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Thanks to our Sponsors



Disclosures

Written Certifications for 

patients who wish to register with 

Hawaii’s Medical Use of Cannabis

Program in accordance with state law.

NOT a member or consultant with any 

dispensary.

No financial interests to disclose.
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Disclaimer

This presentation is for 

educational purposes only.

I am not a lawyer, just a fan of the 

rule of law.

Please consult with a lawyer for 

professional legal advice 

regarding the medical use of 

cannabis in Hawaii.
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My Background

Akamai Cannabis Clinic

Certifying Physician, since 2013

Board-certified in Cannabis Medicine

Member of the Dispensary Task Force

Retina Institute of Hawaii

Medical Retina Specialist, Since 2007

Wyeth-Ayerst Pharmaceuticals

Reference Standard Chemist, 1994-1995

University of Hawaii at Manoa

Natural Products Chemist, 1992-1994
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http://www.cannabishealthcarehawaii.com/drotto

http://www.cannabishealthcarehawaii.com/drotto


Friend with colorectal cancer …

Pain relief

Nausea 

reduction

Appetite 

stimulation
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First I looked at the Science …
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Hawaii’s Medical Use of Marijuana Act

Governor Ben Cayetano

Senate Bill 862

HRS 329, Section IX

Signed into law:

June 14, 2000

Went into effect:

December 28, 2000

Then I studied the law …
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Patient Advocacy

Recreationalists

Prohibitionists

Cannabis Fanatics

© 2019 ACC

Use by permission only



Cannabis Acute Psychosis

https://bmcpsychiatry.biomedcentral.com/track/pdf/10.1186/1471-244X-5-17
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https://bmcpsychiatry.biomedcentral.com/track/pdf/10.1186/1471-244X-5-17


Outline

State Medical Use

Certification Standards

Cannabidiol
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State Medical Use
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“Medical Cannabis”
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Proper Terminology

Medical Use of Cannabis

Medical Use Cannabis

Chapter 329

Uniform Controlled Substances Act

Part IX. Medical Use of Cannabis

Sections 121-128
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For your consideration

A substance cannot be 

controlled…

…if the state and 

federal regulation of that 

substance are misaligned
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Federal Schedule I Criteria

https://www.deadiversion.usdoj.gov/21cfr/21usc/812.htm

§812. Schedules of controlled substances

(b) Placement on schedules; findings required

(1) Schedule I.—

(A) The drug or other substance has a high potential for abuse.

(B) The drug or other substance has no currently accepted medical use 

in treatment in the United States.

(C) There is a lack of accepted safety for use of the drug or other substance 

under medical supervision.
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https://www.deadiversion.usdoj.gov/21cfr/21usc/812.htm


Federal Schedule I List

https://www.deadiversion.usdoj.gov/21cfr/cfr/1308/1308_11.htm

§1308.11 Schedule I.

(d) Hallucinogenic substances.

(23) Marihuana

(31) Tetrahydrocannabinols

(58) Marihuana Extract
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https://www.deadiversion.usdoj.gov/21cfr/cfr/1308/1308_11.htm


State Schedule I Criteria

https://www.capitol.hawaii.gov/hrscurrent/Vol06_Ch0321-0344/HRS0329/HRS_0329-0013.htm

§329-13 Schedule I tests. A 

substance shall be placed in 

schedule I if it has the highest 

degree of danger or probable danger 

according to the determination made 

pursuant to section 329-11.
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https://www.capitol.hawaii.gov/hrscurrent/Vol06_Ch0321-0344/HRS0329/HRS_0329-0013.htm


State Schedule I List

https://www.capitol.hawaii.gov/hrscurrent/Vol06_Ch0321-0344/HRS0329/HRS_0329-0014.htm

§329-14 Schedule I. (a) The controlled 

substances listed in this section are 

included in schedule I.

(d) Any material, compound, mixture, or 

preparation that contains any quantity of 

the following hallucinogenic substances…

(20) Marijuana;

(g) Any of the following cannabinoids

(1) Tetrahydrocannabinols
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https://www.capitol.hawaii.gov/hrscurrent/Vol06_Ch0321-0344/HRS0329/HRS_0329-0014.htm


Unintended Consequences

Schedule 
I

Patients

Hospice

UH

DISP

Banks

HPD

VA

ADA
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States hold the authority

to accept the 

medical use of 

controlled substances

Federalism
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State medical use is 

currently accepted medical

use in treatment in the

United States.

