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our original opinion. We therefore grant 
the petition for review, vacate those por­
tions of the Commission's order approving 
Class-2 industrial refrigeration research 
and all Class-3 research, and remand to the 
Commission for further proceedings con­
sistent with this opinion. 

It is so ordered. 
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Organizations sought reclassification 
of marijuana from Schedule I to Schedule 
II under the Controlled Substances Act. 
The Administrator of the Drug Enforce­
ment Administration (DEA) maintained 
classification of marijuana as narcotic drug 
under Schedule I, and organizations peti­
tioned for review. The Court of Appeals, 
Silberman, Circuit Judge, held that: (1) Ad­
ministrator could properly reject adminis­
trative law judge's recommended standard 
of use by "respectable minority" of physi­
cians in determining whether marijuana en­
joyed "current accepted medical use"; (2) 

factors emphasizing scientific knowledge of 
chemistry of drug and its effectiveness in 
humans could be considered; but (3) re­
mand was necessary due to apparent im­
possibility of satisfying three of eight 
factors in Administrator's test. 

Remanded. 

1. Drugs and Narcotics <i?46 
Administrator of Drug Enforcement 

Administration (DEA), in rejecting claim 
that marijuana be reclassified from Sched­
ule I to Schedule II under Controlled Sub­
stances Act, acted within his authority in 
rejecting administrative law judge's recom­
mended standard for "currently accepted 
medical use" as use by "respectable minori­
ty" of physicians, and in requiring instead 
scientific evidence that marijuana was 
medically useful and safe; determination 
as to how much weight to place on scien­
tific uncertainties as opposed to anecdotal 
evidence was very much policy judgment 
which could not be challenged. Compre­
hensive Drug Abuse Prevention and Con­
trol Act of 1970, §§ 201(c)(2, 3), 202(b)(l, 2), 
21 U.S.C.A. §§ 8ll(c)(2, 3), 812(b)(l, 2). 

2. Drugs and Narcotics <i?46 

Drug Enforcement Administration 
(DEA) was not precluded from employing 
in reclassification proceeding, in determin­
ing whether scheduled drug has "currently 
accepted medical use," factors relating to 
scientific knowledge of chemistry of drug 
and its effectiveness in humans, which 
were developed by Food and Drug Admin­
istration (FDA) for drug licensing determi­
nations. Comprehensive Drug Abuse Pre­
vention and Control Act of 1970, § 101 et 
seq., 21 U.S.C.A. § 801 et seq. 

3. Administrative Law and Procedure 
<i?817 

Drugs and Narcotics <i?46 
In concluding that marijuana should 

not be rescheduled, it appeared that three 
of eight factors considered by Administra­
tor of the Drug Enforcement Administra­
tion (DEA) in determining that marijuana 
did not have "currently accepted medical 
use," relating to general availability of sub-



ALLIANCE FOR CANNABIS THERAPEUTICS v. DEA 
Cite as 930 F.2d 936 (D.C. Cir. 1991) 

937 
stance and information regarding sub­
stance and its use, recognition of sub­
stance's clinical use in generally accepted 
pharmacopeia, medical references, journals, 
or textbooks, and recognition of use of 
substance by substantial segment of medi­
cal practitioners, were unreasonable by vir­
tue of being impossible to meet while mari­
juana remained Schedule I substance, war­
ranting remand for explanation as to how 
these factors were used by Administrator 
in reaching his decision. Comprehensive 
Drug Abuse Prevention and Control Act of 
1970, §§ 201(c)(2, 3), 202(b)(l, 2), 21 U.S. 
C.A. §§ 811(c)(2, 3), 812(b)(l, 2). 

Petition for Review of Orders of the 
Drug Enforcement Administration. 

Thomas C. Collier, Jr., with whom Steven 
K. Davidson and Amy W. Lustig were on 
the brief, for petitioner Alliance for Canna­
bis Therapeutics in 90-1019. 

