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Bettye H. Galloway ) o

Froam: “Gust, Sleve (MIHMIDAY <sgust@nica nin. govs>

Ta: "Matmoud A EiSohly PR D™ <elimae@watervallay net>
e "Singh, Han (NIHMICA)" <hsingh | @nids.rwh.gov-

Sant: Marday Septermper 08, 2002 12:.08 FM

Attach: DEA RESPONSE doc
Subyect. W DEA Rosponea, Draft #2

thank you. i have made 1 [ew soggested chaoges. plemse take a look 1 also addcd vur sentencc that you should feel
free tachange. it is the pne about the lack of complaints. it wonld be good to have somcthing e the statem ent about
overall accepuability of the marijuaas o the researchers.

—Crginal Message—-

From: Mahmiowd A, EIS00ty 0.0, [l edindaewatenvalley. net!

Sent: Monday, September 1, 2002 503 PM

To: Walt Chambass; Wait Chamibdiss; Gust, Steve (NIH/NIDA), Stave Gust; Larmy wWalker; 5ingn, Hart [NIH/NIDA)

./ Subject CEA Respense, Dt #7

Attached 5 a second drafi of our proposesd response to he University of Massacwcelis-Ambersts application for
a manufarhurar'a license to manufacture {cultrvate) manuana and tetrahydrocanrabiroils

Hari and Steve, please note thet this revised dreft will have no graphs or tables attachad

Larmy and Walt, | have ncorporated you~ suggestions and, in additian, | have inserted the fact that the contract
with MICHA is awearcad through an open comsatiive hidding process and that the Unversity of Massachusets-
Amhaerst can file a sompethve bid for tha next contract which is up for renewal in 2004,

{ lnok forward 1o heanng from all of you befcre | finalize the response.. f-k.% @,

MAF > ‘o
t_l;"i

Mahbmaud A CiSchly, Ph.D., BCFE BOFM o\~

President o3

ElSahly Laboratones, Incarporated (ELR -~ }H‘(

5 Industrial Park D-ive _b r. (\5‘ -

Oxford, MS 38655

TEL &62-236-2604

FAX 652-234-0255

wivw. 215ohly com

G'8/2003
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Bettye H. Gailloway

Frem: ‘Manmoud A EtSohly PH.D." <alimsa@wateraliey net>

To: “Steve Gust' ~sgusti@nida nih.gow>; "Had Jirgh" <hsingh! @nidanih govr, “Wait Chamlizs”
awchambii@sunset backbona ciemiss. edu>; "Wat Chambhss” <chamblissw@aol.com>; "Larry
Walker” <twalker@olamiss edu>

Sant: Friday, August 29 2003 T-D8 PM

Attach: DEA RESPONSE. doc
Subject: REJIFPONSE TGO FEDERAL REGISTER NOTICE

Aftacted 15 a draft response to the Fadaral Registar notica regarding the Unversity of Massachusetis-Amberst
application for DEA registration to manufaciure marjuana and tetrahydrocarmabrnols for distnbution to

RGN e 2,

Flease go over this draft and provide ma with any comments you might have to fnaize the responsa |
understand, Br Gust and Or Singh, that | might have information there hat MIDA would not warl me to inchide,
and "l certainly remova it f that is the case, and there might be additional information yau might want fo have

wrciuded, arnd P be glad to add it

Larry and Walt, 1 am not sure whether or nct this should go through Dr. Clark's office or the Liniversity Attormey,
bt Il lpsave this up to you fo give me the final feedback

| hoprs ta recearve your response somahme eacly next week o that | may be able to submit the final draft to DEA
before my tnp o0 Garmany leaving on tha Sth of Septemoar.

Plaase note that this a-mail is coming from my private 12k since that s where | am right now!

Have a good, long weekand,

Mahmoud A ElSahiy, Ph.0., BCFE, BCFM
Pra=ident

ElSchly Laborataries, Incorporated (ELI

& Industrial Park Dirive

Oxfore, MS 38655

TEL B62-236-2509

FAX 6582-234-0253

wwnw, glsobly.com

2/29/2003



Scptember 1, 2003

DRAFT #2

Denuty Assistant Administrator
OvTice of Diversion Control

Drug Enforcement Adatinistration
US Department of Justice
Washingten, DC 20537

ATIN: Federal Register Representative (CDIY)
The Hovorahle Deputy Assistant Administrator

This is in response o the Federal Register Notice dated July 24, 2003 {FR/Vol 58, No
142/Thursday, July 25, 2003 (Natices)) relative to *Manufacture of Controlled Sobstances;

Notice of Application.”

In the above-referenced notice it s stated that “the University of Massachusetts-Amherst
plaos to bulk manufacture {cultivate) marijnana and tetrabydrocannabingis for
distribution to approved researchers.”

Ay a present registrant with the DEA to manufachere sach spbatances (DEA Registrations
ARNN2R1367 and RNO253574), 1 hereby provide comments and ehjections to the approval
of the University of Massachusetts application.

The Univenity of Mississippi, Mational Ceater for Nataral Products Research, has two
registrations with the DEA to manufacture (cultivate) marijeana snd tetrahydro-
cipnabinols. Quoe of these registrations (#RN0281369} is specific to wannfacturing these
materials for the National [nstinute on Drug Abuse (NIDA), the federal agency in charge of
overseeing research activities with marijuana and tetrahydrocannabinols as Schedule 1

sithatances.

