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IN THE

UNITED STATES COURT OF APPEALS

FOR THE FIRST CIRCUIT

)
LESTER GRINSPOON, M.D. )

)
Petitioner, )

)
v. ) No. 86-2007

)
DRUG ENFORCEMENT ADMINISTRATION, )

)
Respondent. )

)

REPLY BRIEF FOR PETITIONER

Petitioner, Dr. Lester Grinspoon, submits this Reply Brief

in response to the Brief for Respondent filed by the Drug

Enforcement Administration (DEA) on February Ii, 1987.

Petitioner respectfully submits that the arguments set forth by

the DEA demonstrate the weakness of its case.

I. Introduction

Before analyzing the weaknesses in the arguments advanced

by the DEA, it is worth noting that the DEA refuses to confront

the central concerns involved in this case:

o First, MDMA is a drug that cannot be patented so that

no one has the financial incentive to process it

through the FDA's procedures.
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o Second, MDMA has been used in medical practice by a

significant number of practicing psychiatrists since

the middle 1970's and has created deep interest in

the psychiatric medical research community.

o Third, as a matter of bureaucratic policy, the DEA

places into Schedule I any drug with a potential for

abuse (whether low or high) which the FDA has not

approved for interstate marketing -- effectively

blocking medical research on such drugs.

o Fourth, the net result in this case is that a highly

promising psychiatric drug with only low to moderate

abuse potential has been unnecessarily placed off-

limits to medical researchers.

DEA obviously has little interest in or concern for the

impact of its policies on medical research. At no point in the

Administrator's decision or in its Brief in this Court does DEA

seriously grapple with these four central points. Its failure

to do so is legally and analytically indefensible. The fact is

that the DEA has elevated its own administrative convenience

above the important balance that the Controlled Substances Act

sought to create between medical and law enforcement concerns.

Petitioner respectfully submits this Court should not approve

such behaviour, and should require the DEA to honor Congress'

intent as reflected in the statutory provisions of the Control-

led Substance Act.



Petitioner now turns to an analysis of each of the legal

arguments advanced by the DEA.

II. The Government's Brief Makes Clear That

The DEA's Finding That MDMA Has A High
Potential For Abuse Cannot Stand.

In petitioner's view, the central issue in this case is

the relative abuse potential of MDMA.

A. The Government Concedes That The Evidence

in the Record Showed MDMA Has Less Than

A High Potential For Abuse.

The direct evidence and testimony in this case was

submitted in April 1985 and essentially covers the period 1970

to 1984. No party to the proceeding sought to include evidence

bearing on the 1985 or later time periods. It is thus extra-

ordinary that the DEA's brief in this Court tries the legal

equivalent of pulling a rabbit out of the hat by declaring that

"the Administrator chose to credit more recent evidence of high

MDMA abuse instead of pre-1985 evidence showinq lesser levels

of abuse." Brief for Respondent, at page 41.

The evidence in the record is addressed almost exclusively

to the pre-1985 period that the DEA -- finally -- in this Court

concedes showed less than a high level of abuse. If the DEA

believes that more recent evidence (involving 1985 and 1986) in

fact shows a "high" level of abuse, then the DEA is free to

move administratively to initiate a proceeding based on more

recent evidence.



But, with all respect, due process requires DEA to decide

this case on the basis of the record before the DEA. The

government's new view of the case is not reflected in the

Administrator's decision:

o The Administrator never acknowledged that "pre-1985

evidence show[ed] lesser levels of abuse."

o The Administrator never explained what "more recent

evidence" led him to disregard the "pre-1985"

evidence.

o The Administrator never explained why he gave such

weight to the chemical structure of MDMA when "pre-

1985" evidence showed "lesser levels of abuse"

despite that chemical structure.

o Finally, the "pre-1985" evidence constituted 99.9% of

the evidence in the record. The government's Brief

cites the only two statements in the record with

respect to MDMA usage during the 1985 and later

period* and never explains how a decision can

properly be based on evidence regarding MDMA usage

for a time period that was not at issue and as to

which no significant direct evidence was submitted by

either side.

*_/ One of these statements was volunteered during cross-

examination and the other was made by a witness (Dr. Siegel)

whose credibility was severely attacked by Petitioner and whose

testimony the Administrative Law Judge did not credit.



