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U.S. Department of Justice ..
Office of Legislative Affairs: | o

. Office of the Assigtant Attomey Genersd Wushinglom, D.C. 20530

Mexch 7, 2008 . °

Cormittee on the Judiciary’
United States Hause of Representatives
Washington, DC 20515 ‘

Fhie Honorable Yoha Conyers, Jr..

Dear Mr. Chaimbag; |
" Pléase find enclosed a response to questions arising from the appearance of Drug - |’
Enforcement Administration Deputy Assistant Administrator Joseph Rapnazzisi before fhe

Committee on July 12, 2007, at a hearing entitled “The Drog Enforcement Administration’s
Repulation of Medicine”. :

Wz hope that thiginfqrxﬂaiion is of assistance to the Committee. Plcés’e do not hesitate to
call upon us if We may be of additional assistance. The Office of Management and Budget bas
- advised us that From the perspective of the Administration’s prograim, there is fio objéctionto”

submission of this letter, -

f
1

Ce: . The Honorable Lamar §. Smith
Raflking Member '+
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<The Drrg Enforcoment Administration’s Regulstion of Medicine”
| O awyzmer B

. for -
. Joseph T, Rannazzisi .
Deputy Assistant Administrator
" QOffice of Diversion Contral
Drug Enforcement Administration .

. - Qﬂe;t.in:ﬁ:g.forﬂ:eﬂeéringllém-d L

1. - The Drug Enforcement Adminisiration and the Food and Drug Administration are
" both involved i the approval.of cannabls research (and resesrchers) priox tothe .
issuance by DEA of 2 Schedule I registration. Thiere yeémed to'be some‘confusion
as (o what this precess Is. Flease describe in detail the process a would-be ..
researcher faust go through before DEA issues the registration and explain at each
step what would probibit the process from continwing. c

PONSE: . o . .
The Controlled Substances Act(CSA) allows for bona fide reséarch 10 be conducted op any;
 schedule I coptrolled subgtance provided the reseazchier has obtined a registration £0m DEA "
authorizing such activity. The stafutory criteria for obtaining a registration, inchuding the role of -
the Secretary of Health and Fluman Serviccs (HHS), are set forth in 21 U.S.C. § 823 (fy. Among
other fings, the statute requires the researcher 1o submit a research protocol. The required . |
. contents of the rescarch protocol are specified in the DEA regulations'(2} CFR. § 1301.1 8). A
detailed description of the process by which DEA acts o1 applications for segistrption with '
schedule.I controlled sobstences is also set forth in the DEA regulatiSts

CSA and DEA regulations, An spplication may be denied if: the applicant fils 1o meet any of
the foregoing requirements; the Sesretary for HHS finds the qualifications and competency of
the researcher, or the merits of the research protoco), to be lacking; of DEA determincs thatthe ..
rescarcher has failed to demonstrate that he/she will maintain effective confrol against diversion. L
£ DEA. secks to deny the application for any reason, it must serve the applicant with an Order to '
Show Cause, affording the applicant the opportunity for a hearing in accordance with the

inistrative Procedure Act, 21 U.S.C. § 824(c). ' o

3. During the hesring, testimowy was offered that indicater investigations of pain
management doctors and other doctors by DEA have taused coneern that'
physicians who practice in this area of medicine are being, targeted despite the

 seivice they provide to a number of pain sufferers, Poes DEA believe this .. -
chiiracterization is correct; amd what Is the process DEA uses to identify, and. L
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Begimming in the 19305 and through to the present, staies have adopted uniform

controlled substanice laws fhat were designed to promote standards that are

consistent from state to state and in hapmony with federal law. One such

giandasd tha has always been afumda':mnmlpmofthcssunifmnm;clav{sis

 the requiremiént that conrolled substances be dispensed only for legitimate. -~ ,
. médio;lpmﬁoséb?apmcﬁﬁmﬂmtmginthc'mdmmw&?rq&;smnal..‘ .
' pxmﬁccf.are&ui:mnentﬁm“ﬁcumdmmeﬁuﬁsmNumnpAcL- o

“Arcordirigly, it has besri the case for more than 70 years that a practitioner, Who
dispenses controlled substances for other than 2 legitimate medical piwpose, or
outside the usual course of professional practice, is subjeet to legal liability undér
both state and federal law. ' ' Lo

A ooB/029

4 ' OnMay15;DEA Administrative Luw Judge Mary Elles Bittner formally . -

transmifted her recommendation to DEA Beputy Adnitaistrator Michele Eeonligrt = *
in which she fonnd st it is “in the public interest” to end the federal monopoly on’ .

