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(b)(6); (k)
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Subject Date
Quota Letters Received as of December 20,2010
(DFN: 630-08.2)

JAN 04 2011

To an oM (,b“

Christine A. Sannerud, Ph.D., Chief Barbara J. Bockholdt, Chicf
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On December 20, 2010, this section received your e-mail requesting a review of threc (3) quota
applications from two registered manufacturers to determine if therc were any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION
|{b){4);{b){7){E)

Mylan Chestnut Ridge Road, West Virginia (10920)

QUOTA APPLICANT WITH ADVERSE OR DEROGATORY INFORMATION

(D)(4),(b)(T)(E) OSC/Settlement
Discussion Ongoing

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you procecd with the

completion of the quota applications.

if you have any questions pertaining to this information, please fecl free to contact me g}{s);{b){v){ or SC
(D)(B).(b)THC)
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Subject Date

Quota Letters Received as of January 06, 2011
(DFN: 630-08.2)

JAN 13 201

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Scction
Office of Diverison Control

On January 06, 2011, this section
applications from forty-one (4 Dr
administrative/legal actions again

ODGR conducted reviews (NADDIS, CSA, etc), as well
inputs and recommendations. Provided bel

QUOTA APPLICAN

Abbott Laboratories North Chicago (IPQ029)
Mylan Pharmaceuticals, Inc. (IPQO2S)
Hisamitsu California Laboratories (1PQ148)

USP (10906)

Mylan {10905)

Almac (10908)

Cerilliant (10909)

Mylan (10913)

Mylan (10914)

DSM Pharmaceuticals (10948)
Mylan Pharmaceuticals (10949)
Mylan Pharmaceuticals (1 0950)
3M Drug Delivery Systems (10951)
Watson Laboratories, Inc. (10952)
Watson Laboratories, Inc. (10953)
United Liquid, Inc. (10954)
Emerson Resources Inc. (10955)
Tris Pharma, Inc. (10936)

Cody Labs (10973)

Mallinckrodt St. Louis (10974)
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Regulatory Sectlon
Office of Diversion Control

received your ¢-mail requesting a review of fifty-six (56) quota
egistered manufacturers to determine if there were any pending
st these applicants and to advise ODE of the findings.

TS WITH NO ADVERSE OR DEROG ATORY INFORMATION

b)(4);(b)(7)(E)

as surveyed the responsible field otfices for their
ow are the results and recommendations.




Mallinckdrodt St. Louis (10975) D)(4),(B)(7T)E)
Cambrex (10976}

Anesta LLC (10978)

Sigma-Aldrich Research Biochemicals (10979}
Mylan Chestnut Ridge Road West VA (10939)
Halo Pharmaceutical Company (10941)
Amneal — Hauppage (10942)

Watson (10943)

Watson Connecticut (10944)

Elite Labs (10957)

Elite Labs (10958)

AmeriSource Ohio (10959)

AA1 Pharma {10960)

Bryant Ranch Prepack (1 0961)

Fisher Clinical (10962}

Penick Corp (10963)

Dispensing Solutions, Inc. (10964)

Rhodes Technologies (10980)

Watson Labs (10981) (2 of 2)

Watson Labs (10981) (1 of 2)

Elite (10982)

Sigma-Aldrich Research Biochemicals (10983)
Cody Labs (10984)

Vintage Pharmaceuticals (10925)

Watson (10931)

Watson (10932)

Catalent Pharma Solutions (10934)

Eurand (10935)

AMRI Rensselear, Inc (10937)

KVK Tech, Inc. (10938)

Southwest Research Institute (10917)

Amneal Pharmaceuticals (10919)

AMRI Rensselear, Inc. (10921)

Vintage Pharmaceuticals (10922)

Vintage Pharmaceuticals (10923)

Vintage Pharmaceuticals (10923) loa 2y

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me 5)1{6)?{‘3){71{ or SC

rb){S);{b){?){C)
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(b)(6); (k)
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Subject Date

Quota Letters Received as of January 13, 2011
(DFN: 630-08.2)

JAN 1 8 201

To Fro ()AA/{/{

Christine A. Sannerud, Ph.D., Chief F‘ Barbaga J. Boockholdt, Chief
Drug & Chemical Evaluation Section Regujatory Section
Office of Diverison Control Offrce of Diversion Control

On January 13, 2011, this section received your e-mail requesting a review of twenty-two (22) quota
applications from nineteen (19) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible ficld offices for their

input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

AAI Pharma (10987) D)), (0)7)E)

Cody Labs (10989)

Mallinckrodt St. Louis (10990)
Patheon Pharmaceuticals (10992)
Bio Pharm (10993)

Watson Laboratories, Inc. {10994)
Akorn, Inc. (10995)
Pharmaceutical Intl Inc. (10996)
Pharmaceutical Intl Inc. (10997)
Norac, Inc. (10998)

Aptuit, Inc. (10999)

Catalent Pharma Solutions (11000)
Restek (11002)

Watson Laboratories, Inc. (11004)
Watson Laboratories, Inc. (11005}
Mylan (11006)

Vintage Pharmaceuticals (11007)
Bio-Pharm, Inc. {11008)

Epic Pharma (11009)
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Fisher Clinical (11010} (0)(4).(B)(7)(E)

APP Pharmaccuticals (11011)
Baxter (11014)

Per consultation with the ficld offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g)){B)?{b)m{ or SC

|{b){6);{b){?){C)
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Subject Date

Quota Letters Received as of January 19, 2011
(DFN: 630-08.2)

JAN 2 1 2011
To Fro w Q(
Christine A. Sannerud, Ph.D., Chief ~Rar " Boockholdr; Chicf
Drug & Chemical Evaluation Section < Regllgtory Section
Office of Diverison Control Offkee of Diversion Control

On January 19, 2011, this section received your e-mail requesting a review of seventeen (17) quota
applications from fifteen (15) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible {ield offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

b)(4);
Pii (11016) B)@).0)7)(E)

Pii (11017)

Pii (11018)

Qualitest Pharmaceuticals (1101 9N
Metrics (11020)

Mallinckrodt (11021)