Petitioner Grinspoon respectfully submits that Justice

Department counsel has acknowledged the weakness of the

evidence in the record and that the new rationale advanced to

defend the Administrator's decision is equally unsupportable

and would in any event have required serious analysis and

explanation by the Administrator which is not present in the

agency's decision.

B. The Government Stubbornly Continues to Refuse

To Articulate Any Standards for Distinguishing

Different Deqrees of Abuse.

The government continues to treat this case as if the

issue were whether MDMA should or should not become a control-

led substance. That is not the issue in this Court. It was

not the issue in the Administrative Proceeding before the DEA.

Petitioner Grinspoon argued before the DEA and argues here that

MDMA should be a controlled substance. Petitioner Grinspoon

contended before the Drug Enforcement Administration and

contends in this Court that MDMA does have some potential for

abuse.

The issue is what degree of abuse does MDMA have? What

the DEA Administrator did -- and what the government continues

to do in its Brief -- is simply to recite findings that MDMA

has a chemical similarity to some drugs that are in Schedule I

and to cite some highly selective facts about usage of MDMA.

But chemical similarity by itself and facts showing some degree

of abuse simply provide no basis -- standing alone -- for

coming to a conclusion as to what MDMA's relative degree of



abuse is. Some exercise of judqment is required, comparing

MDMA against some set of standards.

Petitioner reproduces on the next page a list of 28

phenethylamines* -- contained in the record before the DEA --

which was compiled by the Department of Health and Human

Services. MDMA is number 30 on this list. Phenethylamines

constitute the chemical family of compounds into which MDMA

falls. At the time the document was prepared in December,

1983, 17 of these phenethylamines were not scheduled under the

CSA at all; eight were scheduled in Schedule I; two were

scheduled in Schedule II; and one was scheduled in Schedule IV.

Plainly, chemical structure such as the simple fact that a

chemical is a phenethylamine tells little -- by itself --

about where a drug should be scheduled.

Similarly, a recitation of a series of findings indicating

that a drug has been abused to some extent does not by itself

provide any basis for coming to a conclusion as to the drug's

relative abuse potential.

Petitioner Grinspoon respectfully submits that the

government's Brief demonstrates anew that the DEA has wholly

failed to articulate the standards that it applies in determin-

ing relative abuse potential, and that in particular in this

case it has wholly failed to exercise reasoned decision-making

*_/ The list contains 30 entries, but two substances are
listed twice.
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• o _o .

SIJ'_Y OF THE PHENETHYLAMII_'5 ,,, _ ,_

.

-T, < _=

1. CATHINE ............... NO NO .,- *
2. CATHINO_E .............. NO NO * .* +
5. CIDBERZ,C__.X ............. NO NO ÷
4. DIMETI_XYAMPHETAMIhE ....... NO I H 1973 + +
S. DIMETi'DXYBRC_g3AMPHET_&IINE...... NO I h 1973 " "

6. E'_IPHETAMINE .......... NO I S 1982 " "
7. FENBUTP_TE ............ NO NO ","
8. F=NCAMF_IINE ............ NO NO + + +
9. F_LLIh'E .............. NO I S 1981" "
I0. FENI:'ROPOILEX - " NO NO "

11. FLIRFENOP,.EX " NO NO ""
12. LEVAMFETAMIh'E............ NO II S + "
13. LEVOMETHAMPHET_IIN'£......... NO II S 1971 "" "
14. ME--fLEX .............. NO NO *
15. METI-DXYAMPhc"'TAMIN]_t(See 19).

16. MEII-DX'I_,IETHYI_'EI)IOXYAMPHETAMIK£H(See29)
17. ME'IlgYI_,,DIOXTA_HET,A2qlNE ...... NO I H * * +
18. MORAZON'E .............. NO NO *
19. PARA.-METI"DXYAMPHETAMIKE*...... NO I H 1973 + + -
20. PAP&-OXYAMPI-LE'TAMINE........ NO NO *

21. PIg_OLIN'£.............. YES IV S 1975 + -_
22. PROPYLHF_XE_IN'E ........... YES1 NO + +
23. PYROVALERO_E ............ NO NO +
24. TRINETrDXYAMPHETAbIIh'E........ NO I H *

