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ard Hawka, Ph.D., Chiel, Research Technology Brench, Diviaion of
Preclinical Reseprch, Nationa| Inatitute on Drug Abuse, Public
Health Service, U.S. Department of Health and Human Services,
ocmmrnnied by Vernon Houk, M.D., Director, Center for Environ-
mental Health, Centers far Disease Control, U.S. Department of
Heslth and Human Services; and Edward C. Tocus, Ph.D., Director,
Drug Abuae StaiT within the Center for Drugs and Biologics, Feod
and Drug Adminietration, U.S. Department of Health and Human
Services; James N. Hall, Director, UpFront Drug Information
Center, Miami, Florida; Robert T. Angarola, Baquire, Hyman,
Phelps eand McNamara, Washington, D.C.; Lester Grinapoon, M.D.,
Assagate Profeasor of Psychiatry, Harvard Medical School, Cem-
bridge, Massachueetts; Everett Elinwmd. M.D., Professor of Pay-
chiatry end Pharmacology, Duke University Medical Center, on

of the American Peychiatric Associetion. The statement of

be!
.El.e;hen S. Trott, Assistent Attorney General, Crimine] Division, .

Department of Justice was received for the record.

T T Nego por tHE Lrciatamon RS
Designer drugs such as the fentanyl analogues have resulted in
over one bundred drug averdeses because In some cases they are as
much a8 3000 times more potent than heroin. One designer drug

(MPPP, an analogue of meperidine (Demerol)) has been marketed
with prm&aing impuritieg {K‘;PI'P

) that han caused almoat total pa- --
ralysie in dozens of young people because MPTP ia believed to : -
cause parkinsoniam. At least another 400 persons have been idenfi- - -
fied as being at serious risk of develaping perkineopism due to -

their exposure to Lhe_impuritie; associated with this designer -

drug.? .- %

Each controlled snhatance has been precisely defined and has 3 - -
been demonatrated through scientific taata as having & potential for - -
abuse, meaning that It has a stimulant, depressant or hallucinogen- ¢~
ic effect on the central nervous gystem, which is the basig for the .-

gtrict control of such substances (section 201(D of the Contralled
Substances Act (21 US.C. 831(f). _ - oo onL i

Mekera of *designer drugs” chemically alter a controlled sub-
stance by making slight alterationsa but maintaining the basic
chemieal atructure of the drug in order to produce 8 new, uncon-
trolled chemical which produces an affect on the central nervous
system like that of a controlled nubstance.

These new substances are not controlled and therefore their
manufacture and distribution cucrently do not violate the Con-
trolled Substances Act. The 58th Congress extended to DEA the

wer 10 cantrol such new substances on an emergency basis. DEA

ps used the authority five times to controi 13 new dangerous
drugs, including 10 fentanyl analognes; MDMA, an analogue of
MDA (a schedule I substance); and MPPP and PEPAP (anaigues of
meperidine). In the Committee’'s view, generally this authority has

* Taatimony of Lawion Chiles, U.S. Senatos frum Florida aL Hnn'nx bufors the Subcommit-
(ae an Crime of Lba Houss Commilzes on Lha Judiciary nn H.RL m)&. R 2971, HR 3936, HR
£23), HR E2¢é, and 8. 1477, Leguminiion rulating o Uwe Problem of Designer Druge, May 1, 1988,
591h Cong 2d sem; snd Hearing before Lho Sensle Commiller an ibe Budger, July 18, 1965, 9%th
Cang., d exms, 3 Meg 25-124 cheired hy Senator Chiles.

%
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been used very eflectively 1a addreas much of the designer drug
problem.

Howsever, DEA in the course of jts investigations has found a
very small number of illicit chemists heve been very carelully de-
veloping new drugs to stay ahead of DEA's scheduling actiona. Aa a
ronsaquence, even with the emergency scheduling authority, the
public remains at risk, and dangerons chemists are able to escape
prosecution due to the following factors. First, there i an enor-
mous number of drugs which ¢an yet be developed. Second, there is
an unavoidable delay in discovering that such drugs are being die-
tributed, Third, there is tha unavoidsble cbatacle of establishing
that these drugs are being sbused and pose an imminent threat to
the public health. Finally, there is the elapse of time needed {o un-
dertake and complets action to control tha druge. The only way to
effectively protect the public is to investigate and prosecute these
chemists for their new discoveries priar to formal contral of the
drugs. - R . .