Neos Therapeutics, LP (11023)
AMRI Rensselear, Inc. (11024)
AMRI Rensselear, Inc. (11025)
KV Pharmaceuticals {11026)

KV Pharmaceuticals (11026) 2 of 2
King Pharmaceuticals (11036)
Catalent Pharma Solutions (11037)
Noramco (11038)

Penick (11039)

Glatt Air (11040)

QUOTA APPLICANTS WITH ADVERSE OR DEROGATORY INFORMATION

(b)(4);,(b)THE
(T)E) Currently under OSC
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me 5)1{6)?“3){7){ or SC

|{b){6);{b){?){C)
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Subject Date

Quota Letters Received as of January 24, 2011
(DFN: 630-08.2)

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

On January 24, 2011, this section received your e-mail requesting a review of thirteen (13) quota
applications from nine (9) registered manufacturers to determine if therc were any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Sure Tech (11044) (B)(4).(B)(7)(E)

Sharp Corporation (11046)
Mylan Pharmaceuticals (11047)
RX Pharmaceuticals (11049)
Penick (11051)

Siegfried (11052)

Siegfried (11053)

Siegfried (11054)

Siegfried (11055)
AmeriSource Ohio (11056)
AmeriSource Ohio {11057)
PharmaForm (11058)
ECI(11059)

Per consultation with the ficld offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me DO CNor SC

b)(E),(b)THC)

Vol. Il Page 331



VMemorandum
Su!}_|-cu o ) - C Date i
Additionud Quota Requests as of Tanuary 23,2050
(DN 030-08.2) |
| AR
i JAN 27 250
|
—_——— ! ™~ -
. : 1
Tu Frow ] R

Christine AL Sannerud. Phu.. Chiet
Drny & Chemieal FEyvaluation Section
O Mee uf Diverison Control

. Barbarit 1. Boockholdt, Chict
Rcrr_zulz_ftm'_\-' Scetian
Otfied of Diversion Contrul

O Jaruary 25200100 ths section received vour comail requesting a review of Tourteen (14 quota

apphications from eleven (1) regastered manulacturers to determine 1f there are any perding
admmistrativedicgad actions against these applicants and to advise ODIL of the findings.

1
=

ODGR conducted reviews (NADDIS, CSA_ete). as well as surveyed the responsible field oftices for thenr
mput and recommendations. Provided below are the results and reconmumendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Sharp Corporation (9619
Flsahyl Laboratories (9621)
Norameo (9023)

Micron Technologies, Ine. (9626}
Salecor (9627)

Austin Pharma (9628)
Sipma-Aldrich (90629)
Fminenet (9634)

Steglricd (Y635

Steetrted (96303

Sicatried (9637)

Watson (9O38)

Watson (9639

AATPharnna (9644

b)(4).(b)(7)E)

Per consultation with the field offices. 1A does not have sutficient erounds o limat, restriet. or deny
Guula requests Irom these registrants. Based on this information. QDG suggests that vou proceed with the

completion of the quota applications.

U vou hinve any questions pertaining o this information. please teel free o contact me [RX@ED]or SC

I(b){S);{b)U){C)

(C)
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Subject Date

Quota Letters Received as of January 28, 2011
(DFN: 630-08.2)

To Fr(;m _,/ Q_/

Christine A. Sannerud, Ph.D., Chief /ﬁ\—% bra J. Boockholdt, Chief
Drug & Chemical Evaluation Section H

Office of Diverison Control

yfice of Diversion Control

On January 28, 2011, this section received your e-mail requesting a review of five {05) quota applications
to determine if there are apy pending administrative/legal actions against these applicants and to advise

ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

KV Pharmaceutical (11063) (b)(4),(0)7)(E)

Patheon (11064)
Aptuit, Inc. (11065)
Anesta {11066)
AAI Pharma (11067)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests {rom these registrants. Bascd on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please fee! free to contact me é’)){S)?{bW){ or SC

|{b){6);{b){?){C) |

Vol. || Page 333



. Memorandum m S
; !/

(0)(6);(b)T)(
C)

Subject Date

Quota Letters Received as of January 31, 2011
(DFN: 630-08.2)

1o ' 'Q ' / L
A Z

Christine A. Sannerud, Ph.D., Chief }f'\"Bar i J. Boockholdt, Chief

Drug & Chemical Evaluation Section ﬁ tory Section

Office of Diverison Control ONiet of Diversion Control

On January 31, 2011, this section received your e-mail requesting a review of sixteen (16) quota
applications from twelve (12) registered manufacturers to determine if there are any pending
administrative/lcgal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Fleming & Co (11069) (0)(4),(b)(7)E)

King Pharmaceutical (11070)

Metrics (11071}

Watson (11072)

Watson (11072)(2 of 2}

Amneal Pharmaceuticals (11073)

Glatt Air (11074)

Metrics (11075)

Fisher Clinical Services {11076)(1 of 3}
Fisher Clinical Services (11076)(2 of 3)
Fisher Clinical Services (11076)(3 of 3)
TG United (11077)

Ameridose, LLC (11078) (1 of 2)
Ameridose, LLC (11078} (2 of 2)
Bilcare (11079)

Mallinckrodt St. Louis (11080}
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

(0)(6);(b)T)(

If you have any guestions pertaining to this information, please feel free to contact me | or SC
b)(E),(b)THC)
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Subject Date
rb){4);{b){7){E)

2011 Procurement Quota Increasc Request

Hydrocodone FEB 03 201

(DFN:630-08.2)

To

Christine A. Sannerud, Ph.D, Chief
Drug & Chemical Evaluation Section
Office of Diversion Control

On January 31, 2011, this section received your memorandum requesting a review of [P |customers list,
specifically, information on whether the applicant’s customers are currently under investigation or are the
subject of an order to show causc or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred fifty-three (153) of (P4
customers as well as on [2®

The following derogatory information was found on the seven (7) below listed customers:

OIEONE Retired 11/17/2010

Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Order to Show Cause
Currently Under Review/Investigation
Currently Under Review/Investigation

DEA does not have sufficient grounds to limit, restrict, or deny quota requests from thesc registrants.
Based on this information, ODG suggests that you proceed with the completion of the request submitted

by|(b)(4) or the quota increase.