25. _,-BRC_O-2, S-DIMETI-DXI'P_.._FriYL&_ilNF_. NO NO *

26. 2,5-DINET]-DXY-4-ETHYLAMPHETAMINE • NO NO + -
27. N,h-DIME-II_I._EPI-_-rAMINE ....... NO NO +
28. N-ETHYL-3,4-ME'II_'LENF_DIOXYAbIPI_TAMINT;.NO NO +
29. 5-MEII-DXY-3,4-blETHYLE_7.DIOXYAMP_AMIN'E#NO I H *
30. 3,4 -MET_L._\ED IOX_E-FriA%PHETAMIh'£ . NO NO *

DI E]'h'TLDROFION ........... YES IV S 1973 + * +
MESCALINE .............. NO 1 H + -
Phr_-N_EiT.A_IN__............ YES II S 1971 + * ÷

1: Over-the-counter preparations
+: Positive report I: Schedule I of CSA
-" Negative report II: Schedule II of CSA
H: Hallucinogen IV: Schedule IV of CSA
_" 1S & 19 are identical compounds #: 16 & 29 are identical compounds
S: Stimulant 1972: Year the law is enacted
CSA: The Controlled Substances Act (CSA) of the USA

Depar,_wrentof llealuhand Human Services, "Pl_\rhq_fLA_S'. ',December, 1983



in reaching a conclusion about the relative abuse potential of

MDMA.

III. Respondent's arguments with respect to the interpretation

of "currently accepted medical use" and "accepted safety

for use" essentially acknowledge that the Administrator
utilized the wronq legal standard.

In one sense, petitioner welcomes the arguments advanced

by the Justice Department on behalf of DEA. For the first time

in this case, the DEA has at least tried to come to grips with

the language that is actually used in the Controlled Substances

Act and attempted to construct a theory based on that language.

Petitioner submits that the Justice Department -- in under-

taking this analysis -- underlines the fact that DEA's position

is plainly based on what DEA believes Congress should have done

-- rather than on what Congress in fact did.

Below, petitioner Grinspoon will first reply to DEA's

arguments in support of the Administrator's action which

involve three points: (a) the statutory language; (b) the

alleged "legislative history"; and (c) the alleged "reason-

ableness" of the Agency's administrative interpretation. Then

petitioner Grinspoon briefly points out that the outcome of

this issue does not affect legitimate law enforcement aims.
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A. The DEA's Interpretation of the Statutory

Language Stretches the Normal Meaning of

Words Beyond Recoqnition.

The DEA's arguments with respect to statutory language

rests on analysis of (i) the meaning of "United States"; and

(2) the meaning of "accepted."

The DEA's argument with respect to the significance of the

definition of "United States" is, in a word, preposterous.

There are two ways one could understand "geographic" references

to "United States" in the Controlled Substances Act, as defined

in 21 U.S.C. section 802(28). Such references could refer to

"all places" within the United States in the sense that the Act

extends to conduct that occurs in one or more of those "places"

within the United States. But it is also theoretically

possible, as the DEA contends, that an activity in order to be

regulated must occur "throuqhout the United States."

The absurdity of the government's contention as to the

meaning of the phrase "United States" is demonstrated if one

considers it in the context of a drug trafficker who illegally

sells controlled substances in, for example, California and

Oregon, but no place else. Does this trafficker have a defense

that -- since the CSA defines "United States" as meaning "all

places" in the United States -- an offense must occur "through-

out the United States" -- i.e., be nationwide -- before a crime

under the CSA is made out? Obviously not.

Or take another example. 21 U.S.C. Section 828(b) (i) of

the Controlled Substances Act creates an exemption from certain

8



regulatory obligations in connection with "the exportation of

. substances from the United States" (emphasis added). Does

the government seriously contend that "United States" should be

interpreted to mean that this exemption applies only to sub-

stances exported from every place "throughout the United

States," and not to substances exported from "only" one place

in the United States? That is just silly.

Moreover, the government ignores the fact that the relvant

statutory phrase is "in the United States." (Emphasis added).

Petitioner submits that the term "in the United States" is

normally understood to mean any place within the United States

-- not to mean everywhere "throughout the United States." In

short, the gloss the government puts on the term "United

States" is illogical as well as inconsistent with usage of

"United States" elsewhere in the CSA.

