UNITED STATES DEFARTMENT OF JUSTIUE
DRUG ENFORCEMENT ADMINISTRATION

Ia the Mattc- of

Docket No. 05-16
LYLE E CEAKER, PH.D.

RESPONDENT'S FOURTH SUPPLEMENTAL PREHEARING STATEMENT AND
MOTION FOR LEAVE TO FILEIT

Respondent respect-ully submits the following Fourth Supplemental Prehearing

Statement, and a motion for leave of court to e . as follows:

RESPONDENT S FOURTH SUPPLEMENIAL PREHLCARING STATEMEN

Ruspondzot will present the testimony of an expert in economics, De. Fredenc M.
Scherer, professor emerits at the John F. Kennedy School of Government, Harvard University,
and visiling professor at Haverford College, teaching a course on the econannics of industry. Dr.
Scherer's CV will also be submitted as an additional exhibit, Ex. 52 {a copy of that exhibit is
attached)

Dr. Scherer will testify as follows:

| My testimony 18 based on the foilowing assumptions: First, DEA has the Jzgal
authority to designate production sources [or the lawful prodecticn ol such controlled suostances
as marijuana and is maadated by 21 U 8.C. 823{a}(1) to "imit the importation and bulk
marufacture of such contrelle substances 1o a number of establishments which can produce an
adequate and uninterruptec supply of these sunstances under adequately cotmnpetitive conditions
%or legitimate medical, scientific, research, and industrial purposes.” Second, I understand that
TEA has licensed 2 single source, Professar L Subiy at the Univarsity of Mississippy, to produce
marijuaia under contract to the Wetioral Instimie on Drug Abuse (INIDA), the outpu: of whisch is
allpeated by NIDA Third, IDEA has recently licensed Professor El Sohly te grow marijuana for

awiul commersial puroses under contract to private industry, Fourta, [understand that Dr.



Craker 15 sceking antherization to cstablish an altemative competitive source at the University of
Maszsachusetts, whose cutput is to be used solely for lawful expenmental purposes.

2 Thave been asked to address the testimony on Auagest 25, Z0035, of Mi. Matt Strait of
DEA. Mr. Strai- testified as the coordinator of the DEA response to Dr. Craker’s application for
a license. As coordinator, he testified he did not exarcine the issue of competition hecause he
saw ni 1ssue of competition in the provision of merjjuana. Mr. Sirait notad that beczuse the
DEA-licenszd University of Missisapp source “provides manjuana to researchers at a not tor
profit basis,” there was no issue of competition to bs considered. In other words, because
supplies are provided at cost, there is no lack of competition.

. My interpretatior. of this rather imprecis: testimony is that, sinee the University of
Mississippi source prices ite supplics of marijuana at cost rather than above cost, there 1sno
monapoty problem; the requisi-es of compztiton zre satisled

4. My undenstarding is thal, in sddition to providing only manjuana of relatively tow
potency, NIYA hagin tfae past denied same applicatioms for marijuana supplies to he used in
FDA-approved research studies, For those applicasions, the supply is constrained to zero. Wnen
there is @ market demard for a commodity and there is no supply, any reputasle economist
would apree that Lhe rue price is (ke so-called shadow price, also called the implicit price, tkal is,
the price consistent with tinite demand but zero supply. Under the ¢ircumstances hers, the
shadow price is infinity for certain demand functicns, i.., those derived from Cobb-Douglas
utility functions (Paul Douglas was a .8, senator in the 19503}, or in other special cases, the
price just above the price at which the demander’s demand is choked off w a quantity of zere, In
either cage, such a shadow price s higher, usually much hegher, than the price at which a
menopety would maximize its profits. And the menopoly price is higaer than a competitive
price. Thus, when a monopaly supplier denies supolies to legitimate cemanders, therz is a very
significant impaitment of competiton -- more sigrificant than if the supplier merely levizd a
Monnpa.Y price

€. Scholars of all ideologice! shades who accept the basic sremiscs favoring = market
sounomny agree thal refusal w supply by an endey with monopaly power is at least as undesirablg
=2 supplying at 2 monopoly price. Ax Friedrick A, Hayel observed in his book, The Road to
Serfdom (1576 University of Chicago revised edition, p. 93):

Cur freedom of cheice 1 a competitive society rests on the (act
that, if o1e person refuses to satisfsy our wishes, we can tum to
anether. Butif we Fice 3 monopolist we arg at 2is mercy, And an
authonty directing tie whole economic system would »e the most
powerful monopolist conceivable. While we need prokably 1ot be
afraid that such an authority would cxploit this power in the
mamnner in which a private monopolist would do so, while its
purposc world presumaily not be the extortion of naximum
foancial gai, it would have congelete power w decide whiat we
are (o be givan and on what terms. .. The power conlerrad by the
cantrol of production and prices is almost unliritad.
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Professar Heyvek's baok is eonsidered the bedrock of contemporary conservative
economics. And 1 hardly need to say that Fayek abhomred the <ind of power he was describing.
On tae more liberal side {by a modem, not 19th Century, cefinition of the term), consider the
1955 treatise by Carl Kaysen and Donald F, Tumer, Antitrust Policy: An Economic and Legal
Analysis, p. 14

‘The demand for lim:tng business power springs more often from
those whe feel themselves at a disadvantage in inlerbusingss
transaciions Lhan i dues oo bowseholds .. Compstition in this
context is desirable seczuse it substilutes an impersonal market
control for the personal control of powerful business executives, or
for the personal concrol of govemnment bureaucrats. The
impersonality of market regulalion uakes it fair in the eyes of
those subject to ity the sense of fairness is greater when the same
r=striction on condust is imposed by the markel than whenit is
viewed as the result of a personal decis.on by a powerful
iadividual.