LUader NIDA™s reglstration, materials are mwade available to rescarchers, with proper
regmtratmn with the I]EA anid FIH., tn r_arry out their rmrth El.‘.‘hﬂtlea». Ih-&s-e

oY Thn&e resexrchers ‘mth prujti:ts appmwd and fun{!ed by MR {mciu{lrnd N]]}A}

receive marijuaos at oo cost to them or their institutions, These researchers with projects

that dosotmeetthears: not funded by NTH but have received scieatific approval eriteriaby

NIDS-receive marijuaaa at the cost of preduction. Therefore, appraved researchers
already have access to research wateriais, and approval of anether regisirant is
unnecessary.




The Uaiversity of Mississippi bas been under contract with NIIA, throagh a competitive
bidding process where the contract is re-advertised every three {0 five yeary, since the late
1960s 10 zrow, harvest, and apalyze marijuana for research, and NIDA has been providing
marijuana from Mississippi to researchers from rhat time undil today. Uader thg current
contract with NIDA, we at the University of Mississippi {the primary cootractor) have in
stock an ample supply of marijuana (hundreds of pounds) at different potencies ranging
from less than 1% THC coateat to 1024 THC content and greater. These materials are
enouzh both qualitarively and quantitatively to satisfy any powsible nccds of the research
community. In addition, through nur suhcantractor {Research Trizngle Institute—RTT),
we have thonsaads of marijuana cigarettes manufactured under cGMP for se in research
projects under the NIDA program. Again, these cigarettes are previded (o researchers at
no charge if their project s approved by N1l ac NIDA ar at cost if the project is aot
aoproved b0\ funded bv other spurces and the investigator(s) wish lo pursoe the
project. The potency of the cigarettes available in the program ranges from % THC
(pl2cebo) to over 6% THC, and we have prepared a special batch at 5% THC. There is
absolutely nv shertage of material for use by approved investigators at any of the THC

levels (low, medinm, and kigh potency).

Since the inception of the program and implementation of the process of making ma rijuana
and marijuana cigarcttes available for research, the objective wadto make cigarettes at
patencies com parable to that of average marijuana potency being nsed by the general
population, A potency monitoring program was put in place where samples of confscated
marijuana from around the cauntry are analyzed for their THC content, and tire data
penerated arc used by NIDA and DEA for pelicy-making decitions. In fulfillment of the
requirements of this program, the University of Mississippi has received and analyzed over
49,000 confiscated marijuana samples aver the last 35 years.

The University of Mississippi kas heen responsive to the changing aeeds of the research
community. For vears, the THC leve! of confiscated marijuana was consistently below 4%
and, therefore, marijoana cigarettes were manwfactured for NEDA with potencies ranging
from 1.5% to 4% te allow for dose ranging studics.

Over the last few years, we have noticed 4 gradual rise in TRC content in excess of 4%.
We have responded by making higher potency marijuana avaflabie for iovestigaters. Our
current inventory has over 50,000 cigarcttes with potencies above 6%. In adidition, our
balk marijuzna inventory has huadreds of pounds of high potency matenial ready to be
processed ivto cigarettes if need be.

fur vour furtber information, in the early stages of the program and rp untii the ast foar
years, the process of manufacturiog the cigarettes in bulk was such that other plant parts
(other than leaves), such a3 small seeds and small stem particles, oceasionally made their
way into the cigamm%&ﬁﬁmaﬂrﬁﬂﬁe&fﬁﬁfﬁm%m&- provided
eigaresesforthe presmmmmm»v%ﬁmﬂm

abeveivehuveaddressed-thessue af potesey-eren-thopzh thereare-foninvestigntors




&Hﬂl@r&ﬂﬂ%ﬁﬂ!—p&&*ﬁ—m&mﬁ&l—mmnugk we do not heheve the u:i:asmnzz presence

of small seeds and stem particles in the NIDA cigarettes was a significant muf’ ' =
responded to the [ssue by instailiag custom-manufactured de-seeding equipment that rids :_bn-aﬁ
the plant material of any seeds or small stems prior to the mannfacturing of the cigs rettes, &:J;l:l

We are currently providiog our subcontractor with i?ﬂllt material that has absclutely ne D

seeds ar heavy steom particles. It is important ta patefthat we have not received anv
complaings rem researchery aboot the adeyuoacy of fie marijuans fis 5 oearch purposas.

sanecd—aualitatively aad quantitatively, in this-arca

Therefore, we strougly feel that it is absolutely unnecessary to approve another mann-
facturer's registration fo mancfacture {cultivate) marijuana and tetrabydrocannabinols for
distribution to approved researchers. Approval of the University of Massachusefts-
Amberst would resalt in & duplication of existing resources without aay foreseeable

benefiis.

Should the ¥ niversity of Massachusetis-Amherst feel that they have the capability,
resodrces, aad know-how to manufacture {cuitivate) marijeana and tetrabydrocianabinals
to distribute to researchers, perhaps they shouid compete for the next cycle of renewal of

the enrreni NIDA contract Fhris—oatractivup-for-resewi-brous e ope g competitive
biddingprocess somotimain—2004

Consequently, for all of the reasons cited above, we object io the issnance of 2
manofactarer’s registraticn to the University of Massachnscity-Amkerst.

We shall be glad to answer any questions ot to provide specific dat related io our
response.

Sincerely,

Mahmoud A. ElSahkly, Ph.D.
Research Professor