B. The Government Acknowledges That "Acceptable

Medical Use" Does Not Equate to an NDA.

Moreover, the government's attempt to rewrite the statu-

tory language is further exposed by its own admission that

approval by the FDA to ship a drug interstate is simply not the

same thinq as what is or is not "accepted medical use." The

key sentence in the government's brief reads as follows:

It is highly improbable, to say the least, that a drug or
substance could ever be found to be accepted for medical

use throughout the United States until it had been
evaluated and found safe and effective by FDA, approved

for marketing in interstate commerce under the FDCA and,

therefore, made generally and readily available to medical

practitioners throughout the country.

Brief for Respondent, at ii (emphasis added).
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This sentence admits that "accepted medical use" is simply

a different determination from FDA approval of a drug for

interstate shipment. The government seems to have forgotten

that the issue is the meaning of the words Congress used to

write the statute. The fact that the government believes it is

"improbable" that a drug could be found to have an "accepted

medical use" unless the FDA has approved interstate shipment

does not change the statutory determination that must be made.

Even the DEA's sister agency, the Food and Drug Administration,

has explicitly acknowledged that a drug could achieve "accepted

medical use" in at least two situations where an NDA had not

issued: (i) where a drug was licensed for use intrastate; and

(2) where extensive treatment use was taking place even though

the drug was still technically in an "investigational" status.

See 47 Fed. Reg. 28150-151; JA 323-324, and pp. 19-21 infra.

Under these circumstances, how can the DEA seriously

contend that an NDA is indispensable to finding that a drug has

"an accepted medical use in treatment in the United States?"

Yet that is apparently the DEA's position.

With all due respect, petitioner Grinspoon submits that

the CSA should be interpreted to mean what its language says --

not what DEA apparently wishes Congress had written.

i0



C. The Government Blatantly Misreads

The Leqislative History.

The government's reading of the legislative history of the

CSA is at best confused since it appears to misread and

misrepresent the material cited.

The central confusion created by the government's Brief

(at pp. 16-18 of the Brief for Respondent) is that, in two

separate places, the Brief tries to mislead the reader into

equating the determination under the CSA of "accepted medical

use in treatment" with the determination of "safety and

efficacy" under the Food, Drug, and Cosmetic Act.

First, the following passage appears in the Brief for

Respondent at page 16:

"The Committee reports relating to the 1970 Act (reprinted

in 1970 U.S. Code Cong. & Ad. News at 4566-660) do not

define the statutory phrases "accepted medical use in

treatment in the United States" and "accepted safety for
use under medical supervision." They do, however,

provide a clear indication of how and by whom determin-

ations of whether a drug or other substance is safe and
effective are to be made."

The propositions asserted in each of the two quoted sentences

have nothing to do with one another. Petitioner agrees that

the Committee reports do not define the term "accepted medical

use in treatment." What does the fact that a wholly separate

determination ("safety and efficacy") under a different statute

(the FDCA) having a wholly different and distinct purpose

(interstate shipment of drugs) have to do with defining the

statutory language in question? The answer is nothing. But

the juxtaposition of these two sentences -- without ever

II



arguing or confronting the point directly -- attempts to

mislead this Court into assuming that those two determinations

("safety and efficacy" under the FDCA and "accepted medical use

in treatment" under the CSA) are precisely the same.

The second effort by the government to perpetuate this

confusion utilizes two quotations from the Report of the House

Committee that drafted the bill that ultimately became the

Controlled Substances Act. In one paragraph of text, (Brief

for Respondent, at pp. 16-18), the government makes three

fundamental mistakes. First, the government misunderstands the

recommendation of the Prettyman Commission that it quotes.

Second, the government asserts that the recommendation in

question was "implemented" when in fact it was significantly

modified. Finally, the language in this Report that the

government emphasizes (i.e., the phrase, "safety and efficacy")

refers to something wholly different than the government

asserts. Let us consider each of the government's mistakes.