If you have any questions pertaining to this information, please feel free 1o contact me g)@?{b)m{ or SC
|{b){6);{b){?){C)
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Subject Date

Quota Letters Received as of February 3, 2011
{DFN: 630-08.2)

FEB 0 3 201]

To Fro

o/

Christine A. Sannerud, Ph.D., Chief T Barbdrd J. Boockholdt, Chief
Drug & Chemical Evaluation Section Reguldtory Section
Office of Diverison Control Offece of Diversion Centrol

On February 3, 2011, this section received your ¢-matl requesting a review of thirteen (13) quota
applications from ten (10) registered manufacturers to determine if there were any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Vortech (11084) D)(4),(0)(7)(E)

PAR Pharmaceutical (11085)(1 of 2)
PAR Pharmaceutical (11085)(2 of 2)
Pharmaceutics International, Inc. (11086)
Pharmaceutics International, Inc. (11087)
Pharmaceutics International, Inc. (11088)
Nexgen Pharma, Inc, (11089)

Tris Pharma, Inc. (11090)

Ameridose, LLC (11078)(2 of 2)

Rx Pak (11092}

Pharmaccutics International, Inc. (11093)
Catalent Pharma Solutions (11094)

QUOTA APPLICANT WITH ADVERSE OR DEROGATORY INFORMATION

(OO ENNE Currently Under Review/Investigation
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, pleasc feel free to contact me[P)©.C)7jor SC

b)(8);()(7)(C) C)
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Subject Date

Quota Letters Received as of February 10, 2011
{DFN: 630-08.2)

FEp 14 2011

To Fr

Christine A, Sannerud, Ph.D., Chief

ok Ay WU

Barbara J. Bgpckholdt, Chief

Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control

Office of Diversion Control

On February 10, 2011, this section received your c-mail requesting a review of twenty-six (26} quota
applications from twenty-five (25) registered manufacturers to determine if there are any pending
administrative/legal actions against thesc applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Cima Brooklyn Park (11099)
Johnson Matthey (11100)
Cephalon, Inc. (11101)

Siegfried (11102)

Mylan Chestnut Ridge Road, West Virginia (1 1103)
Upsher-Smith (11104)

PrePak Systems (11105}

Impax Pennsylvania (11106)

Impax Pennsylvania (11106)(2 of 2)
Watson (11107)

Watson (11107)(2 of 2}

Nexgen Pharma, Inc. (11108)
University of Mississippi (11109)
Bilcare (11111)

Patheon (11112)

Patheon (11113}

Elan Holdings (11114)

Epic Pharma (11115}

Actavis South-Atlantic (11116)
Cambrex (11117)

Vol. Il Page 339
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D))
Mylan Technologies (11118) CHDEXNE

Sandoz (Geneva Pharmaceuticals, Inc) (11119)
Novartis Consumer Health Lincoln (11120)
King Pharmaceuticals (11121)

Mallinckrodt St. Louis (11122)

Chattem (11123)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g)@?{b){?){ or SC
I(b){ﬁ);{b){ﬂ{c) | !
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Subject Date

Quota Letters Received as of February 15, 2011
(DFN; 630-08.2)

FER 1 6 201

To ﬁ[*‘rom W——
Christine A. Sannerud, Ph.D., Chief Barbara J. Boo¢kheldt, Chicf

Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On February 15, 2011, this section received your ¢-mail requesting a review of twenty-six (26} quota
applications from eleven (11) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advisc ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Fisher Clinical Services (11125) b)(4).(0X7)(E)
Fisher Clinical Services (11126)
Barr Labs (11127)

Cambrex (1 1128)

AAl Pharma Services (11129)
Sigma-Aldrich Services (11130)
Sigma-Aldrich Services (11131)
Specialty Compounding (11132)
Specialty Compounding (111 33)
Specialty Compounding (11 134)
Specialty Compounding (11136)
Specialty Compounding (11137)
Specialty Compounding (11 138)
Specialty Compounding (11 139)
Specialty Compounding (11140)
Specialty Compounding (1114 1)
Pfizer Pharmaceuticals (11143)
Johnson Matthey (11145)
Johnson Matthey (11146)
Johnson Matthey (11147)
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Johnson Matthey (11148) b)(4),(b)(T)(E)

Barr Laboratories (11149)

Barr Laboratories (11150)
Upsher-Smith (11151)

Norac Inc (11152)

AAl Pharma 1726 N, 23" St (11153)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Rased on this information, ODG suggests that you proceed with the
completion of the quota applications.

[f you have any questions pertaining to this information, please fee! frec to contact me L)OCXNor SC
(b)(6);(b)(7)(C)
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Memorandum

Subject

Quota Letters Received as of February 17. 2011
(DFN: 630-08.2)

Date

To

Christine A. Sannerud, Ph.1D., Chief
Drug & Chemical Fvaluation Section
Office of Diverison Control

On February 17, 2011, this section received your e-mail requesting a review of fifteen (15) quota
applications from fourteen (14) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Barr Laboratories (11154)
Norwich Pharmaceuticals (11155)
Pharmedium (11156)

Pharmedium (11157)

Qualitest Pharmaceuticals (11138)
Catalent Pharma Solutions {11159)
PD-RX Pharmaceuticals (11160)
Alltech Associates (11163)
Aurolife Pharma LLC (11164)
Fisher Clinical Services (11165)
Johnson Matthey (11166)

Fisher Clinical Services (11170)
Gallipot (11171)

Abbott Laboratories North Chicago (11172)
Tedor Pharma Inc (11173)
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Per consultation with the ficld offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any guestions pertaining to this information, please fec] free to contact me g}{fﬁ);{b){?){ or SC

(b)(6);(b)T)HC)
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Subject Date
Quota Request as February 23, 2011 March 4, 2011

(DFN: 630-08.2)

To

Christine A. Sannerud, Ph.D., Chief 4 5. Boockholdt, Chief
Drug & Chemical Evaluation Section jory Scction
Office of Diversion Control /of Diversion Control

On February 25, 2011, this section received your ¢-mail requesting a review of fifteen (15) registered
manufacturers to determine if there are any pending administrative/ legal actions against these applicants
and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. An incorrect DEA number was assigned to Log In #1 1175, the correct DEA
qumber isP@®OE  |Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Log In Registration
# Company Name #
11174  Alere San Diego b)(4);(b)(7)(E)

11175  Qualitest

11176  Fisher Clinical Services
14177  Almac Clinical Services
11178 GSMS

11180  Mallinckrodt St. Louis

ANI| Pharmaceuticals,
11181 inc.