Federalism
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Types of Accepted 

Medical Use

FDA-approved

State-accepted

Grandfathered
https://www.medicaljane.com/2016/10/17/the-accepted-medical-use-of-marijuana-states-need-to-take-action-now-to-protect-patient-rights/
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State Medical Use Argument

The federal Controlled Substances Act (CSA) 

says that a substance cannot be in federal 

Schedule I if it has "currently accepted medical 

use in treatment in the United States". (See 21 

U.S.C. 812. Schedules of Controlled Substances, 

(b) Placement on schedules; findings required, 

(1) Schedule I, (B) The drug or other substance 

has no currently accepted medical use in 

treatment in the United States.)

Point #1
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The courts have acknowledged that Congress 

never defined the term "currently accepted 

medical use", which leaves it to the states to 

determine what constitutes accepted medical use 

in their state. (See ACT v. DEA, 930 F.2d 

936,936 (D.C. Cir. 1991): Neither the statute nor 

its legislative history precisely defines the term 

"currently accepted medical use”.)

Point #2

State Medical Use Argument
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https://law.justia.com/cases/federal/appellate-courts/F2/930/936/151647/


The courts have acknowledged that having 

medical use in just one state is sufficient for there 

to be medical use in the United States. 

(See Grinspoon v. DEA, 828 F.2d 881,886 (1st 

Cir. 1987) Congress did not intend "accepted 

medical use in treatment in the United States" to 

require a finding of recognized medical use in 

every state.)

Point #3

State Medical Use Argument
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https://openjurist.org/828/f2d/881/grinspoon-v-drug-enforcement-administration


The Supreme Court has acknowledged that the 

decision-making authority to accept the medical 

use of controlled substances is reserved to the 

states.  (See Gonzales v. Oregon (2006) The 

Attorney General has rulemaking power to fulfill 

his duties under the CSA. The specific respects 

in which he is authorized to make rules, however, 

instruct us that he is not authorized to make a 

rule declaring illegitimate a medical standard of 

care and treatment of patients that is specifically 

authorized under state law.)

Point #4

State Medical Use Argument
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https://www.law.cornell.edu/supct/html/04-623.ZS.html


The State of Hawaii exercised its authority to 

accept the medical use of a controlled substance 

when it established that cannabis has medical 

use by enacting Hawaii's Medical Use of 

Cannabis Act in 2000, thereby creating a state-

regulated medical use of cannabis program. (See 

Hawaii's Uniform Controlled Substances 

Act, HRS 329, Part IX. Medical Use of Cannabis.)

Point #5

State Medical Use Argument
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https://www.capitol.hawaii.gov/hrscurrent/Vol06_Ch0321-0344/HRS0329/HRS_0329-0121.htm


State medical use of cannabis is “currently 

accepted medical use in treatment in the United 

States”, which means that the federal regulation 

that places marijuana in federal Schedule I “does 

not apply” to the medical use of cannabis in 

Hawaii. (See 21 CFR 1308.11 Schedule I. (d) 

Hallucinogenic substances. (23) Marihuana and 

(31) Tetrahydrocannabinols.)

Point #6

State Medical Use Argument
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State Medical Use Argument

SMU

CSACFR
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Does Not Apply

Exempt from federal Schedule I:

21 CFR 1307.31 - Native American Church.

“The listing of peyote as a controlled substance 

in Schedule I does not apply to the nondrug use 

of peyote in bona fide religious ceremonies of the 

Native American Church, and members of the 

Native American Church so using peyote are 

exempt from registration.”
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https://www.govinfo.gov/content/pkg/CFR-2010-title21-vol9/pdf/CFR-2010-title21-vol9-sec1307-31.pdf


Does Not Apply

Exempt from Guam Schedule I:

Section 2. The following new subsection (g) is 

added to Appendix A of Chapter 67 of Title 9 

Guam Code Annotated, to read as follows:

“(g) The enumeration of marihuana, 

tetrahydrocannabinols or chemical derivatives of 

these as Schedule I controlled substances does 

not apply to the medical use of cannabis 

pursuant to the Joaquin Concepcion 

Compassionate Cannabis Use Act of 2013.''
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http://www.guamlegislature.com/Bills_Introduced_32nd/Bill No. B215-32 (COR).pdf


Does Not Apply

Exempt from aircraft carriage restrictions:

14 CFR 91.19 Carriage of narcotic drugs, 

marihuana, and depressant or stimulant drugs or 

substances. 