Kevin B. Zeese was on the brief, for 
petitioner The Nat. Organization for the 
Reform of Marijuana Laws in 90-1020. 

Charlotte J. Mapes, Atty., Dept. of Jus­
tice, with whom Margaret A. Grove, Atty., 
Dept. of Justice, and Stephen E. Stone, 
Associate Chief Counsel, Dept. of Justice, 
were on the brief, for respondent in 90-
1019 and 90-1020. Madeline R. Shirley, 
Atty., Dept. of Justice, also entered an 
appearance, for respondent. 

Before SILBERMAN, BUCKLEY, and 
HENDERSON, Circuit Judges. 

Opinion for the Court filed by Circuit 
Judge SILBERMAN. 

SILBERMAN, Circuit Judge: 

This is a petition for review of a final 
order of the Administrator of the Drug 
Enforcement Administration (DEA). The 
order maintains the classification of mari­
juana as a narcotic drug under Schedule I 

I. When it enacted the CSA in 1970, Congress 
placed marijuana in Schedule I. From that 
time, petitioners have indefatigably sought to 
obtain a change in marijuana's classification. 
The long and checkered history of this proceed­
ing and an explanation of the complex statutory 

of the Controlled Substances Act, see 21 
U.S.C. §§ 811-812. Petitioners, Alliance 
for Cannabis Therapeutics (ACT) and Na­
tional Organization for the Reform of Mari­
juana Laws (NORML), who claim that mar­
ijuana should be reclassified in Schedule II, 
argue that the DEA Administrator's deci­
sion rests on an improper application of the 
statutory standards and an incorrect deter­
mination that petitioners failed to meet 
them. We think that the Administrator's 
interpretation of the statute was in the 
main acceptable, but he appears to have 
relied on several factors that are unreason­
able because logically impossible to satisfy; 
therefore, we remand. 

I. 

The Controlled Substances Act (CSA) is a 
comprehensive regulatory measure that di­
vides the universe of hazardous drugs into 
five different categories of substances (so­
called schedules), which determine the se­
verity of restrictions on doctors' and pa­
tients' access to controlled drugs.1 Drugs 
can be "re-scheduled" or "de-scheduled" 
only if the DEA makes certain statutorily­
mandated findings. Schedule I drugs are 
subject to the most severe controls and 
give rise to the harshest penalties for viola­
tions of these controls; they are deemed to 
be the most dangerous substances, possess­
ing no redeeming value as medicines. The 
Act sets forth statutory criteria to be used 
in determining whether a drug should be 
placed in Schedule I: 

(A) The drug or other substance has a 
high potential for abuse. 
(B) The drug or other substance has no 
currently accepted medical use in treat­
ment in the United States. 
(C) There is a lack of accepted safety for 
use of the drug or other substance under 
medical supervision. 

21 U.S.C. § 812(b)(l). 
The Act contains a somewhat different 

set of criteria for Schedule II: 

scheme are detailed in National Org. for the 
Reform of Marijuana Laws v. Ingersoll, 497 F.2d 
654 (D.C.Cir.1974); National Org. for the Re­
form of Marijuana Laws v. Drug Enforcement 
Admin., 559 F.2d 735 (D.C.Cir.1977). 
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(A) The drug or other substance has a 
high potential for abuse. 
(B) The drug or other substance has a 
currently accepted medical use in treat­
ment in the United States or a currently 
accepted medical use with severe restric­
tions. 
(C) Abuse of the drug or other substance 
may lead to severe psychological or phys­
ical dependence. 

21 U.S.C. § 812(b)(2). 

As is apparent, one salient concept distin­
guishing the two schedules is whether a 
drug has "no currently accepted medical 
use in treatment in the United States." 
This case turns on the appropriate defini­
tion and application of that phrase. 

The Administrator is guided by a set of 
statutory factors in making a classification 
decision as to which schedule is appropri­
ate. See 21 U.S.C. § 811. And two of 
those factors bear on the Administrator's 
definition of generally accepted medical 
use-the "scientific evidence of [the 
drug's] pharmacological effect, if known" 
and "the state of current scientific knowl­
edge regarding the drug or other sub­
stance." 21 U.S.C. § 811(c)(2), (3). 

