





IV. About Respondent and His Application for Registration

A. About Respondent

Respondent is a full professor in the Department of Plant, Soil, and Insect
Sciences at the University of Massachusetts at Amherst. He received a Bachelor of
Science degree in agronomy from the University of Wisconsin and in 1967 received a
Ph.D. in the same subject from the University of Minnesota. Following active duty in the
United States Army Chemical Corps, he was hired at the University of Massachusetts’
University Experiment Station in Waltham, Massachusetts, where he worked from 1969
to 1976. Respondent then took a sabbatical leave in Cambridge, England, for six months
and was hired at the Amherst campﬁs on his return.

Respondent testified that he has done substantial work on the effect of air
pollution on plant growth and development and that he also specializes in medicinal
plants. Respondent testified that he receives funding for his research from, among other
sources, the United States Environmental Protection Agency and the United States
Department of Agriculture. Respondent testified that he is interested in growing

marijuana for use in research trials because of his work with medicinal plants.
B. Respondent’s Applicatien for Registration as a Manufacturer of Marijuana

Dr. Doblin testified that once he concluded that MAPS would need its own source
for marijuana, he concluded that inasmuch as Dr. ElSohly was affiliated with the
University of Mississippi, a university affiliation would enhance the likelihood of
obtaining DEA approval for registration as a manufacturer. Dr. Doblin further testified
that he wanted someone with expertise in medicinal plants who was a tenured faculty
member so that his or her career would not be jeopardized by involvement in a
controversial issue and who would be able to resist pressure to withdraw the application.
Finally, Dr. Doblin testified, he wan%ed someone who had not had any previous
involvement in efforts to legalize marijuana. Dr. Doblin testified that he contacted
various persons involved in botanical medicines and eventually someone recommended
Respondent. Dr. Doblin testified that he telephoned Respondent and explained that
MAPS focused on FDA-approved research rather than attempting to bypass the FDA via

state initiatives, and that he would like to contract with Respondent to grow marijuana for
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FDA- and DEA-approved projects. He told Respondent that MAPS would provide a
grant to the university to cover the costs of growing marijuana if Respondent could obtain
the requisite licensure. Dr. Doblin subsequently visited Respondent and discussed with
him, among other things, the needs for various strains of marijuana, problems with
obtaining marijuana from NIDA, and the risks of doing research with a drug that might
not be available for prescription use. Dr. Doblin testified that he and Respondent also
talked about MAPS’ desire to operate like a standard pharmaceutical company and to
obtain a supply of marijuana that it could take through the requisite testing process, as
well as his decision to work on an alternative to smoking as a system to deliver
marijuana.

Dr. Doblin testified that he and Respondent entered into a memorandum of
understanding providing that MAPS would cover all costs associated with the project,
that any equipment purchased would remain the property of the university if the contract
ended, that MAPS would not claim any proprietary interest in any information that
Respondent might obtain from the project, that MAPS would indicate where any
marijuana Respondent grew would be used, and that the marijuana would only be used in
government-approved studies.

Dr. Doblin testified that at this point he had stopped trying to develop marijuana
research projects and was working on the vaporizer research and on obtaining an
independent source of supply of marijuana. Dr. Doblin further testified that he knew that
there was a pent-up demand for research on medical uses of marijuana, so that once he
had a supply, it would not be difficult to develop appropriate projects.

Respondent testified that after his conversations with Dr. Doblin he spoke with
various university officials, including his department head, his dean, personnel at the
Office of Grants and Contracts, and the Vice Chancellor for Research, and that none of
them had any objection. Respondent then submitted the appropriate internal university
forms and, on June 25, 2001, an application for registration with the DEA.

Respondent testified that he had heard that marijuana was grown for research
purposes, but that until Dr. Doblin contacted him he had no interest in cultivating
marijuana himself. Respondent testified that several years earlier the state of

Massachusetts had approached him about growing marijuana for medical uses and he had
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done a little bit of research on the subject, and that after he talked to Dr. Doblin he
researched the possibilities of marijuana “as perhaps a medicine that should be available
to the public, not to violate security regulations or not to see it diverted into a recreational
drug, but to — I thought it could be a medicine that could be used.”'®

Respondent testified that from his conversations with Dr. Doblin he understood
that his role would be to produce marijuana and that MAPS would have direct contact
with researchers and refer them to Respondent to obtain the marijuana they needed.
Similarly, Respondent testified that his role with respect to research using vaporizers
would be limited to supplying the marijuana used in testing the vaporizer.

Respondent testified that all research at the University of Massachusetts is done
by source of funding, that he would not have filed the application to cultivate marijuana
had Dr. Doblin not approached him, and that all the costs of growing marijuana,
including the requisite expenditures for security, would have to be funded by a research
grant to the university. Respondent also testified that at the time he filed his application,
he had no idea how much marijuana the University of Mississippi produced and had only
a minimal idea that there had been some complaints about the quality of the University of
Mississippi’s marijuana. Respondent testified that he became concerned about whether
sufficient marijuana from the University of Mississippi was available to researchers.

Shortly after Respondent submitted the application, state investigators came to the
university and discussed state security requirements, and also told Respondent that a state

permit would depend upon obtaining federal registration.

C. Respondent’s Process for Growing Marijuana
Respondent testified that he would grow marijuana much the same way he would
grow other plants: he would grow plants from seed in a growing medium in a greenhouse,
germinating the seeds in flats and then transferring the seedlings to pots. Respondent said
that he would probably prefer to obtain seeds from an outside source rather than
collecting seeds from the plants he grew, but that he would follow DEA instructions on
the matter. Respondent testified that-he had a room available that had one wall in the

earth and only one door, as required.
Respondent testified that he would have to purchase a drying oven because those

19 Pranscript p. 212.
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that he had were too large and could not be secured. Respondent testified that it would be
possible to grow marijuana in a completely controlled environment, thereby making it
possible to obtain more information about optimal conditions for growing the plant for
various purposes, but whether he could construct that environment would depend on his
funding.

D. How the Marijuana Respondent Proposes to Grow Would Be Utilized

Respondent testified that as a non-profit institution the University of
Massachusetts would not make any profit on the marijuana he would grow, and that he
had not sorted out the details as to how much researchers would have to pay for
marijuana he supplied to them.

Respondent testified that he did not know who the potential customers for his
marijuana would be and that MAPS might direct researchers to him, but that in any case
those researchers would be properly licensed. Respondent testified that he knew that
MAPS planned to sponsor research using a vaporizer device to deliver marijuana without
burning it, but that he did not know who would develop the device, whether the company
was currently permitted to receive marijuana for research, or what quantity or quality of
marijuana the company would need.

Dr. Doblin testified that if Respondent’s application is approved, Respondent will
manufacture marijuana according to-MAPS’ requests for certain potencies, that
Respondent would provide it to researchers at MAPS’ direction, and that MAPS would
allocate the marijuana first to projects it sponsored and then, if sufficient marijuana was
available, to other researchers either for free or at cost. Dr. Doblin emphasized that
MAPS would at no time have possession of any marijuana.

Dr. Doblin testified that if Respondent’s application is approved, MAPS intends
to develop a clinical plan in consultation with the FDA, which will include the selected
patient population, the sequence of studies to be conducted, and the time frame for those
studies. He said that MAPS would then solicit researchers to conduct the studies.

Respondent testified that if he becomes registered, he has no intention of
replacing NIDA as a supplier of marijuana for research, but only to provide an alternative
supplier. Respondent also testified tﬁat he would pursue the application even if he knew

that the National Center supplied an adequate quality and quantity of marijuana to
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researchers, because under the current arrangement the government decides what

research is relevant and because an alternative source of supply would be appropriate for
comparison purposes.

