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THROUGHOUT 2012, MAPS WORKED TIRELESSLY to cut through key areas of red tape 
in order to begin a clinical study on the use of marijuana as a treatment for symptoms 
of chronic posttraumatic stress disorder (PTSD). Medical doctors have reported anec-
dotal evidence for well over a century that patients who smoke or ingest the !owering 
buds of Cannabis sativa, or marijuana, have reduced physical pain as well as reduced 
insomnia, anxiety, and depression, all of which are common symptoms of PTSD.1-2 
Recognizing the need for thorough scienti"c analysis of these claims, MAPS has taken 
the initiative to diligently support clinical research into the safety and e#ectiveness of 
marijuana as a therapy. 

One such proposal is a MAPS-sponsored study to be conducted at the University 
of Arizona under the direction of Principal Investigator Dr. Sue Sisley, to examine the 
safety and e$cacy of "ve potencies of smoked or vaporized marijuana for symptoms 
of PTSD in 50 US veterans.3 While MAPS gained approval to conduct the study from 
the FDA in April 2011, a host of competing federal and state policies have prevented its 
initiation and made it impossible for researchers to conduct a scienti"c analysis of the 
merits of marijuana as a medicinal therapy.

Marijuana is now legally available for eligible patients in 18 states and the District 
of Columbia, and two states legalized marijuana for recreational use in November 
2012.4 In spite of this growing tolerance for medical marijuana at the state level, the 
federal government often blocks research into the medicinal applications of marijuana. 
It accomplishes this blockade through the Schedule I classi"cation of marijuana com-
bined with the maintenance of a monopoly on the control and distribution of mari-
juana for federal research by the National Institute of Drug Abuse (NIDA).

Even though marijuana was on the U.S. formulary prior to 1937 as an approved 
medical compound and was supported by the American Medical Association at that 
time as a useful therapeutic agent, the Cannabis Tax Act of 1937 raised numerous pol-
icy roadblocks that still obstruct marijuana research today. An assessment by The Boston 
Globe rings true: While clinical research rigorously validating the therapeutic bene"ts 
of the marijuana plant might be modest, “that says more about the di$culty of study-
ing an illegal substance than it does about the inherent medical value of the plant.”5

The most signi"cant blockade to MAPS’ marijuana research e#orts has been 
NIDA’s refusal to provide the marijuana needed to conduct the study in Arizona. It 
is not currently possible to obtain marijuana for FDA-reviewed research studies from 
any source except NIDA, which grows, stores, and sells marijuana to researchers who 
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study the adverse effects of the plant, 
from a single farm located at the Univer-
sity of Mississippi managed by marijuana 
scientist and entrepreneur Mahmoud 
ElSohly. In such a hostile climate for 
federally-reviewed marijuana research, 
it came as no surprise when—in Sep-
tember 2011, !ve months after the FDA 
cleared the study—NIDA and its parent 
agency the Public Health Service (PHS) 
conducted an independent review of the 
study protocol and decided it did not 
have scienti!c merit. One of the reasons 
the reviewers cited was that the protocol 
had not yet been scrutinized by an In-
dependent Review Board (IRB), which 
reviews studies primarily with an eye for 
the safety of subjects.

MAPS has now secured approval of 
the proposed research protocol by the 
University of Arizona IRB in addition 
to the previous thorough review by the 
FDA. After careful assessment and three 
rounds of review, the IRB indicated their 

satisfaction with the overall study design 
and their assessment that the protocol 
provides sufficient safety measures for 
patients who enroll in the clinical trial. 
The !nal review of the study protocol by 
the IRB occurred on October 23, 2012. 
Now, with approvals from both the FDA 
and IRB clearly supporting the scienti!c 
merit of the study, there is mounting 
pressure on NIDA and the Drug En-
forcement Administration (DEA) to re-
form their stance on these issues, to allow 
the much-needed research on alternative 
therapies for the 18-20% of young adult 
veterans and many others who suffer 
from PTSD after returning from combat 
duty in Iraq.6

*

The pressure on the federal gov-
ernment to allow medical marijuana 
research is also mounting on a di"er-
ent front, in the case of Lyle E. Craker v. 
Drug Enforcement Administration. In many 

states, Cannabis plants can be grown for 
personal medicinal use and in Arizona, 
where the PTSD study would occur, it 
is now legal for eligible patients to grow 
up to 12 plants for medical uses. How-
ever, it remains illegal for an independent 
grower to supply marijuana for research 
into the medicinal qualities of the plant.