(i) In 1963 when the Prettyman Commission issued its

report, the FDA under the Food, Drug and Cosmetic Act regulated

the interstate shipment of drugs. To be approved for inter-

state shipment, the FDA must determine the "safety and effi-

cacy" of a drug. The Prettyman Commission recommended that

wholly separate unit be established within the Department of

Health and Human Services to handle narcotic and dangerous

drugs, including (I) the already existing authority of the FDA

to determine "safety and efficacy" for the purpose of regulat-
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ing interstate shipment and sale, and (2) new authority to

impose additional regulations on manufacture, transfer,

importation, etc. One of the primary purposes of this recom-

mendation was the organizational placement of the new regula-

tory authority.

(2) This recommendation of the Commission was not

implemented as written. A new unit was not established within

the Department of Health, Education and Welfare to handle

narcotic and dangerous drugs. Rather, as the excerpt quoted by

the government from the House Committee Report makes clear, see

Brief for Respondent at p. 17, a new unit was created in the

Department o_ffJustice to handle the new regulatory restrictions

on manufacture, transfer, importation, etc. The pre-existing

(and continuing) authority to regulate interstate shipment of

these drugs for medical purposes based on meeting requirements

with respect to "safety and efficacy" remained with the FDA at

the Department of Health and Human Services. The discussion

cited by the government had nothing to do with the determin-

ation of "accepted medical use" for the purpose of placing

drugs in the five Schedules created by the Controlled Sub-

stances Act.

(3) Nowhere in any of the material from the House

Committee Report quoted by the government is there the slight-

est hint that the "safety and efficacy" determination which the

FDA must make before allowing interstate shipment of a drug for

medical purposes has anything whatsoever to do with the

13



determination to be made under the wholly different statutory

language found in the Controlled Substances Act -- the deter-

mination whether a drug has an "accepted medical use in

treatment in the United States."

Yet once again, the government tries to get the reader to

assume equivalence in the following sentence:

Thus, the Congress clearly intended that the "safety and

efficacy" of narcotic and dangerous drugs (e.g., whether

such drugs are acceptable for medical use and safe for

such use) be determined by the Department of Health and
Human Services under the Federal, Food, Druq and Costmetic
Act.

Brief for Respondent, at 17-18 (emphasis in original)

This sentence -- through the use of the key parenthetical

phrase "e.g." -- seeks to assume the very proposition that is

in dispute. This is hardly a responsible form of argument. In

any event, nothing in the House Committee Report supports the

view that these two determinations are equivalent, and the

government Brief is simply misleading to the extent it implies

that the Committee Report does support any such proposition.

D. Subsequent Congressional Action Cited

By the Government Weakens Its Case.

The government argues that the Congress has "repeatedly

approved" the DEA's construction of the phrase "accepted

medical use in treatment." This is certainly not true, if it

is taken literally. None of the three instances cited by the

government directly address the issue. So they can hardly be

said to "approve" anything.

14



In fact, two of the statutes cited by the government

contradict the DEA's position, and the third simply cannot

fairly be said to indicate any consideration by the Congress of

the issue at stake one way or the other.

(i) The Emerqency Schedulinq Provision -- The govern-

ment's citation of this statute is ironic because this statute

demonstrates the precise reverse of what the government argues.

In this provision (enacted in 1984, some 14 years after the

Controlled Substances Act), the Congress permitted the DEA to

place substances into Schedule I on an emergency basis if the

DEA makes certain findings and if "no exemption or approval is

in effect for the substance [under the FDCA]." 21 U.S.C.

section ll(h) (i). Plainly when the Congress wanted the DEA's

action to be dependent on whether or not FDA had issued an NDA,

the Congress wrote such a requirement directly into the

statute. The Congress did not do so in 1970; it did so in the

Emergency Scheduling act in 1984. If the DEA believes the 1970

Act should be rewritten, the Congress -- and not this Court --

should do so.

(2) Controlled Substances Analoqoes Act of 1986 -- Again

the Congressional action in this Act demonstrates that when the

Congress wants to condition a determination on FDA action, it

writes such a requirement into the statutory language. Here

the Congress exempted from coverage under the Analogues Act

those "analogues" for which "there is an approved new drug

application." Pub. L. No. 99-570, section 1203; 21 U.S.C.

15



section 802(32) (B) (ii). Once again, the contrast between the

1970 language in the CSA and the 1986 language is stark and

clear. The DEA is simply not free to rewrite the language that

Congress used in the Controlled Substances Act. If it believes

that language should be changed, it should seek the change from

the Congress, not this Court.