On April 4, 1985, Representative Charles Ranget, Cheirman of
the House Select Committee on Narcotice Abuse and Control
(joined by Mr. Gilman, the ranking minority member of the select
committee), introduced H.R. 2014 to require the National Drug En-
forcement Policy Board to provide a comprehensive assessment of
the designer drug problem and to report to Congresa. --; .xj

On July 11, 1986, Representative Dan Lungren (jeined by Mr.
Figh, Me. McCollum and Mr. Gekss, members of the Committee) in-
trodduced H.R. 2977 to cresate certain crimea with respect to design-
erdruge.-¢ .- v ine T o -- toes

On December 12, 1985, Representative Larry Smith (joined by Mr.
Fascell and Mr. Hyde) introduced H.R. 8936, the Drug Enforcement
Amendmants of 1986, which included provisions addresaing design-'-
er drl.lgu. - R U R ttapd . f' BN

In December 1985, the Drug Enforcement Administration, Office
of Diversion Control jesued a report on controlled substonce ana-
logs. On March B, 1986, the Natienal Drug Enforcement Policy
Board transmitted to the Congress its report on controiled sub-
stance analogs.; ,

Dk

CoMmrrree ACTION o

On July 24, 1988, Representative William J. Hughes introduced
H.R. 5231, the Designer Drug Enforcement Act of 1986. .

On July 24, 1988, the Subcommittee on Crime, a quorum being
present, marked up H.R. 5231 and ordered it reported as 8 clesan
bill, H.R. 5246. On July 29,-1986, the Committee on the Judiciary, a
quorum being present, marked up H.R. 5246 end ordered it favor-
obly reported to the full House as a single amendment in the
neinre of a subatituie.

SECTION-BY-SECTION ANALYSIH

Section ! ig the short title. ! .
Section 2 provides for the inclusion of designer drugs (“controlled
substance analogues™) in the Contrelled Substances Act.



(a) Definition:

The term “controlled substance analogue” means 8 substance—

(i) the chefnical structure of which is aubstanttally aimilar o the
chemical structure of u controlled substance in achedule [ or II; and

(if) () which was a stimulant, depressant, or hallucinogenic effect
on the central nervousd syatem; or

(I with res to a particular person, which such person repre-
sents or intends to have a stimulant, depreasant, or hajlucinogenic
effect on the central nmervous system substantially similar to or

ter than the stimulant, depressant, or hallucinogenic affect on

tha central nervous system caused by a controlled substance.

EXPLANATION T

The @rst branch of this definition, (i), focnses on the chemical
structure of the subatance. The effects of a drug are generally a
function of its chemical structure. Broad classes of related drugs
will have gubstantially aimilar atrurtures with gubtle but impor-
tant differences caused by relatively minor modifieation of the
bagsic atructure. Consequently, both legitimate and illegitimate
chemniata focus their research in the daveagllapment of new paychogac-
tive druge on making subtle modifications of existing controlled
substgncea. - osr 7 v ' oy ST TTE e e

The first branch of the definition is critically important because
it serves to link the unknown drugs which are being controlled by
thin law to the drugs already controlled by the Controlled Sub-
stances Act. The Committee, by m voice vote, rejected an emend-
ment to add an alternative definition of controlled suhstance ana-
logue that did not Include either a requirement of a chemical struc-
ture substantially similar to the chemical structure of a controlled
subatance in achedule I or I1 or an effect of the central nervous
gystem (second branch of the definition) If the gubstance had been
“specifically designed” to produce an effact “substantislly similar”
to that of a conirolled substance in schedule 1 or L. . .