11183 OHM Labs

11184  Corium

111868  Sure-Tech

11187  Archimica

11188  Nexgen Pharma, inc.
11188  DPT Paco Way
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11190  Siegfried DB EINE)

11191  Siegfried

Per consultation with the field offices, DEA doges not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel frec to contact b)(6);(k)(7)(C)
Chief/fODGR at |{b){6);{b){?){c)

Ce: ChrislmeASam\: d,PhD!ChieffODEf[)rug&ChcmicaliivaluationSection

\\
(b)(6);(b)(7)(C)
Ce: ODGR~—% | 3/4/2011:ReqDoc2/25/2011

Ce: ODG 7

Vol. Il Page 346



b)(6);(b)(7)(C)

From: |{b){6);{b){?){c)

Sent: Eriday. February 2o, 2011 3:39 FM

To: [E)XE).D)7)C)

Subject: RE- Quota Letters Received as of February 25, 2011
(b)(6),(b)(7)(C)

ber for Qualitest (AKA Vintage) s b)4)bXT)E)

The correct 1‘(’gist1“-1tinn num

(b)(6);(b)T)HC)

From{(b)(ﬁ);(b)(ﬂ(C)
Sent: Friday, February 25, 2011 3:09 PM
To:|(R)(6);(0)(7)(C) |

Cci{(b)(6):(b)(7)(C) Boockholdt, Barbara 1.(0)(6);(b)(7)(C) |
Subject: RE: Quota Letters as of February 25, 2011

Importance: High

(0)(4),(b)(7)(E)

11475  Qualitest

Hello [0)6).(0)(7)(C)

The above named registrant DEA number is incorrect, could not f

number for review. Thank you.

ind DEA number is CSA. Please supply correct DEA

(b)(6);(b)T)HC)

Program Analyst
Regulatory Unit - ODGR

b)(6);(b)(7)(C)

BYE),B)7IC) ausdoj.gov

E-mail:

me{(b)(ﬁ);(b)(T’)(C)
Sent: Friday, February 25, 2011 10:07 AM

1
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' To: [PEENTC)
cc:[PE®NC)__[Boocknoldt, Barbara J.
Subject: FW: Quota Letters Received as of February 25, 2011

(0)(6);(b)T)(
C)

(0)(B).(b)(T)(C)
will be away for another weck or two.

Please see attached quota reviews.

Thanks!

b)(6);(b)(7)(C)

Chief, Regulatory Unit/ODGR
DEA Headquarters

(b)(6);(b)T)HC) (Office)
{(Fax)
(Blackberry)

(b)(6);(b)T)HC) @Maf.yov

CONFIDENTIALITY NOTICE: This communication, with its contents, may contain privacy, confidential,
and/or legally privileged information. It is solely for the use of the intended recipient(s). Unauthorized
interception, review, use, and/or disclosure is prohibited and may violate applicable laws including the
Electronic Communications Privacy Act. If you are not the intended recipient, please contact the sender and
destroy all copies of the communication.

Erom: [D©):0)7)C)

Sent: Friday, February 25, 2011 10:04 AM
To: Boockholdt, Barbara 1.{(b)(6);(b)(7)(C) !|{b){6)?{b){7){c) |

Cc: Sannerud, Christine A.;[0)(6);(b)(7)(C) [©©eNC) | Hill, Robert L.
Subject: Quota Letters Received as of February 25, 2011

Good Morning,

Below is a list of quota applications from DEA-registered manufacturers received as of February 25,
2011

We request that ODG and ODP review for pending administrative/legal action against these applicants
and advise ODE of your findings.

Thank vou in advance.

Log In Registration
# Company Name #

11174 Alere San Diego b)AROXIXE)

2
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14175 Qualitest b)(4);(b)(7)(E)
11176  Fisher Clinical Services
11177  Almac Clinical Services
11178 GSMS
14180 Mailinckrodt St. Louis
AN! Pharmaceuticals,
11181 Inc.
11183 CHM Labs
11184 Corium
11186  Sure-Tech
11187  Archimica
11188 Nexgen Pharma, Inc.
11189 DPT Paco Way
11190  Siegfried
11191  Siegfried
(0)(6);(0)(7)(C)
Program Analyst
Quota Unit (ODEQ)
Drug o Chemical Evaluation Section
Office of Diversion Control

(b)(6);(b)T)HC)

3
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Memorandum

Subject Date

Quota Request as February 28, 2011
(DFN: 630-08.2)

MAR 0 4 2011

miva

ra J. Boockholdt, Chief

To From

Christine A. Sannerud, Ph.D., Chicf é"B
Drug & Chemical Evaluation Section
Office of Diversion Control

—

Alatory Scction
fice of Diversion Control

On February 28, 2011, this section received your e-mail requesting a review of seven (7) registered
manufacturers to determine if there are any pending administrative/legal actions against these applicants
and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible ficld offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

LogIn Registration
# Company Name #
11193 KVK Tech, Inc. (O)AR)TIE)

11194 Mylan Pharmaceuticals
11195 Mylan Pharmaceuticals

11186 Siegfried
PD-RX
11211  Pharmaceuticals

11212 Penick Corp
11213  Fisher Clinical

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact (b)(6):(b)(7)(C)
Chicf/ODGR at [P©ONC)
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2

Cc: ChristineASannerud,PhD/Chief/ODE/Drug&ChemicalEvaluationScction

e

Ce: ODG ST b)(6).(6)(7)(C)

Cc: ODG ] R/4/2011:ReqDoc2/28/2011
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b)(E),(b)THC)

From: [(b)(B);(b)(7)(C)

Sent: Tuesday March 01, 2011 7:51 AM

To: |{b){6);{b){7){c)

Cc: Boockholdt, Barbara J.10)6)b0)7)(C)

Subject: FW: Quota Letters Received as of February 28, 2011
(b)(B);(0)(7)(C)

Sce attached quota request.