(3) The Methaqualone Statute -- In 1984, some 14 years

after the Controlled Substances Act was passed, the Congress

legislatively placed the drug methaqualone in Schedule i.

Methaqualone was a widely abused drug which was universally

acknowledged by everyone to have an accepted medical use. See

H.R. Rep. No. 534, 98th Cong., 2d Sess. (1984). It was a

patented drug manufactured by a commercial pharmaceutical house

which had taken the financial trouble to obtain approval from

the FDA for interstate shipment and sale. It was widely

prescribed by doctors. Under those circumstances, the House

Committee Report cited by the government had no occasion to

consider the precise reach of the statutory phrase "accepted

medical use." Moreover, as a general matter, it is almost

certainly true that a drug that has been approved for inter-

state shipment by the FDA will in fact have "an accepted

medical use in treatment." Under these circumstances -- as was

the case with methaqualone -- the DEA does not have the

authority to place such a drug in Schedule i.

But that simply does not speak to the question whether the

absence of an NDA ipso facto means that a drug cannot have an

16



accepted medical use. Petitioner Grinspoon set out in his

initial Brief at pp.ll to 23, the reasons why this proposition

is not true, and the House Committee Report on the methaqualone

rescheduling bill simply does not address the issue.

In summary, the government has no legislative history

whatsoever to support its position. The only excerpt it quotes

from the relevant House Committee is at best confused and in

fact exceedingly misleading. Other than that, the government

can only cite three subsequent statutes -- none of which

qualifies as "legislative history," one of which is irrelevant,

and two of which undercut, rather than support the government's

position.

E. The Government's Failure to Address Explicit

Testimony By Top Government Officials At the Time

Act Was Passed Is Indefensible And Emphasizes
The Weakness of the Government's Position.

The government's Brief is striking in its refusal to

acknowledge the statements that the Director and the Deputy

General Counsel of DEA's predecessor agency made directly to

the House Committee on the issue in question. Petitioner

respectfully submits that an agency has some obligation to

explain reversals of its past position. It bears reiterating

what these high officials of the DEA's predecessor agency

testified to the Congress:

Mr. Ingersoll: I must also point out that this review

[prior registration of researchers by the

Department of Justice] is only required
for Schedule I substances which the

medical profession has already determined
to have no legitimate medical use in the
Unites States.

17



House Hearings, at 678 (emphasis added).

Mr. Rogers: So the only category of [Schedule] I is

simply for research?

Mr. Sonnenreich: Yes, sir, and that is because they have

no medical use as determined by the

medical community.

House Hearings, at page 696 (emphasis added).

Mr. Sonnenreich: Mainly, our feeling is that the trigger

on your Schedule I drugs which are really

different from your II, III, and IV

drugs. It is this basic determination

that is not made by any part of the

federal qovernment. It is made by the

medical community as to whether or not

the druq has medical use or doesn't.

House Hearings, at 718 (emphasis added).

The DEA has never explained these statements. It has not

explained how it could take one position before the Congress,

allow the Congress to pass the bill, and then reverse its

position. In its Brief to this Court, the Agency dismisses

these statements as "only a few oral statements" made to the

key Congressional committee, and argues " these statements are

entitled to little or no weight" -- without ever acknowledqinq

that these were the top officials of the DEA's predecessor

agency who had drafted the Administration's bill from which the

lanquage in question came.

F. This Court Should not Defer To

The Administrator's Discretion.

The DEA's final argument is that this Court should defer

to the Administrator's interpretation of the statute.

18



i. Unexplained Inconsistency

The first problem this Court faces is to decide which

interpretation it is going to defer to -- the interpretation

that the Director of the DEA's predecessor agency and its

Deputy General Counsel provided to the House Committee at the

time the bill was under consideration, or is it going to defer

to the interpretation now advanced by the Administrator? The

government has never acknowledged that its current position

represents a change of position and has never explained that

position. That failure by itself represents arbitrary and

capricious action. See Motor Vehicle Manufs. Assn. v. State

Farm Mutual, 463 U.S. 29 (1983).

With all due respect, Petitioner respectfully submits that

unexplained reversals of important positions not only are not

due deference, but should not be condoned in the slightest way

by any Court reviewing such agency action. To the contrary,

such refusal to confront the record, discuss it openly, and

reach a reasoned conclusion requires that the Agency action be

reversed and remanded to the agency on those grounds alone.