Petitioners argued below that marijuana 
has medical uses for the treatment of can­
cer, glaucoma, and other diseases and 
therefore it cannot properly be maintained 
in Schedule I. The ALT agreed with peti­
tioners and found, based on testimony of a 
number of physicians and patients, that a 
"respectable minority" of American physi­
cians accept those uses, which was suffi­
cient, according to the ALT, to say that 
marijuana had a currently accepted medical 
use. The Administrator rejected the AL.J's 
recommendation, however, determining 
that the phrase "currently accepted medi­
cal use" required a greater showing than 
that a minority-even a respectable minori­
ty-of physicians accept the usefulness of 
a given drug. 

In a prior proceeding, the Administrator 
had employed an additional eight factor 
test to further elaborate the characteristics 
of a drug that he thought had a "currently 
accepted medical use": 

(1) Scientifically determined and accept­
ed knowledge of its chemistry; 
(2) The toxicology and pharmacology of 
the substance in animals; 
(3) Establishment of its effectiveness in 
humans through scientifically designed 
clinical trials; 
(4) General availability of the substance 
and information regarding the substance 
and its use; 
(5) Recognition of its clinical use in gen­
erally accepted pharmacopeia, medical 
references, journals or textbooks; 
(6) Specific indications for the treatment 
of recognized disorders; 
(7) Recognition of the use of the sub­
stance by organizations or associations 
of physicians; and 
(8) Recognition and use of the substance 
by a substantial segment of the medical 
practitioners in the United States. 

53 Fed.Reg. 5,156 (1988). 
The Administrator, in his opinion in this 

proceeding, reaffirmed this eight factor 
test. See 54 Fed.Reg. 53,783. He stated 
that "these characteristics rely heavily on 
verifiable scientific data and acceptance by 
the medical community," which he thought 
went "hand in hand" because "[m]ost phy­
sicians ... rely on scientific data in formu­
lating their opinions regarding the safety 
and effectiveness of a drug .... " 54 Fed. 
Reg. 53,783 (1988). 

Most important to the Administrator was 
his conclusion that "the chemistry, toxicolo­
gy, and pharmacology of marijuana is not 
established" and its effectiveness has not 
been documented in humans with scien­
tifically-designed clinical trials (such as 
double-blind studies where neither the pa­
tient nor the observer knows who received 
the placebo and who received the actual 
substance). Id. at 53,784. Therefore, 
"[t]he vast majority of physicians do not 
accept marijuana as having a medical use" 
and it is "not recognized as medicine in 
generally accepted pharmacopoeia, medical 
references, journals, or textbooks." Id. 
The Administrator exercised with a ven­
geance his prerogative under Universal 
Camera Corp. v. NLRB, 340 U.S. 474,477, 
71 S.Ct. 456, 459, 95 L.Ed. 456 (1951), to 



ALLIANCE FOR CANNABIS THERAPEUTICS v. DEA 939 
Clteas930 F.2d 936 (D.C.Clr. 1991) 

reject the AL.J's recommended decision, la- evidence in applying the statutory phrase 
belling the AL.J's standard for "currently "currently accepted medical uses," then, is 
accepted medical use" as use by a "respect- very much a policy judgment which we 
able minority" of physicians as "prepos- have no authority to challenge. See gener­
terous." 2 54 Fed.Reg. 53,784. ally Chevron. We certainly have no 

II. 

