section is added in response to public comment. Existing regulations state that training must be provided in accordance with the pupil’s health care provider’s instructions, section 624(b) – the contents of which are detailed in section 626(a)(3) – that a volunteer cannot administer an emergency anti-seizure medication until he has completed the training, sections 623(f)(2) and (3), and that supervisor must ensure that the volunteer must have access to the pupil’s health care provider’s written instructions, section 627(a)(3). Accordingly, the expectation is that the volunteer will provide emergency medical assistance in accordance with the pupil’s health care provider’s instructions. The amendment is necessary to ensure that, if there are changes in the pupil’s health care provider’s instructions, the volunteer will provide emergency medical assistance in accordance with the revised instructions.

SUMMARY AND RESPONSE TO COMMENTS RECEIVED DURING THE 15-DAY PUBLIC COMMENT PERIOD FROM JULY 21, 2012 THROUGH AUGUST 6, 2012, INCLUSIVE.

The modified text was available to the public from July 21, 2012 through August 6, 2012.  Comments were received from 113 individuals during this time period. Pursuant to California Government Code sections 11346.9(a)(3) and (a)(5), the CDE, on behalf of the SBE, has summarized and responded to the written comments as follows:

Pam Atkins, Tustin USD

Lois D. Schultz-Grant, Campbell Union High School District

Peg Krueger, Manteca USD
Jenny Zettler Rhodes, Cupertino Union School District

Diane J. Goldman, San Francisco USD
Elaine Callahan, Fresno County Office of Education

Katherine Rodriguez, Campbell Union School District

Nadine Wilcox, Los Angeles County Suburban K-8 School District

Judy B. Reynolds, Long Beach USD
Katharine Dreyfuss, Santa Monica Malibu USD
Louise Bailey, Board of Registered Nursing

Pat Christie, Menlo Park City School District

Brenda Bird, Sweetwater Union High School District

Katherine Waugh, California School Nurses Organization

Tricia Hunter, American Nurses Association/California

Mary Van Hoomissen, San Juan USD
Patricia Atitya, Fresno USD
Aileen Archibald, Simi Valley USD
Victoria Reiser, Santa Ana USD
Cathy Owens, Murrieta Valley USD
Comment 37: The commenters request that section 624 include a recognized training program such as that developed by the Epilepsy Foundation. 
No response required. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period. The CDE notes that numerous relevant reference materials are posted on CDE’s internet “clearinghouse.”
Comment 38: The commenters request that section 625 provide more clarity as to the definition and scope of supervision. The commenters refer to section 625 which discusses training; however, their comments are addressing section 627 which discusses supervision. 
No response required. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period.
Comment 39: The commenters request that section 626 be amended to provide that the school nurse is allowed to communicate with the supervising health care provider.

No response required. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period.
Pam Atkins, Tustin USD
Comment 40: The commenter requests that the statute, Education Code section 49414.7(g)(4), now referenced in 5 CCR section 623(f)(11), be amended to allow recruitment of volunteers more than twice per year. 

Reject: The statute can only be amended by the Legislature. In addition, the statute limits the recruitment via electronic notice to twice per year. It is beyond the scope of these regulations to increase that frequency.
Lois D. Schultz-Grant, Campbell Union High School District
Mary Van Hoomissen, San Juan USD
Comment 41: The commenters request that the regulations include a requirement that volunteers be trained in CPR.

No response required. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period.
Lois D. Schultz-Grant, Campbell Union High School District
Comment 42: The commenter requests that the regulations include a definition of emergency medication and a process for employees to follow to lodge a complaint if they feel forced to volunteer.

No response required. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period.

Louise Bailey, Board of Registered Nursing
Comment 43: The commenter expresses opposition to the statute and initial regulatory proposal.

No response required. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period.
Comment 44: The commenter objects to the deletion of the definition of regular school day in sections 620 and 621(d) and asserts that this results in ambiguity about persons’ obligations under the regulations. 

Reject: The definition of regular school day was deleted because of concern that it exceeded the scope of the statute and that the regulations must be limited to those that are reasonably necessary to implement the statute.