Thanks!

|(b)(6);(b)(7)(0) |

Chief, Regulatory Unit/ODGR
DEA Headquarters

p)(6);(e)(7XC) (Office)

(Fax)
(Blackberry)

b)(E),(b)THC) |al_u.~.'d0['. gov

CONFIDENTIALITY NOTICE: This communication, with its contents, may contain privacy, confidential,
and/or legally privileged information. It is solely for the use of the intended recipient(s). Unauthorized
interception, review, use, and/or disclosure is prohibited and may violate applicable laws including the
Electronic Communications Privacy Act. If you are not the intended recipient, please contact the sender and
destroy all copies of the communication.

From:|®)6).0)(7)(C) |

Sent: Monday, February 28, 2011 5:04 PM
To: Boockholdt, Barbara J.;{(b)(6);(b)(7)(C)  [®)6)0)7)(C)

Cc: Sannerud, Christine A.;{(b)(6):(b)(7)(C) (b)(E),(b)T)(C) Hili, Robert L.
Subject: Quota Letters Received as cf rebruary 28, 2011

Good Afterncon,

Below is a list of quota applications from DEA-registered manufacturers received as of February 28,
2011,

We request that ODG and ODP review for pending administrative/legal action against these applicants
and advise ODE of your findings.

Thank you in advance.

1
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Log In Registration
# Company Name #

11193 KVK Tech, Inc. b)(4).(B)(7)(E)
11194 Mylan Pharmaceuticals

11185 Mylan Pharmaceuticals

11196 Siegfried
PD-RX
11211 Pharmaceuticals

11212 Penick Corp
11213  Fisher Clinical

(b)(6);(b)T)HC)

Program Analyst
Quota Unit (ODEQ)
Drug  Chemical Evaluation Section

Office of Diversion Control
(D)(B);(b)(7)(C)

2
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Memorandum éﬁ“

@@aw

Subject : Date

Quota Letters Received as of March 3, 2011
(DEN: 630-08.2)

MAR 0 9 2011
To From
Christine A. Sannerud, Ph.D., Chief Barbara J. Bogtkholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On March 3, 2011, this section received your e-mail requesting a review of thirteen (13) quota
applications from manufacturers to determine if there were any pending administrative/legal actions
against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc}, as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Halo Pharmaceutical Company (11215) B)(@).(0)(7)(E)

Norac Inc (11216)

Axcentra (11220)

Ortho McNeil Pharmaceutical (11221)
Hospira, Inc. NC (1 1222)

Impax Pennsylvania (1 1223)
Archimica (11223)

Anderson Packaging, Inc (11226)
Aurolife Pharma (11227)
Coating Place Inc (11228)
Cerilliant (11229)

Watson (11230)

Cody Labs (11231)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants, Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

£ you have any questions pertaining to this information, please feel free to contact me DO EMNar SC

b)(6);(b)(7)(C)
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Memorandum N\

Subject Date
Quota Letters Received as of March 7, 2011
(DFN:. 630-08.2)

HAR 09 20y

To F
B&.L,M%u dho LT
Christine A. Sannerud, Ph.D., Chief Barbara J. Boockholdt, Chief

Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On March 7, 2011, this section received your e-mail requesting a review of five (05) quota applications to
determine if there were any pending administrative/legal actions against these applicants and to advise

ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Patheon (11182) b)(4),0)(7)(E)

Hisamitsu California Laborateries (11232)
Johnson Matthey (11233)

Cambrex (11234)

Cody Laboratories (NAOO1)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me D)E).ONN(|or SC
Y q P C)

(b)(6);(b)T)HC)
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Memorandum ﬁt
=Y

(bﬁw

Subject Date
Quota Letters Received as of March 11, 2011

(DFN: 630-08.2) MAR 1 4 2011

Christine A. Sannerud, Ph.D., Chief p’“B Kdra J. Boockholdt, Chief
Drug & Chemical Evaluation Section toyi]atory Section
Office of Diverison Control ffide of Diversion Control

On March 11, 2011, this section received your e-mail requesting a review of thirteen (13) quota
applications from twelve (12) registered manufacturers to determine if there were any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITHNO ADVERSE OR DEROGATORY INFORMATION

Barr Laboratories (11241} (0)(4):(B)T)(E)

Mylan Chestnut Ridge Road, West Virginia (11242)
Fisher Clinical Services (11244)
Glatt Air (11245)

Cima Brooklyn Park {11246)

Par Pharmaceutical (11247) (1 of 2)
Par Pharmaceutical (11247) (2 0£2)
Reckitt Benckiser (11248)

Lannett (11249)

Lannett {11249) (2 of 2)

Norwich Pharmaceuticals (11250)
Barr Laboratories (11251)

Bryant Ranch Prepack (11253)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g)){B);{b){?){ or SC
(b)(6),(b)(7)(C)

Vol. Il Page 356



< Dﬂ'ﬂ“""‘wq’

Memorandum N
%Oj

E‘W

Subject | Date

Quota Letters Received as of March 18, 2011
(DFN: 630-08.2)

MAR 5 5 200
To From
[+ YW [.XJ
Christine A. Sannerud, Ph.D., Chief Barbara J. Bo#ého t, hié‘lﬁ‘
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Contro!