E. The DEA’s Actions With Respect to Respondent’s Application

- 1. Initial Activity

Respondent testified that eight or nine months after submitting his application, he
still had not heard from the DEA, so he contacted the agency and eventually was referred
to Diversion Investigator Sharon Lick, who advised that the DEA had not received
Respondent’s application and that he should file it again. Subsequently, however,
Respondent received the June 25, 2001 application back from the DEA; it was date
stamped June 28, 2001. Respondent again called Investigator Lick and told her that the
application had been returned to him. According to Respondent, Investigator Lick then
told him that he filled out the application incorrectly and should submit a new one, but
when he went through the form with her, she had no corrections to make.

On August 22, 2002, Respondent resubmitted his application, along with written
responses to various questions that Investigator Lick had sent him. Specifically,
Respondent stated, among other things, that the purpose of applying for a registration to
manufacture marijuana was to supply a defined (i.e., grown to specifications) marijuana
product to investigators undertaking clinical trials with marijuana; that MAPS would
provide the funding for the work; that the research would involve either smoked
marijuana or marijuana delivered by' a vaporizer device; that the marijuana would be
grown in a secure and environmentally controlled room; and that Respondent estimated
that about twenty-five pounds of marijuana (dry weight) would be grown in the first year
with a THC level of seven to fifteen percent. Respondent testified that Dr. Doblin assisted
him in preparing answers to these questions.

Although in responding to the questions Investigator Lick sent him Respondent
referred to smoked marijuana, he testified that the only proposed use of which he was
aware for the marijuana he sought to grow is vaporizer studies, and that he would need
the authority to grow marijuana to be smoked in order to allow for comparisons between
smoked and non-smoked material. Respondent testified that he probably referred to

smoked marijuana because smoking-is a common delivery system for the drug, but that as
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of the date of the hearing and because he had read more about smoked marijuana, he
found that a “less attractive delivery means.”'% Respondent further testified that if he
produced marijuana for use by researchers who utilized it in smoked form, he would
provide it in bulk, not rolled into cigarettes.

Respondent testified that about six to eight weeks after he submitted the August
2002 application, two DEA investigators visited the campus and met with Respondent,
his department head, the dean, and the Vice Chancellor for Research. Respondent
testified that he thought the DEA personnel were trying to discourage the university from
undertaking the project, but that the university officials said that the university was a
research institution and that “these are the type of problems that we worked on.”"'°

Respondent testified that DEA personnel made a second visit to the university in
either the fall of 2003 or the spring of 2004, and that during this visit they walked around
the campus with him and discussed where and how the marijuana would be grown.
Respondent testified that the DEA personnel thought the room he proposed to use to
grow marijuana could be made secure and that he also showed them a room which would
be connected to the growth room and where he would dry the material.

In a letter dated June 2, 2003, to Frank Sapienza, then Chief of the Drug and
Chemical Evaluation Section of the DEA’s Office of Diversion Control, Respondent
stated that testing marijuana for medical use would cost several million dollars, an
expense that private drug companies would be hesitant to incur unless they were assured
that they would be able to evaluate various sources for marijuana. Respondent testified
that he based this statement on anecdotal evidence of the cost of developing new drugs,
but that he had not received any specific information on the subject from any
pharmaceutical company. Respondent also stated in the letter that in private
conversations, researchers had indicated to him that they were afraid they would lose
their access to marijuana if they complained about the material currently available to
them. Respondent testified that he based this statement on conversations with Dr. Doblin,
on conversations at a conference he had attended, and from emails from various

individuals, but that he did not know if these emails were from legitimate researchers and

19 Transcript p. 241.
"0 Transcript p. 43.

60



did not have any information about whether any legitimate researchers had stated their
complaints to NIDA.

Respondent attached to the letter a copy of an article dated January 24, 2003, from
the San Mateo Times and a copy of a letter dated March 11, 2003, from Dr. Russo, the
neurologist with whom MAPS had been working, to Mr. Sapienza. The newspaper article
stated that doctors conducting a study to discover whether marijuana cigarettes could be
safely provided to HIV/AIDS and cancer patients to treat symptoms and side effects of
the treatment of their diseases “want better quality weed from the federal government.”!!!
The article quoted Dennis Israelski, M.D., as saying that “[t]he study continues, but is
going slowly for a variety of factors,”''? and also advised that “some believe the
apparently low-grade marijuana used in the program — grown at the University of
Mississippi by the federal government — has discouraged participants who can treat
themselves with the drug through other channels. And stringent physical requirements on
often terminally ill patients have also slowed membership in the study.”''® The article
also stated that Phillip Alden (about whom Dr. Doblin testified, as noted above) dropped
out of the study when he contracted bronchitis, and quoted Mr. Alden as stating that he
would rejoin the research if the quality of the marijuana improved and that he believed
the papers in which the cigarettes were rolled contained toxins.

The letter from Dr. Russo stated, among other thing, that he had held Schedule I
registration since 1996 and possessed 100 grams of NIDA marijuana since 1997, but that
“the material was of such poor quality, we did not deem it to be representative of true
medical cannabis, and have not yet ascertained an appropriate set of biochemical
experiments for which to utilize it.”!'* Dr. Russo further stated that the only reason he
had not completed his clinical study.of cannabis in migraine was that NIDA had refused
to supply the material, that the reason the University of Massachusetts facility was

necessary is that “all FDA-worthy studies should have access to clinical cannabis without

M Jean Whitney, Doctors Want Better Marijuana for Study, SAN MATEO TIMES, Jan. 24,
2003; Government exhibit 30a.

H21d
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Id
1141 etter from Ethan Russo, M.D., to Frank Sapienza (March 11, 2003); Government

exhibit 30b, p. 1.
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superfluous, expensive, and redundant Public Health Service oversight,”" '~ and that he

was taking over another researcher’s compassionate use IND because NIDA had not
responded to that researcher’s request for higher-potency material. Dr. Russo stated that
he admired Dr. EISohly and his colleagues and harbored no personal animus against
them, and that he had not said NIDA was incapable of producing quality marijuana, but
that “[d]espite protestations to the contrary, NIDA continues to supply seeded material
that is poorly cured, and relatively impotent.”''® Dr. Russo further stated that in light of
the cost of Phase III clinical trials, “no sponsor of cannabis research is likely to accept a
situation in which they have no control over the product that they hope to be marketing in
the future.”'!” Dr. Russo closed his letter by stating that “it is grossly evident that NIDA
is profoundly conflicted in serving as purveyor of cannabis for medical studies, and there
is no better reason that the University of Massachusetts should advance with the
project.”'!®

Respondent testified that he received a notice by mail inviting him to bid on the
contract to grow marijuana for NIDA, but concluded that there was little likelihood that
he could put forward a successful bid in light of the University of Massachusetts’ lack of
experience in growing marijuana. Respondent also testified that he was not interested in

analyzing seized material, which would be required by the contract, although he had the

instruments to do that work.

2. Dr. ElSohly’s Comments and Objections to Respondent’s Application

Dr. ElSohly testified that the DEA sent him the Federal Register notice of
Respondent’s application,''® and that he filed comments and objections to that application
in a letter dated September 9, 2003. In the letter, Dr. EISohly stated, among other things,

that the University of Mississippi provided its subcontractor with marijuana that had
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18 Id ; Government exhibit 30b, p. 2.

