
Volume 33
Number 24
September 1, 2016
Pages 1139 - 1998

The
Oklahoma
Register
Oklahoma
Secretary of State
Office of Administrative Rules



Mary Fallin, Governor
Chris Benge,
Secretary of State

Peggy Coe, Editor-in-Chief

THE OKLAHOMA REGISTER is an official publication of the State of Oklahoma. It is published semi-monthly on
the first working day of the month and on the first working day following the 14th day of the month under the authority
of 75 O.S., Sections 250 et seq. and OAC 655:10-15-1. The rules of the State of Oklahoma are codified and published
in theOklahoma Administrative Code.

The Oklahoma Register and the documents accepted for publication areAVAILABLE FOR PUBLIC INSPECTION
at the Office of Administrative Rules pursuant to the Oklahoma Open Records Act. Copies of the Register are also
available for public inspection at many County Clerks' offices in Oklahoma, the Jan Eric Cartwright Memorial Law
Library in the State Capitol, and the following depository libraries:

Ada - East Central University, Linscheid Library
Alva - Northwestern Oklahoma State University,
J.W.Martin Library

Bartlesville - Bartlesville Public Library
Claremore - Rogers State University, Stratton Taylor Library
Clinton - Clinton Public Library
Durant - Southeastern Oklahoma State University, H.G.
Bennett Memorial Library

Edmond - University of Central Oklahoma, Chambers Library
Enid - Public Library of Enid and Garfield County
Goodwell - Oklahoma Panhandle State University, Marvin E.
McKee Library

Lawton - Lawton Public Library

McAlester - McAlester Public Library
Norman - University of Oklahoma, Bizzell Memorial
Library

Oklahoma City - Metropolitan Library System
Oklahoma City - Oklahoma Department of Libraries
Stillwater - Oklahoma State University, Edmon Low
Library

Tahlequah - Northeastern State University, John
Vaughan Library

Tulsa - Tulsa City-County Library System
Tulsa - University of Tulsa, McFarlin Library
Weatherford - Southwestern Oklahoma State
University, Al Harris Library

CITE MATERIAL PUBLISHED IN THE OKLAHOMA REGISTER by the volume and the beginning page
number of the document in the Register. For example: 31 Ok Reg 256.

SUBSCRIPTION RATES for the Register are $500.00 per year for the printed issues and $300.00 per year for the
CD-ROM issues, payable in advance. When available, individual printed issues may be purchased for $20.00 plus the
cost of postage, payable in advance. Make checks payable to "Secretary of State." Send subscription requests, change
of address notices, and undelivered copies to: Secretary of State, Office of Administrative Rules, 421 NW 13th Street,
Suite 220, Oklahoma City, OK 73103.

INFORMATION ABOUT THIS PUBLICATION may be obtained by contacting the OAR by mail at Oklahoma
Secretary of State, Office of Administrative Rules, 421 NW 13th Street, Suite 220, Oklahoma City, OK 73105, by
phone at (405) 521-4911, or by fax at (405) 522-3555. Information may also be obtained by visiting the OAR's office,
located in Suite 220, Colcord Center, 421 NW 13th Street, Oklahoma City, between 8:00 a.m. and 5:00 p.m., Monday
through Friday.

This publication is issued and printed by the Secretary of State as authorized by 75 O.S., Section 255. 43 copies have been prepared and
distributed at a cost of $1221.48. Copies have been deposited with the Oklahoma Department of Libraries, Publications Clearinghouse.
ISSN 0030-1728



Permanent Final Adoptions

days after receiving the notice to consider the decision of
whether or not to elect a distribution; and
(2) The Distributee, after receiving the notice, affirma-
tively elects a distribution.

[OAR Docket #16-672; filed 7-7-16]

TITLE 310. OKLAHOMA STATE
DEPARTMENTOFHEALTH

CHAPTER 15. CLINICAL TRIALS ON THE
USE OF CANNABIDIOL

[OAR Docket #16-704]

RULEMAKINGACTION:
PERMANENT final adoption

RULES:
Subchapter 1. Purpose and Definitions [NEW]
310:15-1-1. Purpose [NEW]
310:15-1-2. Definitions [NEW]
Subchapter 3. Physician Application and Reporting [NEW]
310:15-3-1. Physician application [NEW]
310:15-3-2. Physician reporting [NEW]

AUTHORITY:
Oklahoma State Board of Health; Title 63 O.S. Section 1-104 and Title 63

O.S. §§ 2-801 through 2-805
SUBMISSION OF PROPOSED RULES TO GOVERNOR AND
CABINET SECRETARY:
September 9, 2015