On March 18, 2011, this section received your ¢-mail requesting a review of thirty-seven (37) quota
applications from thirty-four (34) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Barr Labs (11260) (0));(B)T)(E)

Purdue (11261)

Janssen Puerto Rico (11262)

Watson Labs (11263)

Alliance Contract Pharma (11264)

Novel Laboratories (11266}

Novel Laboratories (11267)

Pharmedium Cleveland (11268)
Pharmedium Cleveland (11270)

Safecor Health, LLC (11271)

Pisgah Labs Inc (11273)

Abbott Laboratories North Chicago (1 1274)
Cody Labs (11275)

Cima Brooklyn Park (11276)

AmeriSource Ohio (11277)

Cedarburg (11279)

Acura Pharmaceutical Technologies (11280)
Biochemical Diagnostics (11282)

Catalent Pharma Solutions (11283)
('atalent Pharma Solutions (11284)
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Pathcon (11283) (D)(4).(B)T)E)
Vintage Pharmaceuticals (1 1286)

Vintage Pharmaceuticals (11287)

Vintage Pharmaceuticals (1 1288

Halo Pharmaceutical Company (11389 14 2294
Pharmaceutics Intl Inc (11290)

Pharmaceutics Intl Inc (11290) (2 of 2)

Alvogen (11291)

Alvogen (11292)

Alvogen (11293)

DSM (11294)

wildlife (11297}

Sun Pharmaceutical Industries (1 1298)

.,

Cima Brooklyn Park (‘(*L%(S) L&
Cayman Chemical (11 300

Alaunus Pharmaceutical, Inc. (11 301)
Mallinckdrodt St. Louis (11302)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If vou have any questions pertaining to this information, please feel free to contact me OIEXEXNbr SC
b)(6),(b)(7)(C)
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‘Memorandum

Subject Date

(Quota Request as March 24, 2011
(DFN: 630-08.2)

MAR 2 8 2011

To l"r w3 OM&_

Christine A, Sannerud, Ph.D., Chief Barpara J. Boockholdt, Chief
Drug & Chemical Evaluation Section Reguldtory Section
Office of Diversion Control Of of Diversion Controel

On March 24, 2011, this section received your e-mail requesting a review of tifteen (15) registered
manufacturers to determine if there are any pending administrative/legal actions against these applicants
and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Aptuit, Inc. (11306) DY EXIE)
Mylan Chestnut Ridge Road, West Virginia (11307)
Novartis Consumer Health Lincoln (11310)
Novartis Consumer Health Lincoln (11311)
Cerilliant (11312)

Janssen Puerto Rico (11313)

Alza Vacaville (11314)

Biochemical Diagnostics, Inc (11315)

Sun Pharmaceutical (11316)

Cambrex (11320)

Fisher Clinical (11321)

Siegfried (11323)

Metrics (11324}

Neos Therapeutics, [LP (11325)

Novel Laboratories (11326)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.
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[f you have any questions pertaining to this information, please feel free to contact

Chief/ODGR at [P/©)®XNC)
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o SiRTen

Memorandum m‘i
=Y

F"&w

Subject Date
Quota Letters Received as of March 28, 2011
(DFN: 630-08.2)

MAR 2 9 201

To Fra

LJ/QL/L

Christine A. Sannerud, Ph.D., Chief ;/V Bar¥ara J. Boockholdt, Chief
Drug & Chemical Evaluation Section gulatory Section
Office of Diverison Control fiee of Diversion Control

On March 28, 2011, this section received your e-mail requesting a review of seven (07) quota applications
with six (6) registered manufacturers to determine if there are any pending administrative/legal actions
against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Baxter (11330) (0)(4),(b)(T)E)

Johnson Matthey (11331)

Johnson Matthey (11332)
Pharmacia & Upjohn (11333)
Aptuit, Inc. (11334)

Amneal - Hauppage (11335)

ANI Pharmaceuticals, Inc. (11336)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please fecl free to contact me (DOXONN or SC
|{b){6);{b){?){C) |
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Memorandum

Subject Date

Quota Request as April 1, 2011
(DFN:; 630-08.2)

APR 0 6 2011

2 O
WRVING S
Christine A. Sannerud, Ph.D., Chief [}4/1\-8 ra J. Boockholdt, Chief

Drug & Chemical Evaluation Section egulatory Section
Office of Diversion Contrel fffce of Diversion Control

On April 1, 2011, this section received your e-mail requesting a review of fifteen (15) quota applications
with thirteen (13) registered manufacturers to determine if there are any pending administrative/legal
actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible ficld offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

b)(4):(b}THE
UCB Manufacturing (11338) (0)(4).(0)7)(E)

Vintage Pharmacecuticals (11339)
Norac (11340)

Medisca (11341)

AAI Pharma 1726 N. 23™ St (11342)
Norwich Pharmaceuticals (11343)
AmeriSource Ohio (11344)
Cambrex (11347)

3M 3M Center (11348)
Boehringer Ingelheim (11350)
Neos Therapeutics, 1P (11351)
Akom (11352)

Bienheim Pharmacal (11353)
Bienheim Pharmacal (11354)
Neos Therapeutics, LP (11355)
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Per consultation with the ficld offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

b)(6);(b)(7)(C)

[f you have any questions pertaining to this information, please feel free to contact
Chief/fODGR. at/®)@x0)7NC) |
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Memorandum mﬂg
%Of}

Subject Date

Quota Letters Received as of April 7, 2011
(DFN: 630-08.2)

N, yal
: (e
¥
Christine A. Sannerud, Ph.D., Chief drbaia J. Boockholdt, Chief ~

cgulatory Section
Offide of Diversion Control

Drug & Chemical Evaluation Section
Office of Diverison Control

On April 7, 2011, this section received your e-mail requesting a review of nine (09) quota applications
with eight (08) registered manufactures to determine if there were any pending administrative/lcgal
actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and reccommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION
(0)(4);()T)E)

P F Laboratories (11382)

Purdue (11383)

Purdue (11384)

Siegfried (11385)

Tris Pharma, [nc (11396)

Halo Pharmaceutical Company (11387}
Sandoz (11388)

Actavis South Atlantic (11389)
Clinical Supplies Mgmt (11390)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

|If vou have any guestions pertaining to this information, please feel free to contact me IO CNNor SC
(D)(B).(b)THC)
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Memorandum

SUbjCCI Date

Quota Letters Received as of April 18, 2011
(DFN: 630-08.2) Bt

(3§
1=
fla~
et
—

To Flzglma Ao oc,&,A o W
Christine A. Sanncrud, Ph.D., Chief Barbara J. Bogckholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control Office of Diversion Control