' The DEA’s regulations, at 21 C.F.R. § 1301.33, require the agency to mail copies of

the Federal Register notices of applications for registration to bulk manufacture a
Schedule I or II controlled substance to all persons who are currently registered or have
applied for registration to manufacture that basic class of substance.
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“absolutely no seeds or heavy stem par’{icles,”m that the University of Mississippi had
not received any formal complaints about the adequacy of the marijuana it provided for
research, and that “we strongly feel that it is absolutely unnecessary to approve another
manufacturer’s registration to manufacture (cultivate) marijuana and
tetrahydrocannabinols for distribution to approved researchers. Approval of the
University of Massachusetts-Ambherst [application] would result in a duplication of
existing resources without any foreseeable benefits.”'! Dr. ElSohly testified that he
meant by this statement that the “duplication of efforts in terms of production of
marijuana for research and distribution of that marijuana for research is a duplication of
effort where there is no deficiency to be covered at this time as far as I can see, and so
there is no benefits other than you just have another producer.”'?
In a draft of his comments that he had sent to Dr. Gust on August 29, 2003,
Dr. ElSohly stated, “Those researchers with projects that do not meet the scientific
approval criteria by NIDA would not receive marijuana free of charge. Rather, if those
researchers wish to carry out their research project(s), they are nonetheless still allowed
to receive their needs of marijuana but they are required to pay for the material (the cost
of production has been calculated and the researchers would pay just the production
costs),”'? and that “In addition to the above-described NIDA program and the
availability of materials through that program, we at the University of Mississippi have a
separate DEA registration . . . to manufacture (cultivate) marijuana and manufacture
tetrahydrocannabinols. Materials could be made availabie to researchers that are properly
registered with the DEA and that for some reason do not want or choose to go through
the NIDA program or somehow do not qualify to receive materials under the NIDA
program. We are prepared to meet any need, qualitatively and quantitatively, in this
area.”'?* These statements do not appear in Dr. E1Sohly’s comments as submitted to the

DEA, and on cross-examination Dr. ElSohly testified that he should not have included

120 1 etter from Mahmoud A. ElSohly, Ph.D., to the Deputy Assistant Administrator,
Office of Diversion Control, DEA (September 9, 2003); Government exhibit 5, p. 3.

121 1ld

122 Transcript p. 1,423.
123 Draft of Federal Register comments attached to an email from Dr. EISohly to

Dr. Gust on August 29, 2003; Respondent exhibit 5.

63



these statements and that he knew he could not provide plant material except through
NIDA.
Dr. Gust testified that he commented on Dr. ElSohly’s response to Respondent’s

application, but that his review was primarily for factual accuracy.

3. The DEA’s Investigation Pertaining to Respondent’s Application

Matthew Strait, Unit Chief for the Quota and U.N. Reporting Unit, Drug and
Chemical Evaluation Section, of the DEA’s Office of Diversion Control,IZS testified that
when the Office of Diversion Control receives an application for registration to bulk
manufacture a Schedule I or II controlled substance, the application is sent to the
Registration Unit, which assigns a control number to the application and forwards it to
the appropriate section of the agency (as of September 2004, Mr. Strait’s office) for
further action. Mr. Strait further testified that according to the normal practice in 2001,
Respondent’s application would have been assigned to a diversion investigator.

Mr. Strait testified that Respondent’s application did not come to his attention
until October 2002 and that he thought that the delay was due to the then-Administrator’s
criticism of the Office of Diversion Control for not informing the Administrator’s office
about registrations of certain researchers to work with marijuana and a consequent
“virtual paralysis when anything came out with regard to marijuana.”?® Mr. Strait further
testified that Respondent’s application was filled out incorrectly because although
Respondent listed the drug code number for marijuana, he failed to circle it, as required
by the application’s instructions.'?” Mr. Strait further testified, however, that he did not
discuss this point with Investigator Lick, who apparently was then the diversion
investigator in charge of the DEA’s Registration Unit, and that he did not know whether

124
Id
125 The Office of Diversion Control is a component of DEA’s Division of Operations and

consists of sections which are further divided into units.

126 Transcript p. 923.
127 The drug code numbers are handwritten on Respondent’s application. The application

form states, in item 8, that applicants for registration to manufacture substances in
“Schedule I, I1, I11, ITIN in addition to codes furnished, . . . MUST Circle Below those
‘Basic Classes’ of controlled substances in Schedule I and IT which you propose to
‘Manufacture in Bulk’[.]” [Empbhasis in original.] Mr. Strait testified that “I know it
seems like a [moot] point, but if they [applicants] don’t circle it, it has a vastly different
way that it’s processed within the office.” Transcript p. 929.
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this defect contributed to the delay in processing the application. Mr. Strait testified that
Respondent’s application raised other issues as well, notably that Respondent sought to
manufacture a Schedule I substance in order to develop a pharmaceutical product; the
right of the University of Mississippi to comment on the application, which might result
in a hearing; and the DEA’s longstanding concerns about MAPS and Dr. Doblin.

On March 4, 2003, Mr. Sapienza wrote to Respondent, advising that it appeared
that the basis for Respondent’s application was an alleged need for more potent and
higher quality marijuana and that the DEA had legal and international treaty concerns
about the application. Mr. Sapienza wrote that the DEA also disagreed with Respondent’s
assessment of the availability of marijuana to the research community because the agency
had contacted NIDA, the Department of Health and Human Services, and various
researchers and had concluded that the quantity and quality of marijuana available from
NIDA was acceptable. The letter further stated that the DEA had received a copy of Dr.
Russo’s letter, that Dr. Russo was not registered by the DEA to conduct research with
marijuana, and that the agency was not persuaded by Dr. Russo’s arguments. Mr.
Sapienza closed by asking Respondent to provide any credible évidence of his assessment

of the issue and especially any correspondence with NIDA on the matter.

a. The Interviews of Researchers

On September 23, 2003, Mr. Strait and Diversion Investigators Lydia Bagley and
Lucia Bartolomeo met in San Diego; California, with staff members of the CMCR and
researchers working under CMCR auspices. Mr. Strait testified that he opened the
meeting by explaining that he was there because the DEA had received an application for
registration to cultivate marijuana, that the application had raised issues about the quality
and potency of the National Center marijuana, and that the DEA wanted to know the
researchers’ thoughts on these issues. Dr. Igor Grant, head of CMCR, provided an
overview of CMCR and its three-stage research mission: (1) look at the effect of smoked
marijuana in certain patient populations; (2) identify novel drug delivery systems, such as
inhalants, sprays, and vaporizer devices; and (3) research the constituent cannabinoids or
slightly altered forms of them, to see if they could be used in certain populations.
Mr. Strait testified that at the time of his meeting with CMCR personnel, the research was

in the first of the three stages.
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Mr. Strait gave the researchefs a questionnaire, which the participants discussed at
the September 23 meeting; Heather Bentley, a CMCR staff member, then wrote in
additional comments and returned the questionnaire to Mr. Strait about two-and-a-half
months later. The questionnaire asked whether CMCR was responsible for coordinating
with NIDA to obtain marijuana; what the process was for obtaining marijuana; what
forms and strengths of marijuana CMCR used; who placed the request for the drug; how
the order was placed; how CMCR determined how much marijuana its researchers
needed; how the marijuana was shipped; what security measures were in place during
shipment; how much time elapsed between placing the order and shipment; whether
CMCR was billed for the material; the cost of each cigarette; how the cost of marijuana
compared to other potentially efficacious substances used in research; how the cigarettes
were stored; what security measures were in place; whether ample stocks were available;
how the cigarettes were dispensed to patients; whether any patients had encountered
problems obtaining the marijuana cigarettes they were prescribed; whether any problems
in obtaining marijuana had compromised the study; whether the method by which CMCR
received marijuana cigarettes from NIDA was adequate; what CMCR’s future research
interests were with respect to marijuana; whether CMCR had any information that
marijuana would be unavailable through NIDA in the future or that the supply would be
insufficient; whether CMCR had had any difficulty in obtaining marijuana from NIDA in
all the requisite strengths; whether such difficulties had been documented, whether they
threatened the integrity of the research protocol, and how the issue had been resolved,;
whether NIDA had ever refused to supply marijuana to CMCR researchers with approved
protocols; whether, based on its anticipated future research needs, CMCR had any
concerns about the availability of research-grade marijuana from NIDA; whether the
person responding to the questionnaire had visually inspected the cigarettes received
from NIDA and whether there was a visual difference between the placebo and the non-
placebo product; whether there was a visual difference among the cigarettes containing
different levels of THC; whether the potency of the current product was consistent;
whether the person responding had observed any physical deformities in the cigarettes’
appearance; what plant parts had been observed in the cigarettes; whether the presence of

plant parts rendered any of the cigarettes unacceptable for research; whether any patients

