ADMINISTRATIVE AGENCY RULE REPORT
75 0.S. Supp. 2000, § 303.1
SUBMITTED TO THE GOVERNOR AND TO THE LEGISLATURE

Date the Notice of Intended Rulemaking was published in the Oklahoma Register:
October 3, 2016, Vol. 34 Ok Reg 2, Docket No. 16-746

Name and address of the Agency:
Oklahoma State Department of Health
1000 N.E. Tenth Street

Oklahoma City, Oklahoma 73117-1299

. Title and Number of the Rule:

Title 310. Oklahoma State Department of Health
Chapter 15. Clinical Trials on the Use of Cannabidiol

Citation to the Statutory Authority for the Rule:
Oklahoma State Board of Health, Title 63 O.S. § 1-104 and 63 O.S. 88§ 2-801 through 2-805

Brief Summary of the Content of the Adopted Rule:

These proposed rules implement the agency's requirements from House Bill Number 2835, from the
2nd Session of the 55th Oklahoma Legislature (2016), codified at 63 O.S. 8§ 2-801 through 2-805.
The proposed regulations would remove the age limitation for clinical trials on the use of cannabidiol
as required by the House Bill.

Statement explaining the Need for the Adopted Rule:
Conformance with House Bill Number 2835, from the 2nd Session of the 55th Oklahoma
Legislature (2016) and codified at 63 O.S. 88§ 2-801 through 2-805. Effective November 1, 2016.

. Date and Location of the Meeting at which such Rules Were Adopted:
Adopted December 13, 2016, in the offices of the Oklahoma State Department of Health.

Summary of the Comments and Explanation of Changes or Lack of any Change Made in
the Adopted Rules as a Result of Testimony Received at Public Hearings:

The proposed changes do not cover all the changes passed by the Oklahoma Legislature in
House Bill 2835. The changes in House Bill 2835 added the following conditions for a clinical
study on the effectiveness of cannabidiol: spasticity due to multiple sclerosis or due to
paraplegia; intractable nausea and vomiting; or appetite stimulation with chronic wasting
diseases.

The Department agrees with the comment and made changes to the rule to add these elements.
List of Persons or Organizations Who Appeared or Registered For or Against the

Adopted Rule at Any Public Hearing Held by the Agency or Those Who Have
Commented in Writing Before or After the Hearing:

Carter Kimble - Oklahoma State Department of Health
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10. Rule Impact Statement: Hereto annexed as Exhibit B.

11. Incorporation by Reference Statement:
lln/all

12. Members of the Governing Board of the Agency Adopting the Rules and the Recorded
Vote of Each Member:

Dr. Jenny Alexopulos - Aye
Mrs. Martha Burger - Aye
Dr. Terry Gerard - Aye

Dr. Charles Grim - Aye

Dr. R. Murali Krishna - Aye
Mr. Timothy Starkey - Aye
Dr. Robert Stewart - Aye
Ms. Cris Hart-Wolfe - Aye
Dr. Ronald Woodson — Aye

13. Additional information: Information regarding this rule may be obtained by contacting
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.



TITLE 310. OKLAHOMA STATE DEPARTMENT OF HEALTH
CHAPTER 15. CLINICAL TRIALS ON THE USE OF CANNABIDIOL

The rule report submitted to the Governor, the Speaker of the House of Representatives and the President Pro
Tempore of the Senate, pursuant 75:303.1(A) of the Administrative Procedures Act, shall include: (9) A
summary of the comments and explanation of changes or lack of any change made in the adopted rules as a
result of testimony received at all hearings or meetings held or sponsored by an agency for the purpose of
providing the public an opportunity to comment on the rules or of any written comments received prior to the
adoption of the rule. The summary shall include all comments received about the cost impact of the proposed
rules; (10) A list of persons or organizations who appeared or registered for or against the adopted rule at
any public hearing held by the agency or those who have commented in writing before or after the
hearing.[75:303.1(E)(9)&(10)]

Name: Kimble Carter

Comments: The proposed changes do not cover all the changes passed by the Oklahoma Legislature
in House Bill 2835. The changes in House Bill 2835 added the following conditions for a clinical
study on the effectiveness of cannabidiol: spasticity due to multiple sclerosis or due to
paraplegia; intractable nausea and vomiting; or appetite stimulation with chronic wasting
diseases.