Comment 45: The commenter requests that the regulations be amended to clarify “where” reports specified in section 623(f)(9) shall be documented. 

Reject: The CDE believes the regulation provides sufficient guidance in indicating that reports of administration of anti-seizure medication must be documented. The statute does not specify where such reports must be documented.

Comment 46: The commenter requests that section 625 be amended to provide that re-training must occur when the supervising health care professional determines that the volunteer is not competent to administer the medication, or there are changes in the pupil’s health care instructions, or there is a change in the health care status of the pupil.

No response required. The CDE previously addressed these issues in responses to public comment received during the 45-day comment period. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period. As stated previously, nothing in the statute or regulations precludes an LEA that chooses to participate in the program from providing more frequent training than is mandated if it so chooses.

Comment 47: The commenter requests that section 625 be amended to indicate that training should occur when the parent has given written authorization for a volunteer to administer an emergency anti-seizure medication.
Reject: Section 625 indicates the circumstances under which training shall occur. Sections 625(a)(2) and (b)(3) reference situations in which the parent has requested that volunteers be trained. A separate section, section 626, indicates the circumstances under which administration of emergency anti-seizure medication shall occur. Those circumstances, in section 626, include that the parent has given written authorization for such administration. It is not necessary in section 625 to include, as a prerequisite to training, the specific requirement that the parent has given written authorization for administration of emergency anti-seizure medication. 

Comment 48: The commenter requests that section 627(a)(5) be amended to state “who” shall document and “where” the administration of emergency anti-seizure medication shall be documented. 

Reject: The regulation presently states that the volunteer shall document. The statute does not specify where such reports must be documented. The CDE believes the regulation provides sufficient information on this issue.

Comment 49: The commenter expresses concern that section 627(a)(6) relegates the supervisor to a passive role in reviewing any changes in the pupil’s health care provider’s instructions, and requests that the regulation be amended to make the supervisor’s role a more active one.

Reject: Section 627(a)(6) states that the volunteer will review any changes in the pupil’s health care provider’s instructions with the supervisor. The CDE believes the section is sufficiently clear. Any changes to the health care provider’s instructions must be reviewed by both the volunteer and the supervisor.

dolores Sanchez, California Federation of Teachers

Comment 50: The commenter requests that the regulations be amended to require collective bargaining, address funding for training, and clarify how pupil privacy will be ensured during the administration of emergency anti-seizure medication. The commenter also expresses concern that the statute and regulations violate the Nursing Practice Act.

No response required. The CDE previously addressed these issues in responses to public comment received during the 45-day comment period. The CDE is not required to respond to comments that are not related to the specific changes proposed by the CDE that are the subject of this 15-day comment period.