66



had compiained about the harshness of the material; whether any issues of quality of the
material had adversely affected the research; the potency of the marijuana currently
approved for research; whether the current product was adequately potent; whether
information received from any of the ongoing studies indicated that the potency of the
marijuana was inadequate; whether the responder had sought a higher-potency product;
whether it would be clinically important to evaluate the efficacy of a higher-potency
cigarette; whether any information suggested that a higher-potency product would have a
beneficial outcome compared to the product NIDA currently provided and, if so, whether
the benefits would outweigh the risks; what alternative potency could be safely
administered; what safety concerns would be associated with a higher-potency product;
and whether CMCR had contacted NIDA to ascertain whether producing a higher-

potency product would be feasible.
At the meeting, Dr. Grant said that visual examination of both the placebo and

non-placebo NIDA marijuana disclosed no differences between them; and that he had
visited the University of Mississippi growing operation and was satisfied with the
consistency of its product. He added that the product was mostly devoid of seeds and
stems, but that there was some Variation within a range of potency. Dr. Grant told
Mr. Strait that the marijuana from thé National Center was sometimes harsh and caused
patients to cough, but that nothing in the quality of the product affected CMCR’s
research. Ms. Bentley subsequently added to CMCR’s responses to the questionnaire a
comment that the researchers would prefer that the strength of the marijuana in the
cigarettes they received from the National Center be more consistent. Mr. Strait further
testified that Dr. Grant told him that the National Center guaranteed the potency of its
marijuana within a specified range and that pursuant to discussions with NIDA, CMCR
had concluded that a potency of eight percent was appropriate.

Also on September 23, 2003, Mr. Strait telephonically interviewed Ronald Ellis,
M.D., Ph.D. The questionnaire that Mr. Strait prepared for Dr. Ellis and other researchers
differed from that he gave to the CMCR personnel; the questionnaire Mr. Strait gave to
Dr. Ellis asked, in substance: whether patients had experienced problems obtaining
marijuana cigarettes they were prescribed for research; whether the method by which the

researcher received marijuana from NIDA was adequate; what future research interests
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the responder had that would require using marijuana; whether the responder had any
information indicating that the supply of marijuana from NIDA would be insufficient in
the future; whether the researcher had visually examined the NIDA marijuana and, if so,
whether there were any visible differences between the placebo and non-placebo product
or among products with varying levels of THC; whether the potency of the current
product was consistent; what plant parts the researcher had observed in the product;
whether any of the plant parts in the product rendered it unacceptable for research;
whether patients had complained about the “freshness” of the marijuana; whether issues
concerning the quality of the marijuana had adversely affected the research; what the
potency was of the marijuana used in the responder’s research; whether the potency of
the product was adequate for the research; whether the researcher had sought a higher-
potency product; whether it would be clinically important to evaluate the efficacy of a
higher-potency product for the researcher’s patient population and, if so, what would be
the benefits and risks, whether the former would outweigh the latter; what alternative
potency could be safely administered to the patient population; and what would be the
safety concerns. '

Dr. Ellis said, in substance, that his patients had not had problems obtaining
marijuana he prescribed to them; that the method by which he obtained marijuana from
NIDA was adequate; that he had no information indicating that the supply of marijuana in
the future would be insufficient; that he had not visually examined the cigarettes supplied
to his patients; that there had been some variation in at least two marijuana shipments
between the stated and the measured potency, and “they have been very responsive”; 28
that some patients had reported the smoke was harsh and they found it difficult to finish
the cigarette, but this had not adversely affected the research, although one patient had
dropped out of the study because he developed a cough related to the harshness of the
marijuana; and that although marijuana that was supposed to be a potency of eight
percent had tested as seven percent, this potency was adequate and potency was not a
limiting consideration in his research.

Dr. ElSohly testified that he thought that the notation about the variability
between the stated and the analyzed THC content referred to the batch of cigarettes,
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described above, that was supposed to be at eight percent potency and that was analyzed
at seven-plus percent potency. Dr. ElSohly further testified that he never received any
formal complaints about the harshness of the cigarettes that the National Center provided,
but he did hear unofficially about harshness, particularly attributed to the placebo
material, and that he thought this harshness would be due to the nature of placebo
material: all the components had been extracted out.

Also on September 23, 2003, Mr. Strait interviewed Jody Cory-Bloom, M.D.,
Ph.D., in person. Dr. Cory-Bloom said that patients had not had any problems obtaining
the marijuana prescribed to them,; that the method for obtaining marijuana from NIDA
was adequate; that she was interested in research into delivering marijuana by means
other than smoking; that she had not observed any visual difference between the placebo
and non-placebo products; that she used marijuana of four percent potency, did not need
a higher potency for her current study but would be interested in using higher
concentrations perhaps in future work, and did not know whether the potency of the
product she received was consistent, apparently because she was a blinded investigator,
i.e., she did not know what the research subjects received; that a patient had complained
to her that the product he had used was harsh, but she did not know whether he had used
marijuana or the placebo; and that she found it difficult to recruit patients to participate in
studies using smoked marijuana because people were not smoking marijuana as much as
they used to, there were many criteria for inclusion in the study, and a time commitment
was required.

Dr. ElSohly testified that he had not received this complaint about harshness, and
that it may have been the case that the patient in question was being administered placebo
material.

Also on September 23, 2003, Mr. Strait telephonically interviewed Dennis
Israelski, M.D. Dr. Israelski said that his patients had not had problems obtaining the
marijuana he prescribed; the method for obtaining marijuana from NIDA was adequate;
he had no reason to believe that the supply from NIDA would be insufficient in the
future; the potency of the product he had received was consistent; he had not observed

any physical deformities in the product; he did not recall any complaints from patients

128 Government exhibit 17, p. 6.
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about the freshness of the marijuana; and that the potency of the product he received was
adequate for his research. Dr. Israelski also discussed the San Mateo Times article that
Respondent had sent to the DEA, and denied making comments to the newspaper about
the quality of the marijuana he obtained from the National Center. Indeed, according to
Mr. Strait, Dr. Israelski said he had stopped reading that newspaper and was very upset
because the article misrepresented him. Mr. Strait testified that with respect to

Mr. Alden’s comments in the article, Dr. Israelski said that subjects’ perceptions of
quality sometimes differ from that of the researcher, and that he wished he had
prescreened Mr. Alden’s comments to the reporter.

On September 24, 2003, Mr. Strait interviewed Mark Wallace, M.D., by
telephone. Dr. Wallace said that his patients had not had difficulty obtaining the
marijuana he prescribed for them; the method by which he received marijuana from
NIDA was adequate; he did not have information indicating that the supply of marijuana
from NIDA would be insufficient in the future; he was a blinded researcher and therefore
would not have been in a position to distinguish active material from placebo; he could
not comment on whether the potency of the product was consistent; patients had not
complained about the freshness of the marijuana; and that the potency of the product he
received was adequate but that future studies could look at higher potencies, which would
have less tar and other components found in smoke.

That same day, Mr. Strait interviewed John Pollich, Ph.D., of the Scripps
Research Institute. Dr. Pollich said he had not had any difficulty obtaining marijuana
from NIDA; the method by which he received marijuana from NIDA was adequate; he
had no information to indicate that a sufficient supply of material would not be available
from NIDA in the future; there was no visible difference between the placebo and the
non-placebo material; the potency of the material was consistent and adequate; he was
very impressed and pleased with the material and had not seen any seeds or stems in it;
plant parts would have made the material unacceptable for his research; of more than 100
subjects, no more than three might have complained that the product was harsh; the
quality of the material did not adversely affect his research; and the product was adequate

for his research.
On September 29, 2003, Mr. Strait telephonically interviewed Dr. Abrams, the
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researcher on AIDS about whom Dr. Doblin testified. Dr. Abrams said that his subjects
were all in an inpatient setting and had no difficulty obtaining the marijuana he
prescribed to them; the method by which he received marijuana from NIDA was
adequate; he would in the future like to do research on marijuana using a vaporizer
protocol and on comparing cannabis with standard anti-nausea drugs in cancer patients;
he had no information indicating that the future supply of marijuana from NIDA would
be insufficient; he had visually inspected the marijuana from NIDA and had seen no
difference between the placebo and non-placebo material; the cigarettes were nicely
rolled, but some material spilled out of the ends; he had observed seeds, leaf, and some
stems in the product, which made the potency inconsistent and adversely affected his
research because the material did not mimic that which was available in the San
Francisco area and because he was trying to minimize the harmful components resulting
from smoke while optimizing the medical value of the THC; the harshness of the product
caused a cough that was different from the cough generally caused by smoking
marijuana; about four of the fifty patients in his studies had left because of the harshness
of the marijuana; he wanted to conduct research with a higher-potency marijuana that
would be more similar to what was available on the street but the Scientific Review
Board of the University of California at San Diego, which would have to approve his
study, and CMCR, which funded his work, had raised questions about doing so; and he
thought that using a higher-potency product would enable his patients to obtain a
pharmacologic effect from consuming a smaller quantity of material.