On April 18, 2011, this section reccived your e-mail requesting a review of thirty-three (33) quota
applications from twenty-five (25) registered manufacturers to determine 1f there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible ficld offices for their
input and recommendations. Provided below arc the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

(b)(4),(b)(7)E)
Mallinckrodt St. Louis (11375)

Mallinckrodt St. Louis (11376)

Mallinckrodt St. Louis (11414)

Mikart Marietta Boulevard (11391)

Arista (11365)

Baxter (11406}

Catalent Pharma Solutions (11409)
Archimica (11403)

Central Admixture - San Dicgo (11396)

Elan Holdings (11410)

Elan Holdings (11413)

Sandoz (Geneva Pharmaceuticals, Inc) (11404)
Almac Clinical Services (11416)

Halo Pharmaccutical Company (11401)

Falo Pharmacecutical Company (11401) 2 of 2
Halo Pharmacecutical Company (11415)
Johnson Matthey (11367)

Janssen Puerto Rico (11407)

KVK Tech, inc. (11374)

Mylan Technologies (11369)
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QUOTA APPLICANT WIT

Metrics (11368)

Purdue (11405)

Aphena Pharma (1 1373)
Cambrex (11417)

Sandoz (Geneva Pharmaceuticals, Inc) (11402)
Tris Pharma, Inc (11364)
Vintage Pharmaceuticals (11408)
Watson (11392)

Watson (11393)

Watson {11394)

Watson (11393)2 of 2

Watson (11395)

(0)(4)

Currently Under Investigation

Per consultation with the fi
quota requests from these re

completion of the quota applications.

If vou have any questions pertaining t

(b)(6);(b)T)HC)

Vol. Il Page 366

eld offices, DEA does not have sufficient gr
gistrants. Based on this information, ODG suggests that you procee

o this information, please feel frce to contact me

(b)(4),(b)(7)(E)

H ADVERSE OR DEROGATORY INFORMATION

(b)(4),(b)(7)(E)

ounds to limit, restrict, or deny
d with the

(0)(6);(b)T)(
C)

or SC




Memorandum (A!ba
Y

Subject Date

Quota Letters Received as of April 26, 2011
(DFN: 630-08.2)

APR 2 8 201
To Fr
\gnq,‘_b CLA o W
Christine A. Sannerud, Ph.D., Chief Barbara J. Bgockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On April 26, 2011, this section received your e-mail requesting a review of twenty-nine {29) quota
applications from twenty (20) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Catalent Pharma Solutions (11427) (D ENNE)

Vintage Pharmaceuticals (11428)
Ameridosc, LLC (11429)

Penick (11430)

Mylan Chestnut Ridge Road, West Virginia (11431)
DSM (11432)

Jerome Stevens (11433)

Hospira, Inc. (11434)

Amneal - Hauppage (11435)
AMRI Rensselear, Inc. (11436)
Sun Pharmaceuticals (11437)
Mallinckrodt St. Louis (11439)
Mallinckrodt St. Louis (11440)
Mallinckrodt $t. Louis (11441)
Mallinckrodt St. Louis (11442)
Unit Dose Solutions (11443)
Unit Dose Solutions (11444}
Unit Dose Solutions (11445)
Unit Dose Solutions (11446)
Unit Dose Solutions (11447)
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(b)(4).(L)(T)(E)
Unit Dose Solutions (11448)

Unit Dose Solutions (11449)

Barr Laboratories (11450)

Stat Rx (11451)

Allergy Laboratorics (11452)

Mylan Chestnut Ridge Road, West Virginia (11454)
Johnson Matthey (114535)

AnazaoHealth (11457)

Fisher Clinical Services (11458)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If vou have any questions pertaining to this information, plcase feel free to contact me (B)E):O)T) |or SC
Y Y49 P g p (C)

(b)(6);(b)T)HC)
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o2,
Memorandum m
=

N T
Subject

I Dare
Bm oA
2011 Procurement Quota Increase Request
Oxycodone (for sale) MY o5 M
(DFN: 630-08.2)
’ B vel o (At
Christine A. Sannerud, Ph.D., Chief Barbara J. Bggckholdt, Chief

Drug & Chemical Evaluation Section

Regulatory Scction
Office of Diverison Control

Office of Diversion Control

On March 2, 201 1, this section received vour memorandum requesting a review of a guota increasc

submitted by [(P)(4) s requesting a 2011 procurement quota increase from 2.0
to 9.5kg of oxycodone, an increase of 7.5kg. According tfP)4)  |an increase is requested for an
increase in saies.|

[ (b)(4):(b)(7)(E)

b)) provided year to date sales for 2011. The names of the registrants were run through NADDIS to

determine if there were any ongoing fleld investigations. The DEA registration numbers were also run

through RICS to determine if the registrations were current. Provided below are the results and
recommendations.

(0)(4);(R)E);()THC)L)TNE)
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Memorandum

Subject Date
Quota Letters Received as of May 2, 2011
(DFN: 630-08.2)
mﬂ”"lﬂ

Te From

Ba wckho (T
Christine A. Sannerud, Ph.D., Chief Barbara J. Bbockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control

On May 3, 2011, this section received your

from thirty-one (31) registered manufacturer

Office of Diversion Control

e-mail requesting a review of forty-twoe (42) quota applications
s to determine if there were any pending administrative/legal

actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Fisher Clinical Services (11460)
Noramco Delaware (11461)
Noramco Delaware (11462)
Noramco Delaware (11463)
Epic Pharma (11464)

Letco Medical (11465)

Legacy Pharmaceutical Packaging (11466)
Legacy Pharmaceutical Packaging (1 1467)
KP Pharmaceutical Tech, Inc. (11470)
Sicgfried (11471)

Siegfried (11472)

Sicgfried (11473)

Agilent Technologies (1 1474)

Alvogen (11475)

Norwich (11477)

KVK Tech, Inc. (11479)

Sigma Aldrich (11481)

Mylan Chestnut Ridge Road WVA (1 1482)
Mylan Chestnut Ridge Road WVA (11483)
Barr Labs (11484)
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(b)(4).(L)(T)(E)
Barr Labs (11483)

DSM (11486)

Advanced Pharma (11490)