(1] The petitioners renew their argu­
ment that the Administrator unreasonably 
rejected the evidence they presented (large­
ly anecdotal) that a number of physicians 
believe marijuana is medically useful and, 
instead, improperly predicated his determi­
nation on the absence of demonstrated sci­
entific evidence that the drug is medically 
useful and safe. The difficulty we find in 
petitioners' argument is that neither the 
statute nor its legislative history precisely 
defines the term "currently accepted medi­
cal use"; therefore, we are obliged to defer 
to the Administrator's interpretation of 
that phrase if reasonable. See NLRB v. 
United Food & Commercial Workers Un­
ion, 484 U.S. 112, 123, 108 S.Ct. 413, 420, 
98 L.Ed.2d 429 (1987); Chevron U.S.A. Inc. 
v. Natural Resources Defense Council, 
Inc., 467 U.S. 837, 843-45, 104 S.Ct. 2778, 
2781-83, 81 L.Ed.2d 694 (1984). And since 
Congress required the Administrator, in 
making scheduling determinations with re­
spect to any drug, to consider the "scien­
tific evidence of [the drug's] pharmacologi­
cal effect" and the "state of current scien­
tific knowledge regarding the drug," 21 
U.S.C. § 81l(c)(2), (3), we do not see how it 
can be thought an unreasonable application 
of the statutory phrase to emphasize the 
lack of exact scientific knowledge as to the 
chemical effects of the drug's elements. 
Perhaps if virtually all doctors in the Unit­
ed States were vociferous in their espousal 
of marijuana for medical treatment-not­
withstanding scientific uncertainties-the 
Administrator's position would be more 
vulnerable. But that is not the case; the 
AL.J's finding (not contested by the peti­
tioners) is only that a "respectable minori­
ty" take that position. The determination 
as to how much weight to place on scien­
tific uncertainties as opposed to anecdotal 

2. The Administrator further described the AIJ 
as relying on "irresponsible and irrational state-

grounds, on this record, to dispute the Ad­
ministrator's premise that without much 
more complete scientific data American 
physicians will not "accept" marijuana. 

[2] Petitioners, however, mount some­
thing of a flanking attack on that premise. 
They assert that the Administrator's eight 
factor test, which emphasizes, in factors 1, 
2 and 3, scientific knowledge of the chemis­
try of the drug and its effectiveness in 
humans established through scientifically­
designed clinical trials, is improperly drawn 
from the Food, Drug and Cosmetic Act 
(administered by the Food and Drug Ad­
ministration) and not the Controlled Sub­
stances Act which the Administrator is au­
thorized to apply. The First Circuit in 
Grinspoon v. Drug Enforcement Admin­
istration, 828 F.2d 881, 891-92 (1st Cir. 
1987), upon which petitioners rely, had held 
that earlier criteria the Administrator had 
employed to define "currently accepted 
medical use" were contrary to the statute 
because they were a carbon copy of those 
used by the FDA in licensing new drugs. 
The present criteria, it is argued, duplicate 
a number of those original criteria. But 
the criteria challenged in Grinspoon in­
cluded several elements, such as the avail­
ability of patent information or FDA-re­
quired labelling, which were necessary only 
to market the drug in interstate commerce. 
These criteria are clearly relevant to the 
FDA's mission, but not to the DEA's, see 
Grinspoon, 828 F.2d at 887. The First 
Circuit never suggested the DEA Adminis­
trator was foreclosed from incorporating 
and relying on those standards employed 
by the FDA that are relevant to the phar­
maceutical qualities of the drug. The court 
merely held that while FDA approval is 
sufficient to establish the existence of an 
accepted medical use, the converse is not 
true-that absent FDA approval, common­
ly accepted medical use cannot be proven. 

ments," and thought some of his findings "ap­
palling." 54 Fed.Reg. 53,783. 
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Id. at 890. Nor can we conceive of a 
reason the Administrator should be barred 
from employing notions developed by a sis­
ter agency insofar as those notions serve 
the missions of both agencies.3 

[3] Which brings us to the most trou­
bling part of the Administrator's decision­
the part which we think obliges us to order 
a remand. Petitioners, almost in passing, 
point out that three of the factors in the 
Administrator's eight-factor test appear im­
possible to fulfill and thus must be regard­
ed as arbitrary and capricious. Impossible 
requirements imposed by an agency are 
perforce unreasonable: "Conditions im­
posed by [the] order are ... unreasonable 
by virtue of being impossible to meet." 
D. C. Transit Sys., Inc. v. Washington Met­
ropolitan Area Transit Comm'n, 466 F.2d 
394, 402 (D.C.Cir.), cert. denied, 409 U.S. 
1086, 93 S.Ct. 688, 34 L.Ed.2d 673 (1972). 
These three factors are: 