Dr. ElSohly testified that Dr. Abrams had mentioned the issue of harshness in
passing when Dr. Abrams and Dr. ElSohly were walking with a group at an International
Cannabis Research Society meeting, but had not asked him to take any action and that
there was nothing he could have done about it. Dr. ElSohly also testified that it is to be
expected that some material would fall out of the cigarettes. Dr. EISohly testified that the
cigarettes are placed vertically in cans, 300 cigarettes per can, and that the tops and
bottoms of the cigarettes are open because that is how the rolling machine makes them.
Dr. ElSohly further testified that he did not think it made any sense to try to match the
potency of marijuana found in any one geographical area, but rather to consider national

potency data. Dr. ElSohly also emphasized that in clinical trials the subjects must smoke
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the entire cigarette, not merely a portion of it, and that it would be irresponsibie to
provide subjects with material whose potency was above average.

With respect to the comment that two or three subjects dropped out of the study
because of the harshness of the NIDA-provided marijuana, Dr. EISohly testified that it
was not known whether these subjects used the placebo or the active material and that
even if four of the fifty patients dropped out, ninety-two percent of the subjects
completed the study, which was a good outcome.

Also in September 2003, Mr. Strait visited two facilities in La Jolla, California,
where researchers from the University of California at San Diego were conducting
studies using marijuana. )

On December 18, 2003, Mr. Strait interviewed Aaron Lichtman, Ph.D., of
Virginia Commonwealth University. Dr. Lichtman said he had not had any problems
obtaining marijuana from NIDA; the method by which he received marijuana from NIDA
was adequate; he had no information indicating the supply from NIDA would be
insufficient in the future; he obtained bulk marijuana and observed that the active
material was sticky, while the placebo was not, the placebo burned more quickly, and
there was a slight difference in smell between the two; the potency of the material he
received was consistent; he had observed leaves, seeds, buds, and twigs in the material,
which he removed and which did not adversely affect his research; he would prefer
higher-potency material, but as of the last time he had received product, in approximately
1999, the highest potency available was three to four percent; and he had not checked
recently to see if a higher-potency product was available.

Mr. Strait testified that he believed that he contacted all the researchers who were
working on studies of marijuana as medicine, but that he did not contact the patients
using NIDA-supplied marijuana in compassionate use programs because they were not

researchers.

b. The Meetings with Other Agencies
In October 2003, Mr. Strait visited RTI and in December of that year he visited
the University of Mississippi. In mid-January 2004, Mr. Strait and other DEA personnel
met with representatives of NIDA, including Dr. Gust, to discuss NIDA’s marijuana

cultivation program and its contract with the National Center. Mr. Strait testified that in
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December 2003 he also met with Mr. Egertson of the Department of Health and Human
Services to talk about the Public Health Service process and that during the meeting with
Mr. Egertson, he also spoke via conference call with FDA personnel.

Dr. Gust testified that he met with representatives of the DEA in January 2004
and discussed Respondent’s application, but that he had little recollection of the meeting
other than that it occurred. Dr. Gust testified that he thought the meeting was essentially
for the DEA to provide NIDA with information about the application, and that although
he did not recall ever having been asked to participate in a meeting about an application
for DEA registration to manufacture a controlled substance before, he did meet with DEA
representatives on a variety of topics. Dr. Gust testified that NIDA did not oppose
Respondent’s application and that although there was discussion within NIDA about
whether to respond to the Federal Register notice of Respondent’s application, NIDA’s

director or deputy director decided that NIDA would not submit a response.

¢. Further Developments

Respondent testified that the DEA published a notice of his application in
July 2003, but that he heard nothing more from the agency so he filed a lawsuit in
December 2004. Apparently, MAPS also sued NIDA over its failure to make a decision
on the Chemic application. Dr. Doblin testified that the United States Circuit Court of
Appeals for the District of Columbia Circuit asked the DEA to explain why it had not
acted on Respondent’s application aﬁd dismissed the case against NIDA.

Mr. Strait testified that in the fall of 2004 he attended another meeting of DEA
personnel to discuss Respondent’s application. As a result of that meeting, the then-
Deputy Assistant Administrator for the Office of Diversion Control directed Mr. Strait
and Diversion Investigator Helen Kaupang to draft a decision paper for the Deputy
Administrator to enable her to provide guidance as to how to proceed on Respondent’s
application. On December 10, 2004, the then-Deputy Assistant Administrator of DEA’s
Office of Diversion Control issued the Order to Show Cause that gave rise to this
proceeding.

Respondent testified that he considered the allegations in the Order to Show
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Cause pertaining to smoked marijuana “curious”"?’ because he had made it clear in his
application for registration that he intended to cultivate marijuana for research using a
vaporizer, not smoked marijuana. Respondent further testified, with respect to the
statements in the Order to Show Cause about New Drug Applications, that there was
nothing in the application materials suggesting that an NDA was a prerequisite for a

manufacturing registration.
V. Other Evidence

A. Evidence About Commercial Use of Marijuana Qutside the United States

An English company, GW Pharma Ltd., produces Sativex, which contains
extracts of THC and cannabidiol in an oral spray and is used to treat neuropathic pain in
patients with multiple sclerosis. It is marketed in Canada but not in the United States.

Dr. Doblin testified that GW Pharma, Ltd., obtained permission from the Home Office to
grow marijuana that it uses to produée extracts and a sublingual spray, and that the
company is seeking approval for its products in England, and plans to try to obtain
approval in the United States.

In the United Kingdom the National Cannabis Agency, an office within the Home
Office’s Drugs Branch, is the government agency responsible for regulating marijuana
pursuant to the Single Convention. According to a protocol in effect since April 1, 2005,
premises licensed to produce, possess, or supply marijuana are designated as sites of the
National Cannabis Agency, and when marijuana is cultivated at licensed sites “a form of
constructive purchase and possession will be deemed to have taken place between the
[National Cannabis] Agency and producer with actual ownership and possession of the
material reverting immediately to the producer for the purposes for which the license was
granted . . . 3% The protocol further provides that “any import, export or wholesale
dealing from a licensed [National Cannabis] Agency site will be deemed to have taken
place with the explicit authority of the [National Cannabis] Agency”"®! and that

marijuana on a producer’s premises is to be treated as stock held constructively by the

129 Transcript p. 53.

13% United Kingdom National Cannabis Agency: Protocol, paragraph 6(b); Respondent
exhibit 26, p. 2.

131 United Kingdom National Cannabis Agency: Protocol, paragraph 6(c); Respondent
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National Cannabis Agency unless at the point of cultivation the producer designates it for
distribution to third parties, in which case it is to be separately identified on the

producer’s premises.

B. Other Support for Respondent’s Application
Dr. Doblin testified that Respondent had told him that he had been contacted by

the state of Massachusetts some years earlier about growing marijuana for the state’s
medical marijuana program, but that the state had not had any funds for such a project.

Dr. Doblin testified that consequently, it was deemed necessary to obtain support for
2

Respondent’s application from members of the Massachusetts delegation in Congress.’