Shortly after publishing the bock, Kaysen became an economic acviser lo President
Kennedy; Turner was Assistant Attorney General or Antirust during the Johnson
Administraton.

7. Indeclaring under 21 11.5.C. 823(a) that cortrolled substances should he supplied
mder "adequate competitive candiiions” for lawful purposes. the U8, Cengress was following a
funr-century legal tradition The seminal case -5 Darey v, Allein, (603, whick s reprinted inmy
compendium . Monopoly and Competition Palicy, vol. L pp. 6-11. Tt condemned as contrary "o
the commor. taw a grant by Queen Elizabeth § of a monopoly over the supply of playing carcs in
England. That and other High Court decigions led the Parhament in [523 1o pass the Stawte of
Voropualies, whicl singled out patents and copyrights as the sole allowakle manapoly grants
government cottd make under Lnglish law. That policy was implicitly endorsed by the U5,
Founding Fathers when they authorized Congress in Article [, Section 8, of the Conslitution to
grant for limited times the exclasive right to awthors and inventors i thear writings aid
discoveries, but arliculzted expressly oo other situations in which the government was to corler
exclusive rights.

§. It is my understanding that no exclusive patent rights limit the supply cf marijuana Lo
lawful szientific uscrs, Lven for the poncipal type of monapoly grant sanctioned in the 1.5
Constitution, Congress declared an explicit exemption in the Hatch-Waxman Drug Price
Competition and Patent Tesm Restoration Act of 1984 (Public Law 93-417). The so-called Bolw
amendment cxempts would-be generic supphers of a drug from (he exclusive rights of drug
procuct patent holdars Zor the purpose of carrying out elinical trials in advance of patent
expiration s> that their generic products can be ready for marketing a- the time valid patents
expire.

9. A considerable part of my profassional rarcer has been devatec to studying the
relationships betwesn market structure and technological progress. One cf my most mportant
‘Andings has been that innuvation, quality, and diversity of product characteristics salisfying



2onsumers’ demancs are more likely to be achieved when there are multiple producers than when
there is only one, 1.2., a menopoly. For a summary, see F. M. Scherer and Devid Ross, [ndustrial
Marke( Structure and Leonomic Performance (3rd edition: 1990). pp. 600-507 and 639-660.

10. To conclude. itis quite wrong to say that thete is ne impairment of competit'on when
legi:imate supphes of marijuana are sold at cost t¢ autherized customers. Competitive problems
cmerge when costs are higher than those of allernative sources, or when supplies are deried --
se. the quantity supplicd is zete — Lo other would-be buvers who mest the sciemitic andor
medical eriteria of the Food and Drug Admiaistration (FT2A) o1, in the casc of lasoratary
research, have the recessary DA licenses, (ranting a license to the University of Massachusetis
to produce manjuana for lawful scentific and medica. purposes would improve competitive
conditions for the market {or marijuana for legitimate medica: and research purposes.

MOTION SEEKING LEAVE TO FILE

FOURTE SUPPLEMENTAL PREHEARING STATEMENT

Responcent seeks leave to filc the above Fourth Suppleimental Prehearing Statement for
the following reasons: The meterial is not voluminous. Further, it 15 necessary testimony to
rebut the testimony of DEA witnesy Matthew Strat, who, as coordinator of the response to the
Craker application, testiied that he did not investizate the stamtory factor of compeltior
because there was no issue of competition. Thus, the need for this testimony and exhunt did not
zrise untl he testified durning the heaning. and could not have beer submitted before the kearng.

Lythe alernative, of this tesumony and exhibit are not accepted as rebuttal evadenes,
Respondent respectiully moves to re-open its case for the [imited purpose of introducing expert
tzstimorty demonstratinz that the effect of allowing Dr. Craker to be licensed as an additional
source of medical marijnana to be used for madical research purposes will have the effect of
lcreasitg compention, sinee 1t will mean that the number of suppliers changzs from one 10 two.
Eespondents had intended to introduce evidence about the effect of adding an additicnal supnlie-

1o the existing field of one through the westimony of Dr. Craker and D=, Doblin, bzlieving that
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such testimony would be within th: knowledgs of participants in thal maket, Tus the Court
precluded their testmony on that poinl because neither 15 an expert ir geonomics. Thus,
respondant now offers such expert testimony to allow the Court 19 fuly consider the reguirad
statutory Factor relating to "adequately competitive conditions,™ Betausc this notice 15 filed
more than five weeks before the nest hear.ng date, the poverrment will ot be prejudiced by this
limited request 1o re-apen, and the government should have adequate time to find a ebuttal
witness, 1 necessary.

Respondent will fax this Fansth Supplemental Prebearing Stazernent 1o opposing counsel.

Respectfully submidted.

LYLE E. CRAKER, PhD.

By kis counsel,

Tulie M. Carpenter
JIepner & Block, LLIY
601 13™ Sereet, NOW,
Washington, DC 20005

Diated: November 3, 2003



CERTIFICATE OF SERVICE

[ hereby certify thal on Novemser 3, 2003, T caused a copy of the foregoing Respondent's
Fourth Supplemental Preheanny Statement and Motion for Leave to File It to be served on the
fallowirg by facsimile transmission:

Brian Bayly, Esy.

{flize of the Chief Cornset

Dy Enforcemant Administration
600 Army-Navy Drve
Washington, T 20537

Julie M. Carpentar