(4) General availability of the substance 
and information regarding the substance 
and its use; 

(5) Recognition of its clinical use in gen­
erally accepted pharmacopeia, medical 
references, journals or textbooks; 

(8) Recognition and use of the substance 
by a substantial segment of the medical 
practitioners in the United States. 

Petitioners argue that one cannot logically 
show that a drug enjoys general "availabili­
ty" or "use" by a substantial segment of 
medical practitioners if the drug remains in 
Schedule I. One of the very purposes in 
placing a drug in Schedule I is to raise 
significant barriers to prevent doctors from 
obtaining the drugs too easily. DEA regu­
lations require doctors who wish to use 
such drugs to submit a scientific research 

3. Petitioners insist that the prior decision of this 
court in this case, National Org. for the Reform 
of Marijuana Laws (NORML) v. Drug Enforce­
ment Administration, 559 F.2d 735, 750 n. 65 
(D.C.Cir.1977), also implies that the agency was 
in error by relying on the FDA standards. But 
this court merely insisted on the distinct nature 
of the FDA and the DEA proceedings without as 
much as hinting that the tests for compliance 
with the two statutes must be mutually exclu­
sive. See NORML, 559 F.2d at 750. 

protocol to the FDA for approval and per­
mit use only in accordance with the proto­
col. And the FDA insists that a developed 
scientific study program be presented in 
order to gain approval of the protocol. See 
21 C.F.R. § 1301.33(b) (requiring compli­
ance with 21 C.F.R. § 130.3). The DEA 
regulations further impose mandatory reg­
istration with the DEA and mandatory 
record-keeping and safe-keeping require­
ments, presenting additional barriers to 
widespread use, see 21 C.F.R. § 1301.33, 
1301.42. We are therefore hard-pressed to 
understand how one could show that any 
Schedule I drug was in general use or 
generally available. We are also concerned 
that the fifth factor "recognition of [a 
drug's] clinical use in generally accepted 
pharmacopeia, medical references, journals, 
or textbooks" might be subject to the same 
objection. Petitioners assert that if a drug 
is not widely prescribed-regardless of its 
safety or use-it will not appear in a phar­
maceutical listing of medically useful 
drugs. Since the government did not re­
spond clearly to the argument, we are left 
in doubt as to the argument's validity. Un­
der these circumstances, we think the ap­
propriate course is to remand to the agency 
for an explanation as to how all three of 
these factors were utilized by the Adminis­
trator in reaching his decision. 4 

To be sure, the Administrator did not 
explicitly rely on factors (4) and (8) in the 
analytical portion of his opinion (he did say 
"marijuana is not recognized as a medicine 
in generally accepted pharmacopeia, medi­
cal references, and textbooks," indicating 
his reliance on factor (5)). But since he did 
reaffirm the eight criteria's applicability to 
this case, we simply cannot be certain what 
role, if any, factors (4) and (8) played in his 

4. Petitioners also quarrel with the Administra­
tor's decision that marijuana lacks "accepted 
safety for use." Since the Administrator based 
this determination on his decision that no medi­
cal uses are possible (and thus any use lacks 
"accepted safety"), we do not see that "safety" 
issue as raising a separate analytical question. 
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decision. Under our governing cases, we For the foregoing reasons, the case is 
must remand for the requisite explanation. remanded. 
See MCI Telecommunications Corp. v. It is so ordered. 
FCC, 917 F.2d 30, 39-40 (D.C.Cir.1990); 
City of Vernon v. FERG, 845 F.2d 1042, 
1046-49 (D.C.Cir.1988). 

* * • * * * 