COMMENT PERIOD:
October 1, 2015 through November 4, 2015

PUBLICHEARING:
November 4, 2015

ADOPTION:
December 8, 2015

SUBMISSION OF ADOPTED RULES TO GOVERNOR AND
LEGISLATURE:
December 18, 2015

APPROVEDBYGOVERNOR’S DECLARATION:
Approved by Governor's declaration on June 9, 2016

FINAL ADOPTION:
June 9, 2016

EFFECTIVE:
September 11, 2016

SUPERSEDED EMERGENCYACTIONS:
Superseded rules:
Subchapter 1. Purpose and Definitions [NEW]
310:15-1-1. Purpose [NEW]
310:15-1-2. Definitions [NEW]
Subchapter 3. Physician Application and Reporting [NEW]
310:15-3-1. Physician application [NEW]
310:15-3-2. Physician reporting [NEW]

Gubernatorial approval:
January 13, 2016

Register publication:
33 Ok Reg 451

Docket number:
16-229

INCORPORATIONS BYREFERENCE:
"n/a"

ANALYSIS:
These rules implement the agency's requirements from House Bill Number

2154, from the 1st Session of the 55th Oklahoma Legislature (2015) known as
"Katie and Cayman's Law" and codified at 63 O.S. §§ 2-801 through 2-805.
The proposed regulations set forth the Department's requirements for the
necessary approvals of clinical trials on subjects under the age of 18 for the
use of Cannabidiol in treating certain types of seizures as required by the
House Bill. Cannabidiol" means a non-psychoactive cannabinoid found
in the plant Cannabis sativa L. or any other preparation thereof, that has a

tetrahydrocannabinol concentration of not more than three-tenths of one
percent (0.3%) and that is delivered to the patient in the form of a liquid [63
O.S. § 2-801]
CONTACT PERSON:
Donald D. Maisch, General Counsel, Oklahoma State Department of

Health, 1000 N.E. 10th Street, Oklahoma City, OK 73117-1207; phone (405)
271-6017, e-mail: DonM@health.ok.gov.

PURSUANT TO THE ACTIONS DESCRIBED HEREIN,
THE FOLLOWING RULES ARE CONSIDERED
FINALLY ADOPTED AS SET FORTH IN 75 O.S.,
SECTIONS 250.3(5) AND 308(E),WITHANEFFECTIVE
DATEOFSEPTEMBER11, 2016:

SUBCHAPTER 1. PURPOSEANDDEFINITIONS

310:15-1-1. Purpose
The rules in this Chapter implement the Commissioner of

Health's authorities established in Enrolled House Bill Num-
ber 2154, from the 1st Session of the 55thOklahomaLegislature
(2015) known as "Katie and Cayman's Law" and codified at 63
O.S. §§ 2-801 through 2-805.

310:15-1-2. Definitions
The followingwords and terms, when used in this Chapter,

shall have the following meaning, unless the context clearly
indicates otherwise.

"Clinical Trial" means a trial at an academic medical
center of the use of cannabidiol at an academic medical center
on patients eighteen (18) years of age or younger pursuant to
the requirements of Katie and Cayman's Law, codified at 63
O.S. §§ 2-801 through 2-805.

"O.S." means Oklahoma Statute.
"Severe forms of epilepsy" means refractory epilepsy

that is not adequately treated by traditional medical therapies,
including Lennox-Gastaut Syndrome and Dravet Syndrome,
also known as Severe Myoclonic Epilepsy of Infancy.

SUBCHAPTER 3. PHYSICIANAPPLICATION
ANDREPORTING

310:15-3-1. Physician application
Any physician, who has been designated a principal inves-

tigator of a clinical trial concerning Lennox-Gastaut Syndrome,
also known as Severe Myoclonic Epilepsy of Infancy; any other
severe form of epilepsy not adequately treated by traditional
medical therapies (63 O.S. § 2-101 (23)), or any other form of
refractory epilepsy that is not adequately treated by traditional
medical therapies (63 O.S. § 2-801 (5)) on individuals eighteen
(18) years of age or younger, and who requests approval from
the Commissioner of Health, or designee shall:

(1) Submit an application on a form provided by the
Commissioner of Health, which shall include the name,
address and other contact information for the principal in-
vestigator;
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(2) Submit a statement from either the Oklahoma State
Board of Medical Licensure or the Oklahoma State Board
of Osteopathic Examiners that the physician is licensed
and in good standing with said licensure board;
(3) Submit a copy of the documents from the United
States Food and Drug Administration naming the physi-
cian as the principal investigator;
(4) Submit a copy of the license obtained by the United
States Drug Enforcement Administration;
(5) Submit and maintain a current Oklahoma State Bu-
reau of Narcotics and Dangerous Drugs Control registra-
tion;
(6) Demonstrate registration with the Oklahoma State
Bureau of Narcotics and Dangerous Drugs Control;
(7) Submit the names, addresses and other contact in-
formation of any subinvestigators whowill be assisting the
principal investigator and include with the submission:

(A) A copy of the license obtained by the United
States Drug Enforcement Administration; and
(B) Information demonstrating registration of the
subinvestigator with the Oklahoma State Bureau of
Narcotics and Dangerous Drugs Control;

(8) Submit the following information concerning the
clinical trial to be performed:

(A) Name, address and contact information of the
academic medical center where the clinical trial will
occur;
(B) Statement from Institutional Review Board
(IRB) of the academic medical center where the clin-
ical trial will occur, concurring with the requirements
for said clinical trial;
(C) Statement from the United States Food and
Drug Administration allowing cannabidiol to be used
as a investigation new drug on qualified patients with
severe forms of epilepsy;
(D) Name, address and other contact information
of the source of the cannabidiol to be used for the
study. The submission of the information of the
source of the cannabidiol shall include:
(i) Information that the cannabidiol was man-
ufactured at a facility in the United States or in a
foreign country that was approved by the United
States Food and Drug Administration; and
(ii) Information that the cannabidiol has been
tested on animals to:
(I) demonstrate preliminary effectiveness;
and
(II) ensure the cannabidiol is safe to ad-
minister to humans;

(E) Submit a statement that the clinical trial will
be performed at the highest standards of clinical re-
search; and
(F) Submit a statement that the clinical trial will
conclude no later than December 31, 2017;

(9) Submit a statement that the principal investigator
and all subinvestigators shall adhere to the rules and reg-
ulations established by the relevant Institutional Review
Board for the clinical trial; and

(10) Submit an attestation by the principal investigator
as to the accuracy and completeness of the information
provided in the application.

310:15-3-2. Physician reporting
(a) Any physician approved by the Commissioner of Health
or designee to perform a clinical trial, pursuant to this Chapter
shall submit annual reports, and a final report, to the Commis-
sioner of Health. The report shall include:

(1) Data from the clinical trial; and
(2) Summary of findings from the clinical trial.

(b) Any physician, approved by the Commissioner of Health
or designee to perform a clinical trial pursuant to this Chapter
shall immediately report to the Commissioner of Health and to
the Director of the Oklahoma State Bureau of Narcotics and
Dangerous Drugs Control any adverse outcomes or injuries to
any subjects participating in the clinical trial.

[OAR Docket #16-704; filed 7-11-16]

TITLE 310. OKLAHOMA STATE
DEPARTMENTOFHEALTH

CHAPTER 257. FOOD SERVICE
ESTABLISHMENTS

[OAR Docket #16-705]

RULEMAKINGACTION:
PERMANENT final adoption

RULES:
Subchapter 1. Purpose and Definitions [AMENDED]
Subchapter 3. Management and Personnel [AMENDED]
Subchapter 5. Food [AMENDED]
Subchapter 7. Equipment, Utensils and Linens [AMENDED]
Subchapter 9. Water, Plumbing andWaste [AMENDED]
Subchapter 11. Physical Facilities [AMENDED]
Subchapter 13. Poisonous or ToxicMaterials [AMENDED]
Subchapter 15. Compliance and Enforcement [AMENDED]
Subchapter 17. Mobile Pushcarts, Mobile Food Service Establishments,
andMobile Retail Food Service Establishments [AMENDED]

Appendix A. Tables [NEW]
AUTHORITY:
Oklahoma State Board of Health; Title 63 O.S. Section 1-104 and Title 63

O.S. §§ 1-106.3 and 1-1118.
SUBMISSION OF PROPOSED RULES TO GOVERNOR AND
CABINET SECRETARY:
September 9, 2015

COMMENT PERIOD:
October 1, 2015 through November 4, 2015

PUBLICHEARING:
November 4, 2015

ADOPTION:
January 12, 2016

SUBMISSION OF ADOPTED RULES TO GOVERNOR AND
LEGISLATURE:
January 22, 2016

APPROVEDBYGOVERNOR’S DECLARATION:
Approved by Governor's declaration on June 9, 2016

FINAL ADOPTION:
June 9, 2016

EFFECTIVE:
September 11, 2016

SUPERSEDED EMERGENCYACTIONS:
"n/a"
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