UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA
LADD HUFFMAN,
Plaintiff,
v. Civil No. 93-0237 NHJ

FOOD AND DRUG ADMINISTRATION,

Defendant.

DEFENDANT'S MOTION TO DISMISS, OR IN
THE TERNATIVE FOR S RY JUDGMENT

Defendant, by and through its undersigned counsel,
reépectfully moves the Court to dismiss this action, pursuant to
Fed. R. Civ. P. 12(b) (1) and (6), on the grounds that the Court
lacks subject matter jurisdiction to hear plaintiff's claims and
that the Complaint fails to state a claim upon which relief can
be granted. In the alternative, defendant moves the Court,
pursuant to Rule 56 of the Federal Rules of Civil Procedure, for
an order granting defendant summary judgment on the grounds that
no genuine issue of material exists and that defendant is
entitled to judgment as a matter of law. In support of this
motion, the Court is respectfully referred to the accompanying
statement of material facts as to which there is no genuine

issue, the agency declarations, and the memorandum of points and



authorities. A proposed order reflecting the relief sought is
also attached.
Respectfully submitted,
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United States Attorney
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JOHN D. BATES, D.C. BAR #934927
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MARINA UTGOFF BRASWELL, D.C. BAR #416587
Assistant United States Attorney
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Chief Counsel
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Associate Chief Counsel for Enforcement
Food and Drug Administration



UNITED STATES DISTRICT COURT
FOR THE DISTRICT OF COLUMBIA
LADD HUFFMAN,
Plaintiff,
v. Civil No. 93-0237 NHJ

FOOD AND DRUG ADMINISTRATION,

Defendant.

DEFENDANT'S STATEMENT OF MATERIAL FACTS
S TO CH TH S NO GENUIN SSu

Pursuant to Local Rule 108(h), defendant submits the
following statement of material facts as to which there is no
genuine issue:’

1. Under an Investigational New Drug [IND) application
allowed to proceed by the Food and Drug Administration (FDA],
individuals whose physicians are licensed by the Drug Enforcement
Administration [DEA] to receive and dispense a controlled
substance, may receive a drug whose distribution is otherwise
forbidden under the Federal Food, Drug, and Cosmetic Act, 21
U.S.C. § 355. Declaration of Daniel A. Spyker [Spyker
Declaration], M.D., Medical Officer in the Pilot Drug Evaluation
staff at the FDA's Center for Drug Evaluation and Research, filed

on this date, paras. 3-4.

' plaintiff should take notice that any factual assertions
contained in the affidavits and other attachments in support of
defendant's motion will be accepted by the Court as true unless
plaintiff submits his own affidavit or other documentary evidence
contradicting the assertions in defendant's attachments. See Neal
v. Kelly, 963 F.2d 453, 456 (D.C. Cir. 1992); Local Rule 108; Fed.
R. Civ. P. 56(e). For plaintiff's convenience, copies of Local
Rule 108 and Fed. R. Civ. P. 56(e) are attached.



2. A single-patient IND application for marijuana, an
unapproved new drug under the Act, allows a physician to receive
and dispense marijuana as an investigational drug for use in one
specific patient. Id.

3. Wwhile the FDA processes and allows single-patient IND
appligations for investigational drugs to proceed, the FDA does
not supply the drugs. 1In the case of single-patient IND
applications for marijuana, the marijuana is provided by the
National Institute on Drug Abuse, Public Health Serviée,
Department of Health and Human Services. 1Id. at para. 4.

4. Before the National Institute on Drug Abuse can supply
marijuana to the sponsoring physician for a single-patient IND
application, the physician must apply to and receive approval
from the DEA to receive and dispense the marijuana. Id.

5. The FDA's Center for Drug Evaluation and Research
received plaintiff's single-patient IND application for
marijuana, submitted by his physician, Patricia J. Harrison, on
January 2, 1991. Id. at para. 6.

6. The Pilot Drug Evaluation Staff completed its
pharmacology and chemistry review of plaintiff's application on
January 11, 1991, and determined that it was safe for the IND
application to proceed. 1Id.

7. Dr. Spyker called Dr. Harrison on January 11, 1991, to
discuss the requirements for the IND and to request the
submission of additional information, which she provided on

January 25, 1991. Id. at paras. 7-8.



8. On March 8, 1991, Dr. Spyker issued a letter to Dr.
Harrison advising her that plaintiff's IND application could
proceed. JId. at para. 9.

9. In June 1991, the Pilot Drug Evaluation Staff was
advised that the Assistant Secretary for Health, Department of
Health and Human Services, had decided to consider whether the
National Institute on Drug Abuse would continue to supply
marijuana for single-patient INDs. JId. at para. 10.

10. In light of this June 1991 decision, the Pilot Drug
Evaluation Staff stopped taking actions on single-patient IND
applications for marijuana. Declaration of Corinne P. Moody
(Moody Declaration], Consumer Safety Officer in the Pilot Drug
Evaluation Staff, filed on this date, para. 6.

11. The DEA received an application from Dr. Harrison to
receive and dispense marijuana for plaintiff on August 19, 1991.
Spyker Declaration, para. 4.

12. On August 21, 1991, the FDA received a request for
information from the DEA regarding plaintiff's IND application.
Moody Declaration, para. 7.

13. In light of the June 1991 decision, the FDA d4id not
respond to the DEA's request. Id.

14. In March 1992, the Pilot Drug Evaluation Staff was
advised that the Secretary of the Department of Health and Human
Services had decided thét the National Institute on Drug Abuse
would not provide marijuana for single-patient INDs except to

those patients who were already receiving marijuana in August



1991. Spyker Declaration, paras. 11, 13.

15. This group included patients whose INDs the FDA had
already reviewed and allowed to proceed, whose physicians had
received approval to receive the‘marijuana from the DEA and for
whom the National Institute on Drug Abuse had shipped marijuana
upon receipt of the DEA order form submitted by the physicians.
4.

16. The DEA did not issue Dr. Harrison a registration to
receive marijuana on plaintiff's behalf. Id. at para. 14.

17. Since Dr. Harrison had not received approval to receive
and dispense marijuana for plaintiff from the DEA, the National
Institute on Drug Abuse has not shipped any marijuana to
plaintiff. Id.

18. There were twenty-seven additional single-patient IND
applicants whose applications the FDA had allowed to proceed but
who did not :eceive marijuana following the March 1992 decision.
Jd. at para. 15.

19. In March 1992, as a result of the Secretary's decision,
Dr. Spyker contacted the sponsoring physicians of the IND
applications for plaintiff and other patients who were not
already receiving marijuana to advise them that the National
Institute on Drug Abuse would not supply marijuana for their
single-patient IND applications. He also advised the sponsoring
physicians of other treatment options for their patients'
conditions and the availability of referrals to experts at the

National Institutes of Health, Public Health Service, Department



of Health and Human Services. Id. at para. 16.
20. The single-patient IND applications for these
individuals were then cancelled. Id.
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