Pamela Adam

Raman Sankar

Wendy Tamashiro

Johna Mullins

Martha Stevenson

Elisa Alarcon

Claudine Dutaret

Julia Favre

Candace

Ida C. Foo

Jillian Zukerberg

Susanna Hovland

Carol Farmer

Raymundo Lujan

Carolyn and Edward McCarthy

Gary Miller

Dr. Sreedha Tirunagari

Temre Marsh

Celia Boyle

Michele Bermudez 

Jennine Pippin

Larry Spiler

Beth Stambach

Richard Lang

Chris Boyle

Susan Severn

Andrea Hakala

Faye Steinberg 

Therese Cameron

Aline Bickers

Erika Boehm

Dorothy Obrien

Andrew Boyle

Jaime Polites

Jeanne Shamji

Tara Palage

Debra Holgate

Andrea York Jennings

Heather Oldson

 KL Matlock

Brian McInerney

Sydney Verne

Donna Miyasako-Blanco

Michelle Brenseke

Joanne Gibbons

Linda Miller

Joshua B Jones

Lyn Robinson

Patrick Kelley

James S Grisolia, MD

Lisa Lin

Cindy Villasenor

Nancy Hill

Tiffany Glass 

Richard Cameron

Lorraine Obeid

Gail Glasson Abayon

Matt and Caroline Boyle

Tanya Magee

Lambert Talley

Lisa Rosenthal Schaeffer

Steven Baum

Carolyn Valdes

Francisco Claros

Greg Lowry

Karen Holman

Carol Archambeault

Mike Schlossberg

Rebekkah Halliwell, Epilepsy Foundation of Greater Los Angeles

Andrew Neff

Maxel Batiste

Mark Silke

Bill Herguth

Maureen Stanelle

B.J. Zimmerman

Heather Hoffman

Kris Hoffman

Yu-Hua Lin

Sister Zina Onoro

Tammy A. Lujan

Therese Cameron

Monica Larson 

Jean Ferrari

Mark and Susan Young

Alyson Yisrael

Gary Gross

Lupe Longoria

Ronald D. Wenkart, Orange County Office of Education

Comment 51: The commenters urge the permanent regulations be adopted.
No Response Required.

Linda M. Bouman, Parent
Comment 52: Parent agrees that a volunteer is capable of administering the Diastat medication.

No Response Required. Comment letter was received after the close of the 15-day public comment period.
Brian Alldredge
Comment 53: The commenter urges the regulations be adopted.

No Response Required. Comment letter was received after the close of the 15-day public comment period.
OTHER REQUIRED SHOWINGS – GOV. CODE SECTION 11346.2(b)(3), (5) and (6)

Studies, Reports or Documents Relied Upon – Government Code Section 11346.2(b)(3):

The CDE relied upon the following documents:

· CDE’s Program Advisory on the Administration of Medication: http://www.cde.ca.gov/ls/he/hn/documents/medadvisory.pdf 

ALTERNATIVES DETERMINATION 
The SBE has determined that no alternative would be more effective in carrying out the purpose for which the regulation is proposed or would be as effective and less burdensome to affected private persons than the proposed regulation or would be more cost effective to affected private persons and equally effective in implementing the statutory policy or other provisions of law.

LOCAL MANDATE DETERMINATION 
The proposed regulations do not impose any mandate on local agencies or school districts because participation in the program is voluntary.
8-14-12 [California Department of Education]

· The State Board of Education has illustrated changes to the original text in the following manner: text originally proposed to be added is underlined.

· The 15-day text proposed to be added is in “bold underline”, deleted text is displayed in “bold strikeout”.

Title 5. EDUCATION

Division 1. California Department of Education

Chapter 2. Pupils

Subchapter 3. Health and Safety of Pupils

Article 4.5. Administration of Emergency Anti-seizure Medication by Trained Volunteer Nonmedical School Personnel

§ 620. Application.

This Article includes guidelines for training and supervision of volunteer nonmedical employees of those school districts, county offices of education and charter schools that elect to participate in a program of providing, in the absence of a credentialed school nurse or other licensed nurse, emergency medical assistance to pupils with epilepsy suffering from seizures, including administration of emergency antiseizure medication during the regular school day.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 

§ 621. Definitions.

As used in this Article, the following definitions apply:

(a) An “emergency anti-seizure medication” means diazepam rectal gel and emergency medications approved by the federal Food and Drug Administration (FDA), prescribed for patients with epilepsy for the management of seizures by persons without the credentials listed in section 622 below.

(b) “Emergency medical assistance” means the administration of an emergency anti-seizure medication to a pupil suffering from an epileptic seizure.

(c) “Nonmedical school personnel” or “nonmedical school employees” means employees of a school district, county office of education or charter school who do not possess the licenses listed in section 622 below.

(d) “Regular school day” may include not only the time the pupil receives instruction, but also the time during which the pupil otherwise participates in activities under the auspices of the local educational agency, such as field trips, extracurricular and cocurricular activities, before- or after-school programs, and camps or other activities that typically involve at least one overnight stay away from home.

(d)(e) “Supervision” means review, observation, and/or instruction of a designated nonmedical school employee’s performance, but does not necessarily require the immediate presence of the supervisor at all times. 

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code

§ 622. Individuals Authorized to Train and Supervise Volunteer Nonmedical School Personnel To Administer Emergency Medical Assistance to Pupils With Epilepsy Suffering From Seizures.

