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	SUBJECT

Administration of Epilepsy Medication—Approve the Finding of Emergency and Proposed Emergency Regulations for Additions to the California Code of Regulations, Title 5, Sections 620–627.
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	 FORMCHECKBOX 

	Public Hearing


SUMMARY OF THE ISSUE(S)

Senate Bill 161 was signed by the Governor on October 7, 2011. Education Code Section 49414.7, implementing SB 161, went into effect on January 1, 2012. The 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 onsite 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. These consultations occurred on November 21, 2011, January 13, 2012, and January 17, 2012. Information from other states regarding their implementation of these regulations will be provided at the meeting. The CDE is required to post these guidelines on its Web site by July 1, 2012. 

These emergency regulations are being proposed 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.” Because the guidelines are to be rules of general application that implement SB 161, it is necessary to adopt them as regulations.

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

· Approve the Finding of Emergency;

· Adopt the proposed Emergency Regulations; and

· Direct the CDE to circulate the required notice of proposed emergency action, and then submit the Emergency Regulations to the Office of Administrative Law for approval.          
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BRIEF HISTORY OF KEY ISSUES
The 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 to be posted by July 1, 2012. Any emergency medical assistance provided by trained volunteer nonmedical employees must be provided using the guidelines to be posted by July 1, 2012. Because the guidelines are to be rules of general application, it is necessary to adopt them as regulations. Given the fact that the SBE meets on a bimonthly basis, it would be difficult, if not impossible, to promulgate regulations that would satisfy the July 1, 2012, date through the rulemaking process. For these reasons, and because the program involves pupil health, there is a need for emergency regulations.
SUMMARY OF PREVIOUS STATE BOARD OF EDUCATION DISCUSSION AND ACTION
N/A
FISCAL ANALYSIS (AS APPROPRIATE)
A Fiscal Impact Statement is provided as Attachment 3.
ATTACHMENT(S)
Attachment 1: Finding of Emergency (2 pages)
Attachment 2: Emergency Regulations (7 Pages)
Attachment 3: Economic and Fiscal Impact Statement (STD. 399) (4 pages).  The
  Economic and Fiscal Impact Statement is available for viewing at the
  State Board of Education office.
Attachment 4: Notice of Proposed Emergency Action (1 page) 

FINDING OF EMERGENCY
Administration of Epilepsy Medication: Emergency Medical Assistance
The State Board of Education (SBE) finds that an emergency exists and that the emergency regulations adopted are necessary to avoid serious harm to the public peace, health, safety, or general welfare, especially for pupils attending public schools.
SPECIFIC FACTS DEMONSTRATING THE EXISTENCE OF AN EMERGENCY AND THE NEED FOR IMMEDIATE ACTION
This emergency regulations package will implement the provisions of Education Code section 49414.7, which became effective January 1, 2012. The Legislature passed Senate Bill (SB) 161 and it was signed by the Governor on October 7, 2011 (Statutes of 2011, Chapter 560). 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 onsite 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 is required to post these guidelines on its Web site by July 1, 2012. These emergency regulations are being proposed 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.” Because the guidelines are to be rules of general application that implement SB 161, it is necessary to adopt them as regulations.

The legislature emphasized pupil safety concerns in passing SB 161, finding that “the safety and welfare of a pupil with epilepsy is compromised without immediate access to an emergency antiseizure medication” and that “in the absence of a credentialed school nurse or other licensed nurse onsite at the school, it is in the best interest of the health and safety of children to allow trained school employees to administer an emergency antiseizure medication to pupils in public schools.”

FACTS EXPLAINING THE FAILURE TO ADDRESS THE SITUATION THROUGH NONEMERGENCY REGULATIONS
Senate Bill 161 was signed by the Governor on October 7, 2011 (Statutes of 2011, Chapter 560), became effective on January 1, 2012, and requires that guidelines on training and supervision of volunteer nonmedical personnel be posted by July 1, 2012. CDE has been fulfilling its obligation under SB 161 to consult with the Department of Public Health in the development of the guidelines, and has also sought the input of other interested organizations. Given that the SBE meets on a bimonthly basis, and is a public body that meets pursuant to the requirements of Bagley-Keene, it would be difficult if not impossible to promulgate regulations that would satisfy the July 1, 2012 date through the normal rulemaking process.
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AUTHORITY AND REFERENCE
Authority: Sections 33031 and 49414.7, Education Code; Cal. Stats 2011, c. 560 (S.B. 161), sec. 1(b).
Reference: Section 49414.7, Education Code.

INFORMATIVE DIGEST
More than 90,000 children in California have epilepsy, a common symptom of which is seizures.  Diastat is a trademark administration system of diazepam (valium) and is currently the only FDA-approved, at-home medication for the treatment of acute repetitive seizures, or "cluster" seizures. Diastat, a rectally-administered gel, was specifically developed to be administered by people without medical training and is considered the fastest, safest and most effective way to treat epileptic seizures.  

Many seizure patients, despite maintenance medication, experience breakthrough seizures. Up to 35% of patients on anti-seizure medications may not be adequately controlled. Between 50,000 and 200,000 generalized convulsive status epileptic seizures occur every year in the United States, with an overall mortality rate of 20%. Status seizures lasting more than one hour have a mortality rate of 32%, compared with 2.7% for seizures of shorter duration. 
California's nurse-to-student ratio is approximately 1:2,200. According to the California Basic Educational Data System, about one-half of school districts do not have a school nurse. 
TECHNICAL, THEORETICAL, AND/OR EMPIRICAL STUDIES, REPORTS, OR DOCUMENTS
The Legislature relied on the American Academy of Pediatrics and the Epilepsy Foundation of America, both of which support training of school employees to administer an emergency antiseizure medication and believe that an emergency antiseizure medication may be safely and effectively administered by trained school employees.