With support from MAPS, Lyle 
Craker, Ph.D., a professor of horticul-
ture at the University of Massachusetts 
specializing in medicinal plants, spent 
nearly 11 years enduring internal DEA 
administrative reviews of his application 
to establish a production facility to grow 
marijuana with the controlled precision 
required for research purposes. These 
administrative proceedings ended on Au-
gust 15, 2011, when DEA administrator 
Michelle Leonhart signed the !nal order 
denying Craker’s request. 

This final administrative denial 
opened the door for Craker’s lawsuit, 
allowing him to take the case beyond 
the closed doors of the DEA and into 
the public forum of the U.S. Court of 
Appeals for the First Circuit in Boston, 
Mass. The opening brief was delivered 
in December 2011, and the court heard 
the first oral arguments in May 2012. 
The Appeals Court will be reviewing the 
rationale that the DEA used to reject an 
earlier 80-page report (issued by an Ad-
ministrative Law Judge in 2007) recom-
mending that it would be in the public 
interest for the DEA to issue a license 
to Professor Craker. A ruling in Craker’s 
favor in the federal appeals court would 
force the DEA to reopen its adminis-
trative review of Craker’s petition and 
conduct a new assessment of his request. 

Dr. Craker is supported by MAPS 
along with pro bono legal services from 
Washington, DC-based law !rm Cov-
ington & Burling LLP, one of the fore-
most law !rms representing the phar-
maceutical industry. The American Civil 
Liberties Union (ACLU) is also support-
ing Craker in the case.7

The U.S. Court of Appeals also 
heard testimony in October 2012 in the 
case of Americans for Safe Access v. Drug 
Enforcement Administration over the de-
classi!cation of marijuana as a Schedule I 
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substance—the !rst time a federal appeals court had considered 
marijuana’s reclassi!cation since 2002. 8

*

While the federal government stalls, a signi!cant amount 
of state-level reform is underway that could facilitate the initia-
tion of MAPS’ study of marijuana for veterans with PTSD, to be 
conducted by Dr. Sisley at the University of Arizona.

In 2010, Arizona voters approved Proposition 203, which 
allowed qualifying registered patients to obtain marijuana for 
speci!c debilitating medical conditions from 100 state-approved 
non-pro!t dispensaries. Unfortunately, legal opposition from 
Ar izona Governor 
Janice Brewer and 
state Attorney Gen-
eral Tom Horne has 
prevented the bill 
from being fully im-
plemented. 

Since the pas-
sage of Prop 203, a 
$6 million surplus of voter-protected funds has accumulated to 
support the implementation of the bill, with $12 million pro-
jected for 2013. This capital could be used to conduct marijuana 
research in the state of Arizona if the Biomedical Research 
Commission, a committee controlled by Governor Brewer, spe-
ci!cally allocates these funds for these studies. At the time of this 
writing, no portion of these surplus funds has been allocated for 
research purposes.

In April 2012, in a separate initiative to block voter-
approved Prop 203, Governor Brewer signed a bill into law that 
e"ectively banned marijuana studies from being conducted on 
university campuses. Dr. Sisley, the lead investigator of MAPS’ 
blocked study, is a vocal advocate for the credibility a univer-
sity campus confers on a study of marijuana, and feels strongly 
that the university location would also provide bene!ts for the 
veterans su"ering from PTSD who are waiting to enroll in the 
trial. 