(b) Paragraph (a) of this section does not 

apply to any carriage of narcotic drugs, 

marihuana, and depressant or stimulant drugs or 

substances authorized by or under any Federal 

or State statute or by any Federal or State 

agency.”
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https://www.ecfr.gov/cgi-bin/text-idx?c=ecfr&SID=03efb7c1b34301bf39ff6d98084cdd45&rgn=div8&view=text&node=14:2.0.1.3.10.1.4.10&idno=14


Trivia Question

Why does our local newspaper use the 

term “legalized medical cannabis” rather 

than the more accurate term “accepted the 

medical use of cannabis” ?
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Trivia Question

Why does our local newspaper use the 

term “legalized medical cannabis” rather 

than the more accurate term “accepted the 

medical use of cannabis” ?

Because the Associated Press’ stylebook 

doesn’t contain the term “accepted the 

medical use of cannabis”.
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AP Stylebook

https://www.apstylebook.com/
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https://www.apstylebook.com/


Certification Standards
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Certification Standards
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Certification Standards

Physician Conflicts of Interest: A physician who recommends 

marijuana should not have a professional office located at a 

dispensary or cultivation center or receive financial compensation 

from or hold a financial interest in a dispensary or cultivation center. 

Nor should the physician be a director, officer, member, 

incorporator, agent, employee, or retailer of a dispensary or 

cultivation center.

https://www.fsmb.org/siteassets/advocacy/policies/model-guidelines-for-the-recommendation-of-marijuana-in-patient-care.pdf
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Certification Standards

https://www.mbc.ca.gov/Publications/guidelines_cannabis_recommendation.pdf
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Board Certification

http://aacmsite.org/

© 2019 ACC

Use by permission only

http://aacmsite.org/


Cole Memos 
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Cole Memos 

The Department’s guidance in this memorandum rests on its expectation

that states and local governments that have enacted laws authorizing

marijuana-related conduct will implement strong and effective 

regulatory systems that will address the threat those state laws could 

pose to public safety, public health, and other law enforcement interests.

https://www.justice.gov/iso/opa/resources/3052013829132756857467.pdf
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New Registration Cards
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Registration Card Changes

Generate the registration card the instant 

that certification and registration are 

submitted online to DOH.

Email copies of the Written Certification 

and registration card directly to the 

certifying provider.

Have the provider print, sign, and laminate 

the registration card and give to the patient.
© 2019 ACC

Use by permission only



Transparency Needed
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Cannabidiol (CBD)

© 2019 ACC

Use by permission only



CBD

Anti-inflammatory

Anti-spasmotic, Anti-convulsive

Anti-oxidant, neuroprotective, cardioprotective

Anti-neoplastic

Anti-diabetic
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CBD vs. THC

THC

CBD
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Agriculture Act of 2014

Did not remove hemp from the federal CSA.

Provided only for cultivation and marketing research.

https://www.congress.gov/bill/113th-congress/house-bill/2642

February 7, 2014
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https://www.congress.gov/bill/113th-congress/house-bill/2642


Research Pilot Programs

The term “industrial hemp” includes the 

plant Cannabis sativa L. and any part or derivative of 

such plant, including seeds of such plant, whether 

growing or not, that is used exclusively for industrial 

purposes (fiber and seed) with a 

tetrahydrocannabinols concentration of not more than 

0.3 percent on a dry weight basis.

https://www.federalregister.gov/documents/2016/08/12/2016-19146/statement-of-principles-on-industrial-hemp

1

August 12, 2016
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https://www.federalregister.gov/documents/2016/08/12/2016-19146/statement-of-principles-on-industrial-hemp


For purposes of marketing research by institutions of 

higher education or State departments of agriculture 

(including distribution of marketing materials), but not 

for the purpose of general commercial activity, 

industrial hemp products may be sold in a State with 

an agricultural pilot program or among States with 

agricultural pilot programs …

https://www.federalregister.gov/documents/2016/08/12/2016-19146/statement-of-principles-on-industrial-hemp

Research Pilot Programs

2

August 12, 2016
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Epidiolex

https://www.federalregister.gov/documents/2016/08/12/2016-19146/statement-of-principles-on-industrial-hemp
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Epidiolex

https://www.fda.gov/newsevents/newsroom/pressannouncements/ucm611046.htm

June 25, 2018
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Epidiolex

https://www.dea.gov/press-releases/2018/09/27/fda-approved-drug-epidiolex-placed-schedule-v-controlled-substance-act

September 27, 2018
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https://www.dea.gov/press-releases/2018/09/27/fda-approved-drug-epidiolex-placed-schedule-v-controlled-substance-act