Response: The Oklahoma State Department of Health agrees with the comment and proposes to
make the following changes to the proposed modifications to Oklahoma Administrative Code 310:15-
3-1:

Any physician, who has been designated a principal investigator 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, spasticity due to multiple sclerosis or due to paraplegia; intractable nausea and
vomiting; or appetite stimulation with chronic wasting diseases (63 O.S. § 2-801 (5)) on
individuals eighteen—(18)years—ofage—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 investigator;

(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 physician 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 Bureau of Narcotics and Dangerous

Drugs Control registration;

(6) Demonstrate registration with the Oklahoma State Bureau of Narcotics and Dangerous

Drugs Control;

(7) Submit the names, addresses and other contact information of any subinvestigators who

will 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
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(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 clinical 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 manufactured at a facility in the United
States or in a foreign country that was approved by the United States Food and Drug
Administration; and
(if) Information that the cannabidiol has been tested on animals to:
(I) demonstrate preliminary effectiveness; and
(11) ensure the cannabidiol is safe to administer to humans;
(E) Submit a statement that the clinical trial will be performed at the highest standards of
clinical research; 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 regulations 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.

Agency Rule Contact:
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.
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RULE IMPACT STATEMENT

TITLE 310. OKLAHOMA STATE DEPARTMENT OF HEALTH
CHAPTER 15. CLINICAL TRIALS ON THE USE OF CANNABIDIOL

DESCRIPTION: (a brief description of the purpose of the proposed rule [75 O.S. §303.D.2(2)])
These proposed regulations, if adopted, will implement the agency’s requirements from House Bill
Number 2835, from the 2nd Session of the 55" Oklahoma Legislature (2016), codified at 63 O.S. §§
2-801 through 2-805. The proposed regulations would remove the age limitation for clinical trials on
the use of cannabidiol as required by the House Bill.

DESCRIPTION OF PERSONS AFFECTED AND COST IMPACT RESPONSE: (a description of
the classes of persons who most likely will be affected by the proposed rule, including classes that
will bear the costs of the proposed rule, and any information on cost impacts received by the agency
from any private or public entities [75 O.S. 8303.D.2(b)]) Those classes of persons potentially affected
are physicians and patients that will be wanting to develop clinical trials for the use of Cannabidiol, as
well as the educational facilities where the trials will occur. The costs of compliance of these rules will
be to the physicians and the hospitals where the trials will occur. Since there is no fee associated with the
filing for the approval, the only cost to the physician and the hospital will be the time needed to fill out
and collect the appropriate paperwork.

DESCRIPTION OF PERSONS BENEFITING, VALUE OF BENEFIT AND EXPECTED
HEALTH OUTCOMES: (a description of the classes of persons who will benefit from the proposed
rule [75 O.S. 8303.D.2(c)]) The potential benefit will be to the physicians, patients and hospitals in
determining whether Cannabidiol treatment is effective concerning certain seizure events, spasticity due
to multiple sclerosis or due to paraplegia; intractable nausea and vomiting; or appetite stimulation
with chronic wasting diseases. The Department will track and determine potential benefits through the
receipt of reports from any of the approved trials.

ECONOMIC IMPACT, COST OF COMPLIANCE AND FEE CHANGES: (a description of the
probable economic impact of the proposed rule upon affected classes of persons or political subdivisions,
including a listing of all fee changes and, whenever possible, a separate justification for each fee change
[75 O.S. 8303.D.2(d)])

While the cost to the physicians or hospitals is unknown at the present time, it is assumed that there will
be minimal costs to the physician or hospital if the proposed rules are adopted. Necessary time and
equipment will need to be obtained to fill out the forms necessary to obtain approval and to conduct the
needed clinical trial.

COST AND BENEFITS OF IMPLEMENTATION AND ENFORCEMENT TO THE AGENCY:
(the probable costs and benefits to the agency and to any other agency of the implementation and
enforcement of the proposed rule, the source of revenue to be used for implementation and enforcement
of the proposed rule, and any anticipated effect on state revenues, including a projected net loss or gain
in such revenues if it can be projected by the agency [75 O.S. §303.D.2(e)])

The cost to implement the rule for the Oklahoma State Department of Health is unknown at the present
time. If adopted the proposed rules would modify the requirements for physicians and hospitals wanting
to conduct clinical trials on the use of Cannabidiol as a treatment for certain type of seizures, expanding
the individuals who may participate in a clinical trial to anyone at any age. These new requirements
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10.

would increase the cost to the Oklahoma State Department of Health in receiving applications, reviewing
applications and issuing approvals for the use of Cannabidiol in clinical trials.