The second branch of the defnition, (1i), ia in the alternative. As
a genersl ruls, to justify the strict controla of thia act, a “designer
dmf" ought to have naot only a chemical structure lika other con-
trolled drugs but some relationship to the stimulant, depressant or
hallucinogenic effect upon the central nervous system which is the
justification for controlling druge in the first place. However in the
case in which there in no effect upon the central narvous system,
then at least it must be shown that some person (namely, the de-
fendant) intended or represanted the mubstance Lo have an effect on
the central nervous system that is substantially similar to or great-
er than the effect of a controlled substance.

The American Chemical Soctety, which strongly supported the
legialation, u that hoth chemical atructure and central nervous
system eflect be required in the definition of controlled substanca
analogue in order to protect legitimate research.?

*3ng Jeiter of Mag |, 1958 (0 Rep William J. Jlughe Mrom Gmrgkc Plamantal, Prewident,
Americua Chemical Socwrty, page 3 aod [etler of July 23 1686 Lo L Swriing, Amigtant
Counsel, Subcnmmillee an Crime from Anna Fotlsa, Mansgsr. Depurtment of Qovernmental Re-
fations and Scienea Pollcy, American Chemral Soclety reprinted in Huarings before the Sub-

Conlinued
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CofTee, for example, has a stimulant effect on the central nervous
system, but it is not chemically subetantially similar to a controlled
substance. To punish someone under the Controlled Substances Act
who mukes or distributes a new subatance that has a chemical
structure similar to & controlled aubstance, there cught to be evi-
dence either of some effect on the central nervous system (such as
thet of eaffcine), or that the person has made a representation or
hes evidenced an intent that the drug mimic the effect of a con-
trotled substance. If the person were to merely say thia aubstance is
ms powerful as B cup of coffee, and no stimulant or other central
nervous system effect is found, then no harm has been committed
that ought to invalva the Controlled Substances Act. -

A preintroduction discussion draft of HR. 6231, circulated to
Drug Enforcement Administration and the industry for comment,
had proposed that the affect test in the second branch of the defini-
bion require that the analogue’s effect be “aubatantially similar” to
the effect of a controiled substancs. The Drug Enforcement Admin-
istration had expressed concern that the conjunctive requirement
of chemieal structure and a “substantially similar” central nervoua
gystem effect might be difficull to prove. Before HAR §32l was in-
troduced, Mr. Bughes madified the affect requirement in the hill so
that the evidence of central nervoun mystem effect is minimeal com-
pared to the research burden that Drug Enforcement Administra-
tion has to suatain in order to bring a drug under control.® Indeed,
as defined in the bil}, a person could be convicted of felnnﬁ'offensa
regerding a particujar controlled gubstance analogue which ns a
substance could not be scheduled under the Controlled Substances
Act. Thig could result if the anatogue’s effects did not meet the re-

nirements for scheduling under section 201(¢) of the Controlled
guhstam:ea Act (21 US.C 8110e), for e!nrl:lglﬂ.. the analogue couid
[acg ln potentiel far sbuse ar a psychic or physialogical dependence
liability. - - - - .x- - s omr e e e

Reprezentative Lungren offered an amendment, adopted by the
Committee bt a voice vote, to add an alternative representation or
intent that the analogua bave an effect greater then a controlled
gnbstance. A trafficker in controlled subatance ansloguea should
not escape sanction becanse he represents the drug be is seiling as,
4-[]:3he greatest high in the world, greater than enything known to
DEA/

(B) Exceplions 1o the dafinition

One major concerns of the Committee in the development of this
legiglation was to guarantee that it did not interfere in legitimate
pharmaceutical or medical research in any way. .

In order to protect the many types of important scientific re-
search involved in developing drugs to relieve pain or to aid in psy-
chiatry and the treatment of emotional disorders, four exceptions
to the definition of a cantrolled subatarnce analogue have been pro-
vided by the Committee.

The term “controlled substance analogne’ does not include:

commlilee on Crima af the Home Cammi(les on the Judiciary on Laqalation relsiing o the
Problem of Designer Drugs, Muy 1, 1966, 99th Cang. 24 ses.
* Contralled Suimtancey Act, section 20474, 1b) snd (ck 21 U.S.C. 8111w, rhi and rel
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