By letter dated June 6, 2002, Representatives Barney Frank, John Olver, James
McGovern, William Delahunt, and Michael Capuano wrote to the then-Administrator of
the DEA to support registering private funded sources of marijuana for use in federally
approved studies. In a response dated July 1, 2002, the then-Administrator noted, among
other things, that:

The Single Convention requires any party that permits the cultivation of
marijuana for scientific purposes to ensure that such cultivation occurs only under
the oversight of a national government agency, with the agency maintaining a
monopoly over the distribution of all marijuana grown for research. Cultivation of
marijuana by private growers not under the oversight of a national agency is
prohibited by the treaty, as is distribution of marijuana by private entities. These
requirements are necessary to minimize the likelihood that marijuana grown for
research will be stolen or diverted into illicit channels, or that individuals will use
their authority to cultivate for research as a subterfuge for illicit production and
distribution. Such concerns are particularly hcightened in the United States, where
marijuana is the most widely used illegal drug.'*

The Administrator further stated that:

Both the Single Convention and the [Controlled Substances Act] contemplate that
domestic production of marijuana for scientific purposes must be limited to the
minimum number of establishments that can produce an adequate supply. For
more than 30 years, the University of Mississippi has produced an adequate
supply to meet the entire United States demand for research-grade marijuana.
There is no indication that this supply is currently inadequate or will become

exhibit 26, p. 2.
132 Dr. Doblin testified that “we felt it was necessary,” but did not provide an antecedent

for the pronoun. Transcript p. 585.
133 1 etter from Asa Hutchinson, Administrator, DEA, to John Olver, Member, United
States House of Representatives (July 1, 2002); Government exhibit 55, p. 1.
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inadequate in the future. As long as the University continues to meet the nation’s
needs for research-grade marijuana while maintaining the highest level of
safeguards against diversion, the Single Convention and the [Controlled
Substances Act] dictate that it remain the sole domestic producer.'**

By letter dated October 20, 2003, United States Senators Edward Kennedy and
John Kerry expressed support for Respondent’s application. By letter dated July 26,
2005, various members of the House of Representatives from Massachusetts also

expressed their support for Respondent’s application.

C. Other Evidence Pertaining to the Statutory Factors

Respondent testified that he intends to comply with all applicable state and local
laws if his DEA application is granted, and that he would not make any marijuana he
grew available to anyone other than researchers who have the appropriate federal
approval to use it.

With respect to technical advances in the art of manufacturing controlled
substances, Respondent testified that he thought that by being able to supply marijuana to
investigators he would advance the understanding of any potential clinical use for it, and
that he also would learn more about how the environment in which marijuana is grown
would affect the plant’s constituents. Respondent testified that the purpose of
manufacturing marijuana would be to test various delivery systems and determine
whether they would be effective.

Respondent testified that he did not hold any patents with respect to medicinal
plants.

With respect to his conviction record, Respondent testified that he once received a
speeding ticket, and has never been convicted of anything else.

Respondent testified that he had never grown marijuana or any other controlled
substance and thus had no experience in controlling against diversion, but that he had
been working closely with the DEA personnel who visited his facility to establish
appropriate conditions, that he had agreed to their requirements, and that the university
understood the need for appropriate security. Respondent also testified that as far as he

knew, only the one current registered manufacturer of marijuana has experience in its licit

134 Id ; Government exhibit 55, p. 2.

76



cultivation.

Finally, Respondent testified that as a scientist he seeks to advance the inquiry
into whether marijuana can be used clinically.

Dr. ElSohly testified that a cultivator of marijuana that did not want to perform
analysis of samples provided by the DEA required by the National Center’s contract with
NIDA could subcontract that portion of the contract.

THE PARTIES’ CONTENTIONS

The Government asserts, in substance, with respect to the statutory factors, that
(1) Respondent has not shown that the marijuana distributed by the National Center is of
insufficient quality and potency, and even if there were problems with this product,
Respondent has not offered any evidence as to what he would do about it; (2) the
Administrator has discretion pursuant to 21 C.F.R. § 1301.33(b) to limit the number of
registered manufacturers and also has discretion to give each of the factors listed in
21 U.S.C. § 823(a) the weight she déems appropriate; (3) Respondent has not established
that there is a need for a second cultivator of marijuana; (4) there is no competition issue
in this case because Respondent is seeking a contingent registration while he seeks a
pharmaceutical company that would develop a medicinal marijuana plant product, which
would violate the DEA’s policy against shelf registration; (5) Respondent has not shown
that his registration would result in a pharmaceutical company developing a marijuana
plant drug product; (6) competition in the manufacture of marijuana, as the term
“competition” is used in 21 U.S.C. § 823(a)(1), is afforded by the bidding process to
obtain contracts with NIDA to supply marijuana for research because (a) there is
extremely limited demand for marijuana for research and it therefore makes no sense to
treat it like a Schedule IT commercial drug, (b) the bidding system is reasonable because
marijuana is the most commonly abused drug, and (c) the competitive bid system is more
consistent with the Single Convention than registering multiple marijuana producers;
(7) there is no allegation or proof that Respondent has not complied with applicable state
and local statutes and regulations, but Dr. Doblin admittedly abuses marijuana routinely
and he has also diverted marijuana from a compassionate use patient to an analytical
Iaboratory; (8) Respondent has not proposed any technical advances in cultivating

marijuana or indicated any plans to develop new substances, nor has he explained how he
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would control potencies or alter marijuana’s constituents, in contrast to the various
developments to which Dr. ElSohly testified; (9) Dr. Doblin has no conviction record;
(10) the Government does not assert that Respondent will not maintain effective controls
against diversion, but his application is nonetheless deficient because of his lack of
experience with controlled substances; (11) Dr. Doblin’s conduct is relevant inasmuch as
he asked Respondent to file the instant application and assisted Respondent throughout
this process and would designate the researchers who would receive marijuana from
Respondent if he obtains a registration; (12) Dr. Doblin believes that marijuana should be
legalized, abuses marijuana routinely, and diverted marijuana intended for consumption
by an experimental use patient to Chemic, which indicates that he would not be adverse
to acting outside the scope of the DEA’s regulations; (13) Respondent, by seeking to
supply marijuana to researchers who have not undergone the Public Health Service
review process, is inviting the DEA to violate Health and Human Services policy, which
the DEA may not do; and (14) there is no reason to register Respondent in order to have
marijuana available in the event of an emergency at the National Center.'*

Respondent contends, in substance, that as a threshold matter, pursuant to
21 U.S.C. § 823, if an application does not pose an increased risk of diversion and the
applicant meets the other requirements, the DEA must grant the application regardless of
whether there is an existing adequate supply. Respondent further contends that registering
Respondent as a bulk manufacturer of marijuana would be consistent with the public
interest because: (1) creating an alternative to the current NIDA-controlled monopoly
would promote the advancement of science and research by adding competition without
increasing the risk of diversion, citing Noramco of Delaware v. DEA, 375 F.3d 1148,
1153 (D.C. Cir. 2004), for the proposition that DEA may limit competition only in order