The cost to the Department to implement the amendments will be approximately $4,419.60 to cover the
costs of rule drafting, adoption, publication, distribution, and education. The proposed rules will be
implemented and enforced by existing Department personnel and will have no anticipated effect on state
revenues.

IMPACT ON POLITICAL SUBDIVISIONS: (a determination of whether implementation of the
proposed rule will have an economic impact on any political subdivisions or require their cooperation in
implementing or enforcing the rule [75 O.S. §303.D.2(f)])

It is unknown if there will be any economic impact on any political subdivisions.

ADVERSE EFFECT ON SMALL BUSINESS: (a determination of whether implementation of the
proposed rule may have an adverse economic effect on small business as provided by the Oklahoma
Small Business Regulatory Flexibility Act [75 O.S. §303.D.2(g)])*

Since all trials must occur at a research hospital, there will be no impact on small business.

EFFORTS TO MINIMIZE COSTS OF RULE: (an explanation of the measures the agency has taken
to minimize compliance costs and a determination of whether there are less costly or nonregulatory
methods or less intrusive methods for achieving the purpose of the proposed rule [75 O.S. 8303.D.2(h)])

There have been no effort to minimize compliance costs, as all the requirements contained in the
proposed regulations are required by the implementing statutory requirements.

EFFECT ON PUBLIC HEALTH AND SAFETY: (a determination of the effect of the proposed

rule on the public health, safety and environment and, if the proposed rule is designed to reduce

significant risks to the public health, safety and environment, an explanation of the nature of the risk and

to what extent the proposed rule will reduce the risk [75 O.S. 8303.D.2(i)])

o Explain how this rule supports core public health functions, ensures delivery of essential public
health services, and contributes to strategic planning goals and objectives.

e Hyperlinks to published articles on the internet supporting the statement of effects are acceptable.

DETRIMENTAL EFFECTS ON PUBLIC HEALTH AND SAFETY WITHOUT ADOPTION:
(a determination of any detrimental effect on the public health, safety and environment if the proposed
rule is not implemented [75 O.S. §303.D.2(j)])

It is unknown if there are any detrimental effects on public health and safety if these proposed rules
are not adopted.

175 0.S. § 502. As used in the Oklahoma Small Business Regulatory Flexibility Act:

4. "Small business" means a for-profit enterprise consisting of fifty or fewer full-time or part-time employees.

275 0.5. § 504(B). If the proposed rules may have an adverse economic effect upon small business, the agency shall
submit a copy of the proposed rules and a rule impact statement to the Small Business Regulatory Review
Committee for its review and comment pursuant to the review and comment provisions of paragraph 2 of subsection
A and paragraph 6 of subsection B of Section 303 of this title.
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http://www.oscn.net/applications/oscn/deliverdocument.asp?lookup=Previous&listorder=15900&dbCode=STOKST75&year=

11. This rule impact statement was prepared on July 1, 2016. Modifications made subsequent to the
publication of the Notice of Rulemaking Intent were made on: November 22, 2016. (the date the rule
impact statement was prepared and if modified, the date modified [75 O.S. §303.D.2(k)])
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TITLE 310. OKLAHOMA STATE DEPARTMENT OF HEALTH
CHAPTER 15. CLINICAL TRIALS ON THE USE OF CANNABIDIOL

SUBCHAPTER 1. PURPOSE AND DEFINITIONS

310:15-1-2. Definitions.

The following words 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—ofage—or—younger pursuant to the
requirements of Katie and Cayman's Law, codified at 63 O.S. 8§ 2-801 through 2-805.

"0.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. PHYSICIAN APPLICATION AND REPORTING

310:15-3-1. Physician application.

Any physician, who has been designated a principal investigator 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, spasticity due to multiple sclerosis or due to paraplegia; intractable nausea and
vomiting; or appetite stimulation with chronic wasting diseases (63 O.S. § 2-801 (5)) on
individuals eighteen—{18)years—ofage—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 investigator;

(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 physician 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 Bureau of Narcotics and Dangerous
Drugs Control registration;
(6) Demonstrate registration with the Oklahoma State Bureau of Narcotics and Dangerous
Drugs Control;
(7) Submit the names, addresses and other contact information of any subinvestigators who
will 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 clinical 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 manufactured at a facility in the United
States or in a foreign country that was approved by the United States Food and Drug
Administration; and
(if) Information that the cannabidiol has been tested on animals to:
(I) demonstrate preliminary effectiveness; and
(11) ensure the cannabidiol is safe to administer to humans;
(E) Submit a statement that the clinical trial will be performed at the highest standards of
clinical research; 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 regulations 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.
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