One or more of the following licensed health care professionals shall provide the training and supervision:

(a) A physician and surgeon;

(b) A physician assistant;

(c) A credentialed school nurse;

(d) A registered nurse; or

(e) A certificated public health nurse.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 

§ 623. Training Content.

The training provided by a licensed health care professional shall include, but not be limited to, all of the following:

(a) Recognition and treatment of different types of seizures;

(b) Administration of an emergency anti-seizure medication;

(c) Basic emergency follow-up procedures, including, but not limited to, a requirement for the school or charter school administrator or, if the administrator is not available, another school staff member to call the emergency 911 telephone number and to contact the pupil's parent or guardian. The requirement for the school or charter school administrator or other school staff member to call the emergency 911 telephone number shall not require a pupil to be transported to an emergency room;

(d) Techniques and procedures to ensure pupil privacy;

(e) Record-keeping and record retention, including documenting,

for each actual administration of an emergency anti-seizure medication,  the pupil’s name, the name of the medication administered, the dose given, the date and time of administration, the length of the seizure, and observation and action taken after the seizure;
(f) Informing the volunteer that:

(1) his or her agreement to administer an emergency anti-seizure medication is voluntary; 

(2) he or she must complete the required training;

(3) he or she will not administer an emergency anti-seizure medication until he or she has completed the required training and documentation of completion is recorded in his or her personnel file;

(4) he or she may rescind his or her offer to administer an emergency anti-seizure medication up to three days after completion of the training;

(5) after three days after completion of the training, he or she may rescind his or her offer to administer an emergency anti-seizure medication with a two-week notice, or until a new individual health plan or Section 504 plan has been developed for an affected pupil, whichever is less;

(6) he or she will be provided defense and indemnification by the school district, county office of education, or charter school for any and all civil liability, in accordance with, but not limited to, that provided in Division 3.6 (commencing with section 810) of Title 1 of the Government Code;

(7) he or she will be compensated in accordance with his or her pay scale pursuant to Education Code section 45128, when the administration of an emergency anti-seizure medication and subsequent monitoring of a pupil requires a volunteer to work beyond his or her normally scheduled hours;

(8) if he or she has not administered an emergency anti-seizure medication within the past two years and if there is a pupil enrolled in the school who may need the administration of an emergency anti-seizure medication, the volunteer must be re-trained in order to retain the ability to administer an emergency anti-seizure medication; and

(9) he or she must report every administration of anti-seizure medication to the school or charter school administrator and each report shall be documented.

(10) any agreement by an employee to administer an emergency antiseizure medication is voluntary, and an employee of the school or charter school or an employee of the school district or county office of education, or the charter school administrator, shall not directly or indirectly use or attempt to use his or her authority or influence for the purpose of intimidating, threatening, coercing, or attempting to intimidate, threaten, or coerce any staff member who does not choose to volunteer, including, but not limited to, direct contact with the employee. 

(11) the electronic notice described in Education Code section 49414.7(g)(4) shall be the only means by which a school or charter school solicits volunteers.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 

§ 624. Training Requirements.

The training by a licensed health care professional must be provided in accordance with:

(a) The emergency anti-seizure medication manufacturer's instructions, 

(b) The pupil's health care provider's instructions as specified in section 626(a)(3); and 

(c) Guidelines established within this Article.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 

§ 625. Training Timing.

Volunteer nonmedical school personnel who have not administered an emergency anti-seizure medication within the past two years shall be re-trained if there is a pupil enrolled in the school who may need the administration of an emergency anti-seizure medication.


(a) if a school district, county office of education, or charter school elects to participate in a program described in this Article, training of a volunteer nonmedical school employee shall occur when:


(1) a pupil with epilepsy has been prescribed an emergency anti-seizure medication by his or her health care provider, and


(2) the parent or guardian of the pupil with epilepsy has requested that one or more volunteer nonmedical school employees be trained in the administration of an emergency anti-seizure medication in the event that the pupil suffers a seizure when the nurse is not available, and

(3) a volunteer nonmedical school employee has volunteered to be trained.