" the zupply of marijusna that can be used in FDA-approved research, held by the

Natfonal Institute on Drug Abuse (NIDA). Following nine days of hearinps, -
testimony, and eviderice from both sides, tncluding from researchers who reported
thatthe govermment denied their requests for marijusna for use in FDA-approved
research protoculs, Judge Bitttier concluded ihat, “NIDA’s system for evalgating -
reiquests for marijuans has resulted in some researchiers who livld DEA. P

' gegistiations and requisite spproval from [HHS and EDA] being wnable 1o conduct .

their résearch beeause NIDA has refased to provide them with marijuana. I,

therefore, find that the existing sapply is not adequate.” She added, “Respondent’s "

registraion to cultivate marijuana would be in the public interest.”

Despite this endmmentby the one neutral nrbiurmgled fo examine the .

.case and despite the-fact that it has been more thaw six years since the Unlversity '.
of Massachusetts initially filed its application, the DEA has yet to grant the license "
1y accordante with the regomutiendiation. With these facts in mind, T yould like to:- .

know how long it usually takes the DEA toact on 2 recommendation from an
sdministrative law judge. Could you please provide me with x Hst of afl '
recommendativus made by adminfstrative law judges in the DEA since January -
20, 2001, along with the dates ox which they were transmitied to fipal decision-'

*

makers at the DEA aud the dates on which the reco endationg were officially -

" either followed or rgigctﬁd :ﬂquugh s fioal decision on the matber? '

" Alst, whep éan we anticigate = desision in this case? If the decision canbe .
antfeipated to require more time than the average tinse required Jn the reply to the

. first question, please state the reasop. Tn addition, can you give ns & ommitment

that; the decision will be made during this Administration?

bias et i
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5. In his writfen testimony of Joseph T- Ranmazzist, DEA Deputy Assistant
Administrator, Office of Diversion Control, stated, “Ninetoen rescarchers are
currently approved to conduct research with smoked marijuang op hwman -
subjects.” Could you please provide the name sxd affifiatien of each of these
résearchers, along with a short description of the research they'are curreatly =

. condueting? :
Please note that the information reguested in this question inchides personally identifiable
records maiptained by DEA, which are protected by fhe Privecy Act. DEA is releasing this
information to the subcomumitiee in response to this question under the exception for disclosyres

't Congress bet forth in S U.5.C.§ 5522 (B)9).

'

Yanald Abisums, M.D. (Univessity of California :San Franciseo; CMCR®) -
Mark Agius, M.D. (University of California-Davis; CMCR®)
Robert Block, PhD. (University of Iewa) _
Louis Cantilena, M.D., Ph.D. (Uniformed Services Univesstty of Health |
. Jody Cotey-Bioom, M.D., Fh.D.: (Univessity of Celifornia-San Diego; CMCRY) - " .
-, Ronald Ellis, M.D.. Ph.D. (University of Califonia-San Diego; CMCR?) |~ ST
 Richard Faltin, PhD. (Colurobia University) : R :
Alan Gevins, Ph.D. (SAM Tethnology Inc.)
Mirk Groeriwald, PLD. (Wayne State Univetsity)
Kent Futchison, Pie.D. {University of Colorado)
Thomas Keily, PhD. (Uniyersity of Kentucky)-
*'Scott Lane; 'Ph.D. (University of Texas-Houstomw) .~ . . -
 Anthony Ligtions; Ph.D. (Wake Forest School of Medicine) .
+ Scott.Lukas, PhD. {MelLean Hospital) Do
Jan® Metrick, Ph.D. (Brown University) !
Godfiey Pearison, M.D. {Institate of Living) Co
Deonald Tashkin, M.D. (University of California Los Angeles)”
Mark:Wallace, M.D. (University of California -Sau Diego; CMCR*™}
Barth Wilsey, M:D. (Department of Veteran Affairs; CMCRY) . . . '