MANDATE ON LOCAL AGENCIES OR SCHOOL DISTRICTS
The proposed regulations do not impose a mandate on school districts, county offices of education, or charter schools because participation is voluntary.

COST ESTIMATE
The emergency regulations would not place any additional costs or savings on local agencies or school districts.
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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 Antiseizure 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) “Competence in cardiopulmonary resuscitation (CPR)” means possession of a current valid certificate from a valid program.
(b) An “emergency antiseizure 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.

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

(d) “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.

(e) “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.

(f) “Supervision” means review, observation, and/or instruction of a designated school person'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; Cal. Stats 2011, c. 560 (S.B. 161), sec. 1(b). 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 antiseizure 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) Training that develops competence in CPR based on standards that are at least equivalent to the standards currently used by the American Red Cross or the American Heart Association;

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

for each actual administration of an emergency antiseizure 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;
(g) Informing the volunteer that:

(1) his or her agreement to administer an emergency antiseizure medication is voluntary; 

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

(3) he or she will not administer an emergency antiseizure 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 antiseizure 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 antiseizure 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 antiseizure 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 antiseizure medication within the past two years he or she must be re-trained if there is a pupil enrolled in the school who may need the administration of an antiseizure medication; and

(9) he or she must report every administration of antiseizure medication to the school or charter school administrator.

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 antiseizure medication manufacturer's instructions, 

(b) The pupil's health care provider's instructions; and 

(c) Guidelines established pursuant to this Article.

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

§ 625. Training Timing.

Volunteer nonmedical personnel who have not administered an emergency antiseizure 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 antiseizure medication.

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.

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 when:

(a) A pupil with epilepsy has been prescribed an emergency antiseizure medication by his or her health care provider; 

(b) The parent or guardian of the pupil with epilepsy has requested that one or more volunteer school employees be trained in the event a nurse is not available; and

(c) 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:

(1) The pupil's name;

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

(3) The prescribed dosage;

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

(5) The method of administration;

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

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

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

(9) 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 

(10) 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(c)(9). 

(d) The parent has provided all materials necessary to administer an emergency antiseizure medication;

(e) A volunteer has completed training in the administration of an emergency antiseizure medication approved by the FDA for administration by non-licensed personnel;

(f) The pupil is suffering from a severe epileptic seizure; and

(g) 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 Antiseizure Medication, to Pupils with Epilepsy Suffering from Seizures.

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 the volunteer nonmedical school personnel shall ensure all of the following:

(1) Volunteer nonmedical personnel have completed the required training;

(2) Volunteer nonmedical personnel do not administer an emergency antiseizure medication until they have completed the required training and documentation of completion is recorded in his or her personnel file;

(3) Volunteer nonmedical personnel are permitted to rescind their agreement as provided in sections 623(g)(4) and (5) of this Article;

(4) Volunteer nonmedical personnel who have not administered an emergency antiseizure medication within the past two years are re-trained if there is a pupil enrolled in the school who may need the administration of an antiseizure medication;

(5) Volunteer nonmedical personnel 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 antiseizure medication within the past four hours on a school day;

(6) Volunteer nonmedical personnel report every administration of emergency antiseizure medication to the school or charter school administrator; and 

(7) Volunteer nonmedical personnel document and retain records relating to the actual administration of emergency antiseizure 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.

NOTE: Authority cited: Sections 33031 and 49414.7, Education Code; Cal. Stats 2011, c. 560 (S.B. 161), sec. 1(b). Reference: Section 49414.7, Education Code. 
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March 9, 2012

NOTICE OF PROPOSED EMERGENCY ACTION

Administration of Epilepsy Medication: Emergency Medical Assistance

Pursuant to the requirements of Government Code section 11346.4(a)(1), the State Board of Education (SBE) is providing notice of proposed emergency action with regards to the above-entitled emergency regulation.

SUBMISSION OF COMMENTS

Government Code section 11346.1(a)(2) requires that, at least five working days prior to submission of the proposed emergency action to the Office of Administrative Law (OAL), the adopting agency provide a Notice of the Proposed Emergency Action to every person who has filed a request for notice of regulatory action with the agency. After submission of the proposed emergency to the OAL, the OAL shall allow interested persons five calendar days to submit comments on the proposed emergency regulations as set forth in Government Code section 11349.6.

Any interested person may present statements, arguments or contentions, in writing, submitted via U.S. mail, e-mail or fax, relevant to the proposed emergency regulatory action. Written comments submitted via U.S. mail, e-mail or fax must be received at the OAL within five days after the SBE submits the emergency regulations to the OAL for review.

Please reference submitted comments as regarding “Administration of Epilepsy Medication” addressed to:


Reference Attorney

Mailing Address: 
Office of Administrative Law


300 Capitol Mall, Suite 1250


Sacramento, CA 95814

E-mail Address: 
staff@oal.ca.gov 

Fax No.: 
916-323-6826

For the status of the SBE submittal to the OAL for review, and the end of the five-day written submittal period, please consult the Web site of the OAL at www.oal.ca.gov under the heading “Emergency Regulations.”
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