(b) A volunteer nonmedical school employee who has previously completed training shall attend a re-training program if:


(1) he or she has not administered an emergency anti-seizure medication within the prior two years;


(2) a pupil with epilepsy has been prescribed an emergency anti-seizure medication by his or her health care provider; and 


(3) the parent or guardian of the pupil with epilepsy has requested that one or more volunteer nonmedical school employees be trained in the administration of an emergency anti-seizure medication in the event that the pupil suffers a seizure when the nurse is not available.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 

§ 626. When Emergency Medical Assistance By Trained Volunteer Nonmedical School Personnel Should Be Provided.

(a) If a school district, county office of education, or charter school elects to participate in the program described in this Article, emergency medical assistance shall be provided by a volunteer nonmedical school employee when:

(1) A pupil with epilepsy has been prescribed an emergency anti-seizure medication by his or her health care provider; 

(2) The parent or guardian of the pupil with epilepsy has requested provided written authorization for a that one or more volunteer nonmedical school employees to administer an emergency anti-seizure medication be trained in the event a nurse is not available; and

(3) The school has on file a written statement from the pupil's authorized health care provider, provided by the parent, that shall include, but not be limited to, all of the following:

(A) The pupil's name;

(B) The name and purpose of the prescribed emergency anti-seizure medication approved by the federal Food and Drug Administration (FDA) for administration by non-licensed personnel;

(C) The prescribed dosage;

(D) Detailed seizure symptoms, including frequency, type, or length of seizures that identify when the administration of an emergency anti-seizure medication becomes necessary;

(E) The method of administration;

(F) The frequency with which the medication may be administered;

(G) The circumstances under which the medication may be administered;

(H) Any potential adverse responses by the pupil and recommended mitigation actions, including when to call emergency services;

(I) A protocol for observing the pupil after a seizure, including, but not limited to, whether the pupil should rest in the school office, whether the pupil may return to class, and the length of time the pupil should be under direct observation; and 

(J) A statement that following a seizure, the pupil’s parent/guardian and the school nurse, if a credentialed nurse is assigned to the school district, county office of education, or charter school, shall be contacted by the school or charter school administrator or, if the administrator is not available, by another school staff member to continue the observation plan as established in section 626(a)(3)(I). 

(4) The parent has provided all materials necessary to administer an emergency anti-seizure medication;

(5) The volunteer nonmedical school employee has completed training in the administration of an emergency anti-seizure medication approved by the FDA for administration by non-licensed personnel and documentation of completion has been recorded in his or her personnel file;

(6) The pupil is suffering from an epileptic seizure; and

(7) A credentialed school nurse or licensed vocational nurse is not available.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 

§ 627. Supervision of Trained Volunteer Nonmedical School Personnel in Administration of Emergency Medical Assistance, Including the Administration of Emergency Anti-seizure Medication, to Pupils with Epilepsy Suffering from Seizures.

(a) If a school district, county office of education, or charter school elects to participate in the program described in this Article, the licensed health care professional supervising a volunteer nonmedical school employee shall ensure all of the following:

(1) The volunteer nonmedical school employee has completed the required training;

(2) The volunteer nonmedical school employee does not administer an emergency anti-seizure medication until he or she has completed the required training and documentation of completion is recorded in his or her personnel file;

 (3) Volunteer nonmedical school employees have ready access to records including identification of eligible pupils, written authorization from the parent, the pupil’s health care provider’s written instructions, and parent notification to the school that the pupil has been administered an emergency anti-seizure medication within the past four hours on a regular school day;

(4) Volunteer nonmedical school employees report every administration of emergency anti-seizure medication to the school or charter school administrator; and 

(5) Volunteer nonmedical school employees document and retain records relating to the actual administration of emergency anti-seizure medication, including the pupil’s name, the name of the medication administered, the dose given, the date and time of administration, the length of the seizure, and observation and action taken after the seizure.; and
(6) Volunteer nonmedical school employees review any changes in the pupil’s health care provider’s instructions with the supervising licensed health care professional.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code. Reference: Section 49414.7, Education Code. 
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