“Without the ability to conduct the study at an education-
al institution, this research can only legally be conducted at a 
location distant from a school campus. This does not provide the 
best options for patients, as many buildings will not rent space 
for a team to conduct a marijuana study, and others that will are 
not as clean and safe as we would like,” said Dr. Sisley. “I have 
worked with hundreds of combat veterans with PTSD who 
have admitted to using marijuana and tell me that it is the only 
thing that helps to ease their symptoms. I feel strongly that these 
veterans deserve scienti!c investigation into the e"ectiveness of 
marijuana for PTSD and that they be permitted a respectable 
location at which to participate in that study.”

Dr. Sisley is currently working with dedicated volunteers 
and a pro bono legal team in Arizona to draft two state-level 
amendments, one of which would amend the language to Gov-

“I have worked with hundreds of combat veterans 
with PTSD who have admitted to using marijuana 
and tell me that it is the only thing that helps to 

ease their symptoms.”—Dr. Sue Sisley

ernor Brewer’s 2012 bill to allow clinical marijuana studies to 
take place at university campuses, including the University of 
Arizona. The second amendment, which also carries the sup-
port of the Arizona Medical Association, would ensure that 
some of the surplus funds from Prop 203 are speci!cally al-
located for marijuana research purposes. This would require a 
supermajority vote (support from 3/4 of the state legislature) 
and will be submitted for review in January 2013. “If these 
policy changes can be successfully secured in the coming year, 
a renaissance for marijuana research would then be possible in 
Arizona,” says Dr. Sisley.

With FDA and IRB support for MAPS-sponsored mari-
juana research as a 
treatment for PTSD, 
and with the increas-
ing number of states 
attempting to ensure 
that patients have 
safe access to medi-
cal mar ijuana, the 
outdated policies of 

NIDA and the DEA are being systematically destabilized and 
pressure is building for reform. By challenging the obstruction-
ist policies of NIDA and the DEA through multiple channels, 
the opportunity for the careful scienti!c assessment of mari-
juana as medicine will soon emerge.
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Can war veterans with PTSD manage symptoms 
effectively with marijuana?

MAPS-sponsored study: Enroll 50 PTSD veterans in a clinical trial to determine 
the safety and ef!cacy of 5 potencies of marijuana vs. placebo to control symptoms

2011
April

2011 
Sept

2012
Oct

2001 First request to Drug Enforcement Administration (DEA) to allow Dr. Lyle Craker to 
operate a medical marijuana facility for the sole purpose of supplying research studies

Fact: The Food and Drug Administration (FDA) is reponsible for ensuring drugs are safe and effective 

Fact: The Institutional Review Board (IRB) must ensure the safety of human research subjects and 
deemed this study to be suf!ciently safe and scienti!cally worthy of investigation

Fact: The National Institute on Drug Abuse (NIDA) is responsible for studying drug abuse and addiction 
(not safety, ef!cacy, or medicinal uses for drugs)

Fact: NIDA is the sole supplier of marijuana for research purposes in the United States

FDA review and approval of clinical study protocol

Final DEA denial of Dr. Lyle Craker’s request (August 2011)
Case enters U.S. Federal Court of Appeals (December 2011)

First oral arguments in Federal Court of Appeals (May 2012)

Did you know?Spotlight on Arizona
Marijuana is available for medical use 
in 18 states and the District of Columbia

Proposition 203 approved by >50% 
of Arizona voters: 100 dispensaries
for safe access to medical marijuana
for qualified patients, up to 2.5 ounces

$6 million surplus of funds from
stalled implementation of Prop 203
due to opposition from Governor Brewer

Convince Arizona state legislature to dedicate
portion of Prop 203 surplus funds for research 
into safety and efficacy of marijuana & to allow 
clinical studies to occur at a school campus

Colorado and Washington became the first 
states to legalize marijuana for recreational use on 
November 6, 2012, for anyone over the age of 21

NIDA rejection of clinical study protocol

Arizona IRB review and approval of clinical study protocol

2012

2010

2012

2013

2011

Current Status: Study on hold pending NIDA approval

Sue Sisley, MD
Professor, University of Arizona

Lead Clinical Investigator,
Marijuana / PTSD Clinical Trial

Up to 20% of Iraq combat veterans suffer from posttraumatic stress disorder (PTSD)
50% of PTSD patients who seek treatment with current therapies remain symptomatic