Of the'19 researchets Jisted above, 13 are conducting NIDA- Ginded-drog sbuse research. i |
An additional fare affiliated with the *Center for Medicinal Cannshis Research (CMCR) fromt’ . . ",
the University of California and are investigating the use of smokéd marijoana in six approved

# % & P & & ¢ u 0 0

- studies,

The CMCR stuies are evaluating the use of cannabis for the treatment of: FIV-selated ,
peripheral neuropathy; cencer pain; ‘spasticity/tremor in M3 patiexts; and chemotherapy-induced .
delayednausea.’ These studies represent the breadth and sgope of research using marijuanato ¢
study the pofential therapeutic effectivencss of marijuand’s active 'iqgedie‘z;ts‘.‘ o D
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Cases in Which Adwiinistrative Law Judge's Opinlen Issued
Japusry 1,2001 - July 26, 2007 -

. .. ) . (Revised August 1, 2007)
» Aranged according to the date the Judge’s opinion is rendered. B :
Docket | Case Name Request Date. | Date Sentto | Date of Depuly Commenis
Na. - for Judge's - Deputy Administrator’s
| Hearing Opinion | Adminisirater Final Order -
P A\ Date Issued - -
01.4 | Peterson 11/16/08 11201 21208 10710701
00-12 {Ford 12/9/99 216/01 3j16/01 2/24fQ3
99.34 | Shaifer . 9/17/99 3/2701 4/30/Q1 . 5/6/02
01-1 | The Church of the Living 1 11/30/99 41701 6/12/04 3/26/03
Tree i} :
01-17 | Thomagsen 3/9/01 423101 5/24/01 10/10/01
-4 Owens 11/1/99 5/4101 6/4/01 7124102,
01-18 | Resnick 322/t 5/16/01 6/18/01 10/10/01
00-24 | Leslie 6120400 82401 9/14/01 /6103
01-6 Scolaro 11/22/00 3/3/01 9/7/01 6/11/02
0!-37 | Antbony 8/6/01 10/3/01 11/20/01 5/16/02
01-38 | Weinstein 8/7401 10/3/01 11/19/01 516102
0j-36 | Vemnio B/6/01 -1 106/3401 11/19/01 516f02
0041 | Mediplas Innovations 9/15{00 1074101 11120401 5/30/02
0143 | Mills - 3/20/01 1/8/02 2/12/02 516/02
02-1 Dearwood Pharmacy 10/12/01 37102 10/29/02 6/23/03
01-22 | Xtzeme 5/4/01 443/02 57102 Ry
0i-12_ | Indace’ 2/BH0L 4/5102 615102 12/13/02 & 11/5/04-
01-13 Malladi’ 2{8/01 475102 a/5/02 12/13/02 & 11/9/04
02-17 | Washbum :Nuw.ou 425102 6/4/02 g/1H02 -

VI United Statss Court of Appeals for the D

final ordezs in hoth cases, See 66 Bed. Reg. 67,951 (2004).

15ee f, 1,

isirict of Cohunbia Ciroult remanded both Indace and

Mallzdi to ths Deputy Adminisicater, necessitaling setond
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Docket | Case Name Request | Date | Daie Sentfo | DateofDeputy | Comments

No. far Judge’s Deputy Adwministrator’s
- Bearing | Opinloa | Admisistretor | Final Ovder
Date Tssued . . - )
02-34 | Arwas 13721402 4139/02 5/29/02 -| 918402
01-3 | Penick Corp. 11/15/00 529102 8/5/02 1120403
02-38 | Grawes . 142002  a/10/02 7/10402 | £1/4102
$1-30 | Jackson 72001 6/13/02 7117/02 421403
02-15 | Genegis | 1722002 §/26/02 8/8/02 1/13/03
02-37 | Hamilion 4122K2 719402 8/8/02 B/I8/02
02-25 | Talley - 22602 115002 821002 11720002
02-41 _| Cleggett-Lucas S1702 | 71302 | 10/29/02 421703
00-22 | OTC 6/9/00 8/8/02 5£27/02 11£26/03
02-44 | Samtucei 6/14/02 RA12/02 9718412 10/28/02
01-20 | Aboumahboub 411702 R/L5/02 9/18/02 - Terminated” — Joint
Motion filed 12/6/04
0246 | Meredith 6/26/02° 9/13/02 10/24/02 - 07/31£200%° Published 8/1/03
02-5¢ | Serai 7123702 o/18/02 10/28/62 7128/03
02-32_ | Goswitz 7124102 10/8/02- 11/12/02 4/21/03