FDA and CBD

The FDA has determined that it is not legal to sell products 

that contain THC or CBD as dietary supplements. It is also not 

legal to sell foods containing added THC or CBD in 

interstate commerce.

https://nccih.nih.gov/health/marijuana
© 2019 ACC
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FDA and CBD

FDA has therefore concluded that it is a prohibited act to 

introduce or deliver for introduction into interstate commerce 

any food (including any animal food or feed) to which THC or 

CBD has been added.

https://www.fda.gov/NewsEvents/PublicHealthFocus/ucm421168.htm#legal
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https://www.fda.gov/NewsEvents/PublicHealthFocus/ucm421168.htm#legal


Agriculture Improvement 

Act of 2018

https://www.congress.gov/115/bills/hr2/BILLS-115hr2enr.pdf

Removed hemp from the federal CSA.

Authorized the USDA to approve state hemp programs.

December 20, 2018
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https://www.congress.gov/115/bills/hr2/BILLS-115hr2enr.pdf


Agriculture Improvement 

Act of 2018

https://www.congress.gov/115/bills/hr2/BILLS-115hr2enr.pdf

SEC. 10113. HEMP PRODUCTION. The Agricultural Marketing Act 

of 1946 (7 U.S.C. 1621 et seq.) is amended by adding at the end the 

following: ‘‘Subtitle G—Hemp Production 

‘‘SEC. 297D. REGULATIONS AND GUIDELINES; EFFECT ON 

OTHER LAW. 

‘‘(c) EFFECT ON OTHER LAW.—Nothing in this subtitle shall affect 

or modify—

‘‘(1) the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 301 et 

seq.);

‘‘(3) the authority of the Commissioner of Food and Drugs and the 

Secretary of Health and Human Services—

‘‘(B) to promulgate Federal regulations and guidelines that relate to 

the production of hemp under the Act …
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Current Situation

CBD
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Drug Interactions

https://www.pharmacytimes.com/publications/issue/2014/december2014/drug-interactions-with-marijuana
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https://www.pharmacytimes.com/publications/issue/2014/december2014/drug-interactions-with-marijuana


Making THC from CBD

https://patentimages.storage.googleapis.com/ed/9f/1b/58e43cc4792306/US20040143126A1.pdf
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https://patentimages.storage.googleapis.com/ed/9f/1b/58e43cc4792306/US20040143126A1.pdf

THC

CBD
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Making THC from CBD

https://patentimages.storage.googleapis.com/ed/9f/1b/58e43cc4792306/US20040143126A1.pdf


Effect of CBD on IOP

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC6295937/

We find that the regulation of ocular 

pressure by THC and CBD is more 

complex than previously appreciated. 

THC acts via a combination of CB1 and 

GPR18 receptors in a sex-dependent 

manner, while CBD can both raise IOP 

and interfere with the effects of THC.
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The Way Forward
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https://www.whitehouse.gov/ondcp/

Regulatory Framework
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Regulatory Framework
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Hawaii HIDTA Board

STATE AGENCIES:

Hawaii State Attorney General’s Office 

Department of Public Safety Director 

Department of Public Safety Sheriff Division 

Hawaii National Guard 

LOCAL AGENCIES: 

Honolulu City and County Prosecutor’s Office 

Hawaii Police Department 

Honolulu Police Department 

Kauai Police Department 

Maui Police Department 

http://www.hi-hidta.org/about/mission-vision/ © 2019 ACC
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http://www.hi-hidta.org/about/mission-vision/


Fusion Centers

https://www.dhs.gov/fusion-centers-and-hidta-investigative-support-centers
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Suggestion #1

Direct the DEA

to adopt a rule that exempts the

state medical use of cannabis

from federal Schedule I regulation.
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Suggestion #2

Motivate the

Hawaii Medical Board

to adopt formal guidelines

for certifying providers.
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Suggestion #3

Provide funding to

support the compliance efforts

of Hawaii’s

Medical Use of Cannabis

and Hemp Programs.
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ONDCP

$

$

$

$
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The legislature further finds that 

allowing the medical use of marijuana 

could promote Hawaii as being an 

international center for medical 

treatment and research. 

Original Medical Use Bill

https://www.capitol.hawaii.gov/session1999/bills/SB862_SD1_.htm
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1999

https://www.capitol.hawaii.gov/session1999/bills/SB862_SD1_.htm


UH Cancer Center

https://www.uhcancercenter.org/
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Unique Border Control
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Please Fix the Problem



MAHALO !

Clifton Otto, MD

808-233-8267

cliftonotto@hotmail.com

akamaicannabisclinic.com  © 2019 ACC
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