135 The Government offered into evidence at the hearing various final orders issued by the
DEA’s Deputy Administrator. I rejected these proffered exhibits because they were not
based upon an adjudicatory proceeding, but rather on the investigative file after the
respondents waived their rights to a hearing. The Government contends that this ruling
was in error and requests that | admit the exhibits at issue, on grounds that they are
admissible hearsay and provide general information about marijuana. I adhere to my
ruling, as these final orders are based on reports of investigations rather than evidence
adduced in adjudicated proceedings. With respect to the contention that these final orders
provide general information about marijuana, there is sufficient information in the record
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to control diversion; (2) the current system does not provide an adequate and
uninterrupted supply of marijuana for legitimate purposes, emphasizing that NIDA does
not make marijuana available for all legitimate medical and scientific research, but only
to those studies it considers the most likely to produce usable and essential data, that
NIDA has determined that the goal of any research for which it will supply marijuana
must be to determine whether cannabinoids administered through a delivery system other
than smoking can meet the FDA’s standards for medical products, and that NIDA does
not meet the legitimate needs of a sponsor seeking to develop marijuana into an FDA-
approved pharmaceutical product; (3) Respondent has agreed to provide a defined
marijuana product that will suit both MAPS’ and researchers’ needs, and Respondent
expects to be able to provide a more uniform product than the National Center currently
does; (4) FDA, not the DEA or NIDA, has the responsibility for determining whether
marijuana has a medical use, and DEA cannot use its registration authority to prevent a
sponsor from seeking FDA approval of marijuana, especially inasmuch as the parties
stipulated that “research continues about how cannabis may be of therapeutic benefit to
paxtients;”i3 6 (5) NIDA’s monopoly on the supply of marijuana to researchers fails to
fulfill the requirement of 21 U.S.C. § 823(a)(1) that marijuana be supplied under
adequately competitive conditions, and opening the contract to supply marijuana to
NIDA to competitive bidding does not cure the defect, noting particularly that (a) the
contract requires other services, such as analysis of samples, as well as the manufacture
of marijuana, (b) the contract assures only that NIDA pays a competitive price, but not
that the price researchers pay is competitive, (c) although NIDA supplies marijuana at
cost, there are additional benefits to competition, including improved product quality and
reliability, among others," 7 and (d) for those researchers whom NIDA refuses to supply,
competition as to cost is irrelevant inasmuch as they have no other supplier; (6) even if
the current system of supplying maﬁjuana produced an adequate and uninterrupted
supply under adequately competitive conditions, there is no evidence that registering

Respondent would increase the risk of diversion, inasmuch as (a) Respondent’s security

on the subject. ’
136 prehearing Ruling issued May 23, 2005; ALJ exhibit 5, p. 1.
137 Respondent quotes Noramco, 375 F.3d at 1158.
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measures satisfied DEA requirements, (b) the Deputy Administrator found in Chattem
Chemicals, Inc., 71 Fed. Reg. 9834 (Feb. 27, 2006) that inasmuch as DEA establishes
manufacturing and procurement quotas to avoid overproduction and the demand for retail
controlled substances was the major factor in increased bulk manufacturing, registering
an additional importer \&ould not likely be a significant cause of diversion at the retail
level, and (c) in June 2005 the DEA agreed to seek United Nations approval to increase
the National Center’s manufacturing quota from 913 to 4,500 kilograms, which it would
not have done if it thought that increase would lead to increased diversion; (7)
information about marijuana as a drug of abuse in general does not establish that
registering Respondent would increase the risk of diversion; (8) there is no evidence that
MAPS’ role as a sponsor of developing marijuana as a pharmaceutical product would
increase the difficulty of preventing diversion, emphasizing that MAPS has sponsored
DEA-licensed researchers in various Phase I and II drug trials of controlled substances
with no allegation of diversion, that neither Dr. Doblin nor any other MAPS personnel or
any other unauthorized person would have access to the marijuana Respondent would
grow, and that Dr. Doblin’s personal use of marijuana is irrelevant and evidence on that
issue should not have been admitted; (9) Respondent has demonstrated that he has and
will continue to comply with applicable state and local law; (10) registering Respondent
would promote scientific and technical advances because (a) Respondent intends to grow
marijuana indoors, which would provide more control over environmental factors (b)
Respondent seeks to grow mazijuanz; in order to research development of a vaporizer as
an alternative to smoked marijuana, (c) an alternative source to the National Center’s
marijuana would provide an opportunity to validate and replicate Dr. ElSohly’s
discoveries and techniques, and (d) registering Respondent would enable research into
possible clinical uses of marijuana for which NIDA has refused to provide material;

(11) Respondent’s lack of patents should not weigh against his application inasmuch as
the University of Mississippi has been the only registered cultivator of marijuana for
thirty years; (12) Respondent has no prior conviction relating to controlled substances;
(13) although Respondent does not have past experience in manufacturing controlled
substances, Dr. ElSohly is the only person in the country with relevant experience in the

legal manufacture of marijuana, andthe FDA has only recently issued guidelines for
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developing medicinal botanical products: there are thus few if any applicants with the
expertise in botanicals who would also have experience in chemical manufacture, and
Respondent has significant experience in cultivating and propagating plants; and (14) all
other considerations relevant to the public health and safety weigh in favor of granting
Respondent’s application, asserting that this factor cannot be used to reconsider evidence
related to another of the § 823(a) factors, and further contending that (a) the support of
various members of Congress for Respondent’s application weighs in favor of granting it,
(b) Dr. Robert’s testimony establishes that there is real political opposition in the
government to the development of botanical marijuana and that this opposition constricts
medical research by restricting the amount of marijuana available for it, and

(c) Respondent’s application is not premature and seeking the registration before lining
up researchers is prudent, especially in light of the length of time that has elapsed since
Respondent filed the instant application.

Respondent further asserts that granting him a registration would be consistent
with all laws, treaties and conventions. With respect to the Single Convention,
Respondent asserts that the Single Convention repeatedly refers to “cultivators” as plural,
and nowhere suggests that the number of cultivators be limited to one; although it is
unciear whether the United States agency contemplated by the Single Convention is
NIDA or the DEA, it is clear that there is an agency that fills that role; if it is acceptable
for Dr. ElSohly to not deliver his non-NIDA marijuana to a government agency it is
acceptable for Respondent to act likewise, inasmuch as he would be processing the plant
into a form acceptable for medical use; and England, a signatory to the Single
Convention, has created a system of constructive possession for all licensed
manufacturers, and the Government does not contend that this system violates the Single

Convention.
DISCUSSION

As noted above, the Deputy Administrator is to register an applicant to
manufacture a Schedule I controlled substance if she determines that such registration is
consistent with the public interest and with the United States’ obligations under

international treaties.
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I. The Single Convention '

As discussed above, the Single Convention specifies that signatory parties have
certain responsibilities with respect to marijuana and that such parties are to establish a
single government agency to discharge those responsibilities. As Respondent asserts in
his brief, it is not clear whether the DEA or NIDA is that agency."*® The DEA, through its
registration process, performs the licensing function, and, through its quota-setting
process, determines the total amount of marijuana the National Center is permitted to
produce, but NIDA determines how much marijuana the National Center produces for it.
It is noteworthy that no government agency takes physical possession of the National
Center’s crop; it appears, however, from the United Kingdom’s regulatory scheme
described above that the parties to the Single Convention are free to construe the term
“physical possession” as they see fit.

It also appears, although it is not entirely clear, that the marijuana grown by the

National Center or by any other registrant for utilization in research would qualify as

139

either “medicinal” within the meaning of Article 1, Paragraph (1)(0), ”” or as “special

stocks” within the meaning of Article 1, Paragraph (1)(x),'*’ and that therefore the
government monopoly on importing, exporting, wholesale trading, and maintaining
stocks would not apply. I therefore find that the Single Convention does not preclude

registering Respondent.
I1. The Statutory Factors

A. Section 823(a)(1)

21 U.S.C. § 823(a)(1) requires consideration of maintaining effective controls
against diversion by limiting the manufacturing of Schedule I or II controlled substances
“to a number of establishments which can produce an adequate and uninterrupted supply
of these substances under adequately competitive conditions for legitimate medical,
scientific, research and industrial pu;'poses.” Respondent emphasizes that in Noramco of
Delaware v. DEA, 375 F.3d 1148 (D.C. Cir. 2004), the United States Court of Appeals
for the District of Columbia Circuit found that “The stated purpose of section 823(a)(1) is

138 Respondent’s Proposed Findings of Fact, Conclusions of Law and Argument, p. 66.
139 Single Convention, art. 1, para. 1(0).
10 Single Convention, art. 1, para. 1(x).
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e’

to effectively control against diversion and it expressly directs the DEA to limit
competition only as a means to achieve ‘maintenance’ of such control.”'*! T note,
however, that in the same opinion the court apparently found that it was not improper for
the Deputy Administrator to consider the adequacy of competition;'* I therefore address

both issues.