Y Tho sdministrative law judgo will terminate & case either beoause (1) it bes becore mool {¢.g., the respondent’s registration expired during (he course of the
proceedings and the respordent did sol file 8 repews! application); (2) Lie parties sctile all cutstanding jasues; ot {3) the-raspondent failed to comply with 3
divective fronx the judge sxd was therofore deamed to have waived his right to n kearing. If 9 case is terminated for the first ar second regsan Jisted above, oo
further nction is required by either thin oflice o the Depuaty Administrator; il a case ¥ terroinated for the shird reazon, (e investigative file should be forwarded
to the Deputy Administrator for igsuance of & flita] orderhascd on that file, A case may alsa become moct or may be settled while pending before the Deputy
Adminisicator, in which case it will be texminated.

1 On Fane 26, 2002, ths Bearing clerk received a letter from. respontient in which he “requests an extension of lime e his show cauee hsgeing unkil the registzants
sic} fedaral comphaint v adjodicated.” This letter was listed 85 1 requent for an extension of time Lo respond to the order lo show cause on the docket eheet, but
was treated as 2 roquest For heaxing, .

5 This dato repsesents whea the document was filed at the Fedora] Register. The date the Final Ordsr wag signed is unkmpwn,
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Daocket | Case Nome . Request Date Date Sent to "Date of Deputy Comments
No. for Judge's | Deputy Administrator’s
Hearing Opinion | Administrater | Final Order
Date Tasued
01-15 | Ashland 3/1/01 10/28/02 ) Terminated 1/17/06°
0123 |FGC . 3101 10/28/02 " | Terminated 11/17/06'
02-11 | Davis 1271301 [ 11721002 | 1721/03 12/18/03 :
01-10 [Branex 1/26/01 124702 }1721103 ~ | 2/10/04
034 | Dinozzi 10/21/02 113103 2/19/03 1113403
03-2 Lusman 16/9/02 1713103 20003 . 11/13/03
03-9 | Perry . 11/26/02 2025703 3/18/03 - 1 11/13/03
03-14 | Prescriptionline.com -1/422/03 3/19/03 4122103 117104
02-24 | Kruger | 4/9/02 4723703 5128103 1/20/04
02-10 | Morall 12/17/01 4/28/03 712403 9/28/04
02.7 | Davenport 12/10/01 ] 6/13/03 | 8/6/03 11/26/03
02-35 | Chaudry - 13725002 6/13/03 8/6/03 10/5/04
03-27 | Edwin 5722/03 1803 B/20/03 9/13/04
03-19 |Katz - | 4/28/03 B/8/03 9/12/03 3120/04
(3-22 | Boong 4/28/03 8/29/(3 11/24/03 5217/04
03-36 | Anfonsson | Unknown® | 9/23/03 11713103 17/04
03-41 | Ingram 8/18/03 1177103 12/15/03 477404
02-40 | Hale 513103 11/26403 1/15/04 11/10/04
03.5f |Jones 9/23/03 12/4/03 - | 1/16£04 6/21/04
03-48 | Stvauss 9/11/03- 12/8/03 1/16/64 5/17/04

¢ At the Government’s Tequest, Ashland and FCC were ultimately términaled withowt being sebmitted to the Deputy Administrator. Thase cases werg past of &
“ﬂmnu of procesdings (inchiding /ndace and Mullads) involving PDK Laborataries, Inc.

See fh. 5. ’ -
"*Ihe respondent (Antoesson) requested an extension of time to respond to the Order 1o Show Cause on July 3, 2003, No formal hearing requiest was received.
On July 29, 2003, thé Governmen! requested for a Sfay of Proceadings and Molion for Summacy Disposifion. The Opinion and Recommended desision of te
ALY wure made on September 23, 2003

P18 v v——r %
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Daocket

Requaost

vnﬁ

Case Name ) Date Seat 1o -Date of Deputy Comments

No. . - for Judge’s Deputy Administrator’s
Hearing Ogpluien | Administrator Fiual Order
Dage Tsned