2. DEA's Interpretation Is Inconsistent
With FDA's 1982 Statements.

Petitioner refers this Court specifically to the Food and

Drug Administration's consideration of whether marijuana had an

"accepted medical use" within the meaning of the Controlled

Substances Act. The FDA specifically acknowledged that the

U.S. Court of Appeals in NORML v. DEA, 559 F.2d 745, 750 n.65

(D.C. Cir. 1977), "stated that it was appropriate for NORML to
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apply for rescheduling of marijuana under the Controlled

Substances Act before obtaining approval of a new drug appli-

cation under the Federal Food, Drug, and Cosmetic Act." 47

Fed. Reg. 28150 (1982), J.A. 323 (emphasis added). Therefore,

the FDA then went on to note that, "there are, theoretically,

other ways in which a drug can be marketed legally [other than

approval of an NDA]." Id.

In its 1982 discussion of this issue, the Food and Drug

Administration went on specifically to consider two ways a drug

could gain "accepted medical use" without an NDA: (i) intra-

state marketing; and (2) distribution of a drug to doctors for

treatment even while a drug was still technically under

investigation.

With respect to intrastate sales, the FDA wrote:

A drug may also, theoretically, be legally marketed

without violating the Federal Food, Drug, and Cosmetic Act
if it is manufactured, processed, and used entirely within

a single state . . the agency has considered whether

there is any basis to conclude that the substances at

issue in this document had obtained "accepted medical use"

by virtue of total intrastate production and use and has

found no basis for a conclusion that these products have

obtained acceptance of their medical use by that means•

47 Fed. Reg. 28151; JA 324.

Second, the FDA further went on to acknowledge that

certain investigational drugs in the later stages of the

investigational process could qualify as having "a currently

accepted medical use with severe restrictions." The Food and

Drug Administration specifically noted that the placement of a

drug in the National Cancer Institute's "Group C" distribution
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scheme is an example of clinical research progression that

qualifies as a "currently accepted medical use with severe

restrictions." 47 Fed. Reg. 28151; JA 324.

Thus, even the DEA's sister agency -- the Food and Drug

Administration -- acknowledges that there are ways that a drug

can achieve "accepted medical use" (and certainly "accepted

safety for use under medical supervision") other than having an

approved NDA for interstate marketing.

G. Finding That A Substance Has "Accepted
Medical Use in Treatment" Will Not

Impede Leqitimate Law Enforcement Goals.

It is worth pausing for a moment to note that the deter-

mination whether or not a drug does or does not have an

"accepted medical use" will not impede effective law enforce-

ment.

The Controlled Substances Act creates a "closed system"

for all controlled substances. The Act gives the DEA authority

to regulate manufacture, transfer, possession, research,

import, export, etc. of all controlled substances in all

Schedules. And this is true whether a drug has an "accepted

medical use" or not. For example, reproduced in Appendix 1 to

this Reply Brief is the portion of Petitioner's Brief before

the DEA setting out the tight control that MDMA would be

subject to in Schedule III.

The fact is that the DEA will retain full law enforcement

authority to control MDMA whether or not it is determined to

have an "accepted medical use" in treatment.
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IV. Impact on Research

The government wholly fails to address the arguments made

by Petitioner Grinspoon in his initial brief concerning the

Administrator's failure to address adequately the impact on

research of placing MDMA on Schedule I. The Administrator's

discussion of this issue limits itself to "a review of the

[DEAl regulations," which according to the Administrator,

"demonstrates that those who wish to conduct research with MDMA

have available avenues by which to pursue such research." 51

Fed. Reg. 36559, J.A. 23. The evidence in the record demon-

strates the contrary -- that these regulations do not accom-

plish that purpose. Yet the Administrator never mentions the

evidence and testimony bearing directly on this point. All the

Administrator does is to reference his agency's "regulations."

The Administrator must at least consider evidence outside the

mere words of his own regulations. He may choose to reject it.

But, if he is to seriously consider a matter, he must at least

consider evidence which bears directly on the issue. The

Administrator failed to do this. The agency in its brief

provides no defense of the Administrator's action. This Court

should remand with directions to consider this issue more

fully.