1. Cohtrols Against Diversion

Respondent testified that he would grow marijuana in a climate-controlled room
that had one wall in the earth and had only one door, that the drying area would be
connected to the cultivation room, and that the DEA personnel who visited the University
of Massachusetts to inspect the proposed cultivation and drying area said that they
thought the area could be made secure. There is no evidence or contention that either
Respondent or anyone working with him would be likely to divert the marijuana from the
growing or drying or storage areas. I also note that in his August 2002 answers to the
DEA’s questions, Respondent stated that he intended to grow about twenty-five pounds
(dry weight) of marijuana in the first year of cultivation if his application is granted, and
there is no evidence — nor does the Government contend — that his intentions are
otherwise. I therefore find that it is unlikely that the marijuana that Respondent would
grow would be diverted from the University of Massachusetts’ facility.

There remains the question of whether marijuana would be diverted after it left
the University of Massachusetts. In this respect, the Government emphasizes that
Dr. Doblin believes that marijuana should be available as medicine and for non-medical
purposes as well, and that the incident in which Dr. Doblin arranged for marijuana from a
user in the compassionate use program to be sent to the Drug Detection Laboratory and
then to Chemic demonstrates that he would not be averse to operating outside of the
DEA’s regulatory framework.

The record in this proceeding demonstrates that Dr. Doblin disagrees with the
DEA’s position on the dangers of marijuana use, and it also demonstrates, as the
Government asserts, that Dr. Doblin and MAPS are the sponsors of Respondent’s

application and would determine the recipients of the marijuana that Respondent would

Y Norameo, 375 F.3d at 1153,
M2 1d at 1154, 1157.
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grow if he becomes registered to do so. However, the record also establishes that MAPS
and Dr. Doblin would not at any time have physical possession of that marijuana and,
perhaps most importantly, that Respondent would send marijuana only to researchers
who hold DEA registrations and, therefore, have the requisite approval from the
Department of Health and Human Services, including findings that the researcher is
qualified and competent, that the research protocol is meritorious, and that the research
project has procedures in place to adequately protect against diversion of the marijuana.
In these circumstances, I conclude that there is minimal risk that the marijuana that

Respondent would cultivate would be diverted.
2. Competition

a. Adequacy of Supply

Although the record contains evidence that there have been some problems with
the marijuana that the National Center produces, I find that a preponderance of the record
establishes that the quality is generally adequate. I further find that there is no evidence
that researchers whom NIDA approves to obtain marijuana have experienced difficulties
in obtaining marijuana from the National Center when they need it.

The record does establish, however, that NIDA’s system for evaluating requests
for marijuana for research has resulted in some researchers who hold DEA registrations
and requisite approval from the Department of Health and Human Services being unable
to conduct their research because NIDA has refused to provide them with marijuana. I

therefore find that the existing supply of marijuana is not adequate.

b. The Policy Against “Shelf Registrations”

As discussed above, the Government contends that registering Respondent would
violate the DEA’s policy against contingent registrations because Respondent has not
shown that his registration would result in a pharmaceutical company developing a drug
product from plant marijuana.

I disagree. Respondent is not obligated to show that his registration will lead to a
pharmaceutical product but, rather, that he will use his registration to produce marijuana

that will be used in legitimate research. That, Respondent has done.
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c. Competition via the Process for Awarding NIDA’s Contract

The Government also asserts that the process by which NIDA awards the contract
to grow marijuana for research provides adequate competition inasmuch as the demand
for licit marijuana is extremely limited and marijuana is the most commonly abused drug
in the United States. The question is not, however, whether the NIDA process addresses
that agency’s needs, but whether marijuana is made available to all researchers who have
a legitimate need for it in their research. As discussed above, I answer that question in the
negative.

It is also undisputed that the NIDA contract requires the contractor to analyze
samples of marijuana supplied by law enforcement agencies, a separate activity from
cultivating marijuana for research purposes and a requirement that a qualified cultivator
may not be able to fulfill.

I find that the NIDA contractual process does not, in the context of this case,

render competition in the manufacture of marijuana adequate.

3. Conclusions with respect to Section 823(a)(1)
[ find that if Respondent’s application is granted, the risk that the marijuana that
he would cultivate would be diverted is minimal and that competition in the manufacture
of marijuana for research purposes is inadequate. I therefore find that this factor weighs

in favor of granting Respondent’s application.

B. Section 823(a)(2)
Section 823(a)(2) requires consideration of the applicant’s compliance with
applicable law. There is neither evidence nor contention that Respondent has not

complied with applicable laws and I therefore find that this factor weighs in favor of

granting Respondent’s application.

C. Section 823(a)(3)
Section 823(a)(3) calls for consideration of the promotion of technical advances

in the art of manufacturing controlled substances and in developing new substances. It is
undisputed that Respondent has no experience in manufacturing or otherwise handling
controlled substances. He does have considerable experience in cultivating medicinal

plants, which might promote technical advances in the cultivation of marijuana or in
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developing new medications from it. I find, however, that there is not sufficient evidence
in the record on which to base a finding as to whether granting Respondent’s registration

would promote technical advances.

D. Section 823(a)(4)

Section 823(a)(4) requires consideration of the applicant’s prior conviction record
under laws relating to the manufacture, distribution, or dispensing of controlled
substances. It is undisputed that Respondent has never been convicted of any violation of
any law pertaining to controlled substances, and I therefore find that this factor weighs in

favor of granting the application.

E. Section 823(a)(5)

Section 823(a)(5) requires consideration of the applicant’s past experience in
manufacturing controlled substances and the existence of effective controls against
diversion. As discussed above, Respondent has no experience in manufacturing
controlled substances, but does have experience in growing medicinal plants. As also
discussed above, I find that the risk of diversion that would result from granting
Respondent’s application is minimal, I therefore find that this factor weighs in favor of

granting the application.

F. Section 823(a)(6)

Section 823(a)(6) requires consideration of other factors relevant to public health
and safety. I have discussed Dr. Doblin’s use of marijuana and his attitude toward the
regulation of marijuana above, and need not repeat that discussion here.

The Government contends that granting Respondent’s application would amount
to circumventing the Department of Health and Human Services’ policy with respect to
providing marijuana to researchers, and that the DEA has no legal authority to do so. But
as quoted above, the NIH Guidance by its own terms applies to marijuana that the
. Department of Health and Human Services makes available, not marijuana that might be
available from some other legitimate source. I therefore find that the NIH Guidance is not

a factor in determining whether Respondent’s application should be granted.
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CONCLUSIONS

I conclude that granting Respondent’s application would not be inconsistent with
the Single Convention, that there would be minimal risk of diversion of marijuana
resulting from Respondent’s registration, that there is currently an inadequate supply of
marijuana available for research purposes, that competition in the provision of marijuana
for such purposes is inadequate, and that Respondent has complied with applicable laws
and has never been convicted of any violation of any law pertaining to controlled
substances. | therefore find that Respondent’s registration to cultivate marijuana would be

in the public interest.
RECOMMENDED DECISION

I recommend that Respondent’s application be granted.

Dated: February 12, 2007

Mary Hien Bittner
Administrative Law Judge

IS CERTIFICATE OF SERVICE

Thisist g\ei‘\trl?)\ that the undersigned on February 12, 2007, caused a copy of the
foregoing to be ‘delivered vie-intereffiecsrai to counsel for the Government,
Brian Bayly, Esq., Office of Chief Counsel, Drug Enforcement Administration, . harel
Washington, D.C. 20537, and a copy to be maﬁeé;«pestagepaidmm‘f&/ dehoereat
Respondent, Julie M. Carpenter, Esq., Jenner & Block. 601 Thirteenth Street. N.W., TS

Suite 1200 South, Washington, D.C. 20005.
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Patrkeia A. Medico
Secretary to Mary Ellen Bittner
Administrative Law Judge
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