RX Network of South = = )
04-10 | Flotids, LLC 11/5/03 12/17/03 1429/04 10/5/04 3 o
04-7 | Pripitein 1015403 12/15/03 . | 1/28/04 i Terminated B/17/03
02-28 | Frakasam 3/6/02 1/30/04 | 3204 5/25/05
04-9 Oyzame {1/10/03 2/4/04 3/15/04 9/R/04
03-1 .} Hoxie. 10/4/02 413104 5/26/04 L[ 7R21104
01-31 | Bordeaux 773101 5/4/04 6/7/04 - | 11/10/04
03-5 Express Whalesale 1148702 5/18/04 - 6124104 10/5/04 ;
04-2 | Yaqub 10/6/03 5/14/04 Terminated 7/12/04
04-22 | Townsend 5/10/04 6/28/04 Terminated 1 1/15/04
04-34 | Price _ 53104 6/28/04 8/10/04 10/5/04 :
04.38 | Chalifoux 5/12/04 6/28/04 8/10/04 10/5/84
04-40 | Mirza 5117104 8/10/04 9/15/04 10/5/04
03-35 | Joy'sTdeas 8/26/03 9729/04. 11/8/04 5/25{08
03-25 | ElkInt’l Inc. _ 1 5/14/03 10/7/04 11/16/04 572005
04-27 | Bradway “4/5/04 10/15/04 . Terminated 11/16/04
04-30 | Goobesman 413104 10/15/04 5/9/05
04-63 | Siddalt 8/16/04 11/4/04 1247104 12/15105
05-1 Rygiél Unknown®_ | 11/22/04 1/11/05 5/9/05
03-24 | TNT Distributors, Inc, 4/28/03 12/3/04 1/11/05 214/05
03-26 ) H&R Com. 5/20/03 12/3/04 1/11/05 5/5/06
04-62 | Kobrin 7728104 12/21/04 2/2/05 5125105
05-5 Goodrich 11/8/04 12/29/04 22405 5/2/05

2 Mo formal request for hearing wes ceceived. The Respondent requested for on extession of fine to respond 1o the Order to Show Cause.
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Docket | Case Name Request | Date DateSentto | Date of Deputy | Comments
No, for Judge’s Deputy . Admipistrator’s .
Hearing Oplnion Administrator | Final Order
Date Tssaed o
-03-§1 | Nearing 3/10/03 1/3/05 2/2/03 5/25105
01-45 | Chatiem Chemicals, Inc. | 9/7/01 216/05 | 676405 21706
03-32 | D&S Sales 7721403 2/11/05 3/22/08 6/12K06
059 | Rodripnez 11/17/04 2/16/05 322105 | 5/25408
04-3 Wedgewced Village 10/16/03 3/4/05 _ ) 5/17/05 © I3/2206
Pharmacy -
052 | Bergman 110726/04 | 3/8/05 414105 5125405
05-17 | Graham 176405 325705 4/26R)% 3725405
(¥2-47 | Kennedy 7/15/02 A/13705 6/14/05 6/12M06
03-8 Krishna-lyer 11/20/02 415705 7122005 8/22/06
05-7 Yeales 11/10/404 5/9/05 6/14/05 6/13/0%
05-15 | Oakland Medical 12/13/04 S5 817705 8/15/06
Pharmacy !
05-28 | The Medicine Shoppe | §/6/05 629405 | BI2/05 7120006
05-27 | Michacl's Discount 516105 7105 8/2/05 871576
Pharmacy. i
04-4 Tri-County Distributors 10/8703 7/6/08 B/9KOS 8/22/06
02-9 & | Chein 12/13/01 7/28/05 12/23/05 1719407
{2-43
05-36 | Dilday . B/3/05 9/23/65 10/26/05 B/22/K6
04-16 | T. Young Associates, Ins, | 1/20/04 10/28/05 11/30/0% 14/C6
03-12  { Kollex £2/26/02 11715405 12/21/05 1113406
04-48 | Lockridge 6/14/04 1171805 12/23/05 12/8/06
04-68 | Mitrione 912104 3/2/06 4712106 Terminated 3/30/07 by -
_ Deputy Adinistraar
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Docket | Case Name Reguest | Date Date Sent to Date of Deputy Comments |
No. ) for Juidge's Deputy - Administrater’s .
Hearlng Opinlon | Administrator { Final Order -
Date Issmed .
Champaign Urbana Public
06-42 | Health District L 1/29/05 | 377406 5/22/06 No Fina! Order Tisued™
02-6 Houba * E1720/01 1/8/06 6/5/06 Terminated 3/30/07 by
) Deputy Administritor
06-39 | Darigh 11/16/05 1 4/17/06 | 06/1/06 1/19/07 ]
05-26 | Tank Wholesale 4/19/05 4/24/06 6/1/06 Pending Final Order
Plapet Trading, Inc. d/b/a
United Wholesale
0522 UEgﬁﬁm. Ine. 3/24/05 4/25/06 6/5/06 2/28/07
04-41 1 Jackson 5/18/04 5/26/06 6/29/06 424107
03.21 | Medicine Shoppe 4/18/03 69406 2414106 ) Remanded 4/28/07
: Jonesborough -
05-8 Rick’s Picks, L.L.C. 11/15/04 8/9/06 972206 3/30/07
06-52 | Green Acres, Farm, Inc. | 3/14/06 B//06 | 9/18/06 4/25/07
06-58 | Patel 6/19/06 8/28/06 10/2/06 3/30/07
06-46 | Miciano 212706 8/28/06 Terminated 10/27706
04-36 | 'Lewis 514104 9/26/06 11/2/2006 {/19/07
06-68 | Boume Pharmacy 8/29/06 1L/6/06 1211406 313/07
0524 | The Lawsons e, t/a The | 3/13/03 11/6/06 3/14/07 -Pending Final Order
Medicine Shoppe
04-58 | RX Direct Pharmacy, Inc. | 6/22/04 11/21/06 1417107 Pending Final Order