V. The Administrator's Erroneous Reliance on the Submission

From The Department of Health and Human Services.

To its credit, the government does not really attempt to

defend either the handling of the MDMA issue by the Department
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of Health and Human Services, or to argue seriously that it was

proper for the Administrator to rely on the HHS evaluations

which were made originally in a faulty manner and certainly

were made without the benefit of the extensive evidence in the

record before the DEA.

Rather, the government argues that it was "harmless error"

for the Administrator to rely on the HHS findings.

Petitioner submits that this Court should not accept the

government's lame position. First, the Administrator's

uncritical reliance on the findings of the Department of Health

and Human Services was a serious transgression. In doing so,

the Administrator wholly failed and refused to acknowledge that

the National Instutute on Drug Abuse in the Department of

Health and Human Services had reached the conclusion that the

animal studies referenced by the DEA did not prove abuse

liability. The Administrator refused to acknowledge that the

Acting Commissioner of the Food and Drug Administration had

only determined that MDMA had a "significant," not a "high"

potential for abuse. Thus, the Administrator's reliance on the

HHS findings both improperly invoked defective findings and

also meant that the Administrator wholly ignored -- and failed

to address -- critical evidence contrary to the agency's

position that should have been analyzed and considered.

Second, Petitioner submits that it is difficult to contend

seriously that findings having the endorsement of a cabinet

agency which bears co-equal responsibility in the area at issue
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did not influence the Administrator. Indeed, such a position

can at best be labelled disingenuous. If it had been legal for

the Administrator to consider the Department's views, as he

apparently believed at the time, it would have been serious

error if the Administrator had not given the views of HHS

substantial weight. Yet now, the government takes the position

that the views of HHS were really not very important to the

Administrator.

Petitioner respectfully submits that the government's

position cannot seriously be defended, and urges this Court to

vacate the Administrator's decision on this ground as well.

CONCLUSION

For the reasons set out in the Petitioner's Initial Brief

and in this Reply Brief, Petitioner respectfully requests this

Court to grant its Petition for Review, vacate the Order of the

Administrator, remand this case to the Drug Enforcement

Administration with instructions to place MDMA in Schedule III

or such other relief as this Court deems appropriate.

Respectfully submitted,

Richard Cotton

600 New Hampshire Avenue, NW
Suite 600

Washington, D.C. 20037
202/333-8080

Attorney for Petitioner
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D. Restrictions That Would Apply to MDMA Schedule If!

Because MDMA has not been approved for interstate

shipment and sale by the Food and Drug Administration, the

dual effects of the Food, Drug and Cosmetic Act and the

Controlled Substances Act would impose severe restrictions

on MDMA's availability if it were placed in Schedule Ill.

First, no one could manufacture MDMA legally without ap-

proval from the Drug Enforcement Administration. Second, no

researcher of any kind could obtain MDMA from another source

without obtaining an IND from the Food and Drug Administra-

tion. To obtain an IND would require FDA review and ap-

proval of the research protocol. Third, if MDMA were placed

in Schedule III, a physician could not legally manufacture

MDMA for use in his or her own practice. The physician

would have to seek approval from the DEA to manufacture it,

even if the physician sought to manufacture MDMA exclusively

for use in her or his own practice. Specifically, a physi-

cian would have to register with DEA to conduct research on

MDMA as a Schedule Ill substance. Then, as part of his or

her application for registration with the DEA, the physician

would have to seek the permission of the DEA to manufacture

the amount of MDMA needed for the research. 21 C.F.R.

S 1301.22(b)(5).
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There is no obligatioh on the part of the DEA to

approve the manufacture of HDMA under such circumstances.

If the DEA refused to approve such manufacture, then the

physician would have to obtain MDMDA from another source.

To do so the physician would have to obtain an [ND, in order

to allow the drug to be shipped to him. If the DEA did

approve the manufacture of the drug as part of a physician's

research protocol, the DEA could condition its approval of

an individual researcher's right to manufacture MDMA on the

researcher/physician obtaining an IND from the Food and Drug

Administration to cover the research.

In short, placing MDMA in Schedule III would only

remove obstacles to research created by the effects of

Schedule I -- it would not permit anyone to utilize MDMA in

any setting without formal and explicit government approval.