" A final urder was propared bul it was not published in the Federal Regisier bocause the case became mabt
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Reques!

Docket | Case Name Date Judge's | Date Sent to | Date of Unw&w Comments
No. for Opinlon Depuity. Administrator’s
Heariap 1ssued Administrator | Final Order
Diate :
) Trinity Healtheare Cop., #/b/a . y
1 06-4 QOvisdo Discount Pharmacy 9123703 10/2/06 11/13/G6 5121407
05-3 | Fotinopoulos 11/1/04 10/1 /06 11/15/06 4/25/07 . )
05-33 | Holloway Distributing, Inc. 6/30105 12/19/06 201107 Pending Final
. ) - Order
07-3 Blite Pharmacy 11106 1/23/07 215407 Terminated on.
473107
05-16 Craker 27105 212407 5/15A07 Pending Final
Orders
-| 05-24 The Lawsons, Inc., t/a/ The 5/13/08 2012107 3/14/07 Pending Final
Medicine Shoppe Phannacy _m_uanaaua_ QOrder
07-15 | CRJ Phanmacy, low. & YPM | 32407 32007 2N9I07 5/21/07
Total Care Pharmacy, Inc. _ . i i
07-7 Souibwood Phatmaceuticals, Inc. 113007 330407 5/R07 6122107 )
07-23 Newcare Home Health Secvices | 3/12/07 43707 514407 Pending Fina]
Ordex

1 pyrenant Lo flie Noverober 6 issuance of the ALY’s Opinion and Recominended Ruling, an exception to (his opinion was filed o November 26 and Counse] for
the Respondent filed n mntion for raconsideration, This Motion was graoted, however neither party filed briefe. Conscquently, a Supplementz] Opinion and
Recommended Ruling werd issued.
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Case Name

Dste Sent to

Docket Request Date Date of Deputy | Comments
No. for - Judge's Deputy Administrator’s
Hesring - | Opinlon Administrator | Final Order
Daie Issued o
) Pending Parties
0619 & ) : Exceptions, »_.an to
06-20 Saran 10/20/05 4/30/07 Deputy
Administrator?
07-18 Weod 22107 4/27/07 6/4/07 Pending Final Order
07-21 United Prescripiton Services, w.n 3/6/07 5131407 6/26/07 Pending Finat Order.
06-45 | Volkman 6/20/07 6/20/07 Pending Parties
’ Exceptions, then o
Deputy
: Administraior
05-28 Menphis Wholesale Company | 8/18/05 6/20/07 TR2I07 Pending Fingl Qrder

12 At respondent's request, (e judge granted an extension uotil October &, 2007, for the Gling of exceptiona, The exceplions will then be REB&:& 1o the
Office of the Deputy Admimistritor.