Noramco, Inc (11491)

Noramco, Inc (11492)

Cayman Chemical (11493)

AMRI Rensselear, Inc (11495)

Siemens Healthcare Diagnostics Inc. (11496)
Coating Place Inc. (11502)

Mallinckrodt (11503)

Cerilliant (11504)

Mylan Chestnut Ridge Road WVA (11505)
Mylan Chestnut Ridge Road WVA (11506)
Siegfried (11507)

Mallinckredt St. Louis (11508)

Collegium Pharmaceutical (11509) 1of 2
Collegium Pharmaceutical (11509) 2of 2
Actavis South-Atlantic (11512)

Bilcare Global Clinical Supplies (11513)
Archimica (11514)

Siegfried (115135)

Formurex, Inc. (11516)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications,

If you have any questions pertaining to this information, please feel frec to contact me g}{s);{b)m{ or PA

|{b){6);{b){?){C)
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Memorandum m
=

‘9

Subject Date

Quota Letters Reccived as of May 5, 2011

(DFN: 630-08.2)
KAY 3§ 20

To From
&LL’AM_ uaué)lﬂ W
Christine A. Sannerud, Ph.D., Chief Barbara J. Bogckholdt, Chief

Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On May 5, 2011, this section received your e-mail requesting a review of eight (08) quota applications
from manufacturers to determine if there were any pending administrative/legal actions against these

applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their

input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION
(0)(4);()T)E)

Physicians Total Care (11517)

Watson Pharmaccuticals (11518)

Catalent Pharma Solutions (11519)
Safecore Health, LLC (11520)

KVK Tech, Inc. (11521}

Mylan Pharmaceuticals (11522)

Coating Place, Inc. (11523)

Hisamitsu California Laboratories (11524)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny

quota req
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g)@?{b)m{ or PA

|{b){6);{b){?){C) |
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Memorandum m
=

Subject Date

Quota Letters Received as of May 17, 2011
(DFN: 630-08.2)

MAY 31 I
To From
s ‘8M ch..A y w-
Christine A. Sannerud, Ph.D., Chief Barbara J. Boogkholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On May 17, 2011, this section received your e-mail requesting a review of nine (09) quota applications
with seven (07) registered manufactures to determine if there were any pending administrative/legal
* actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Alliance Contract Pharma (11531) (O)A4:EXTXE)

Neogen Corp (11533)
Cambrex (11534)
Cambrex (11535)
AmeriSource OGhio (11536)
AmeriSource Ohio (11537)
Johnson Matthey (11538)
Paddock (11539)

QUOTA APPLICANT WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4);()T)E)

Currently Under Review/Investigation

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g}{s);{b)m{ pr SC

(b)(6);(b)T)HC)
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Memorandum m‘%
%G*'\anﬂ‘fﬁ
Subject Date

Quota Letters Received as of May 26, 2011
(DFN: 630-08.2)

AN o3 11

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

From

Qu e Ko
Barbara J. Bogckholdt, Chief
Regulatory Section
Office of Diversion Control

On May 26, 2011, this section received your e-mail requesting a review of thirty-seven (37} quota
applications from twenty-three (23) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Actavis South-Atlantic (11552)
Amneal — Hauppage (11587)
Aurolife Pharma (11577)

Barr Laboratoriess (11553)
Boehringer Ingclheim (11579)
Boehringer Ingelheim (11575)

CorePharma Wood Avc (11547)
CorePharma Wood Ave (11546)
CorePharma Wood Ave (1 1548)

DSM (11581)

Impax Pennsylvania (11578)
Johnson Matthey (11567)
Johnson Matthey (11563)
Johnson Matthey (11565)
Johnson Matthey (11568)
Johnson Matthey (11569)
Johnson Matthey (11570)
Johnson Matthey (11564)
Johnson Matthey (11571)

(0)(4);()T)E)
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Mallinckrodt St. Louis (11583)

Mallinckrodt St. Louis (11582)

Mallinckrodt St. Louis (11558)

Mallinckrodt St. Louis (11584)

Medisca (11599)

Mylan Chestnut Ridge Road, West Virginia (11560)
Noramco (11588)

Noramco Delaware (11562)

Norameo Delaware (11561)

Novartis Consumer Health Lincoln (11 585)
Patheon (11550)

Purduc (11586)

Rhodes (11580)

Sandoz (formerly Geneva Pharmaceuticals (11557)
Specialty Compounding (11556)

Vintage Pharmaceuticals (11549)

Vintage Pharmaceuticals (11589)

(0)(4);()T)E)

QUOTA APPLICANTS WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4);()T)E)

Per consultation with the field offices, DEA does not have sufficient
quota requests from these registrants. Based on this information,

completion of the quota applications.

If you have any guestions

(b)(6);(b)T)HC)

Vol. [l Page 375

pertaining to this information, please feel free to contact me

Currently Under Review/Investigation

grounds to limit, restrict, or deny
ODG suggests that you proceed with the

(0)(6);(b)T)( or SC

C)




Memorandum

Subject Date
b)) (DEA 0@ 006
2011 Procurement Quota Increase Request

Hydrocodone JUNOQ S 201

(DFN:630-08.2)

To Fr

o cdbo LT
Christine A. Sannerud, Ph.D, Chief Barbara J. Bgockholdt, Chief
UN Reporting and Quota Section Regulatory Section
Office of Diversion Control Office of Diversion Control

On June 3, 2011, this section received your memorandum requesting a review of a quota increase
submitted by [b)(4) |ODQ is requesting a review of [0)(@) lcustomer list,
specifically, information on whether the applicant’s customers are currently under investigation or are
subject of an order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately ninety-seven (97) of [(b)(4)
customers as well as on [(0)(4) |

The following derogatory information was found on the four (4) below listed customers:
(b)(4).(L)(T)(E)

Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Tnvestigation

DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.
Based on this information, ODG suggests that you proceed with the completion of the request submitted
by |(b)(4) |for the quota increase.

If you have any questions pertaining to this information, please feel free to contact me2)©® "l or SC
(D)(B);(b)(7)C)
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Memorandum m
%,Os,,«;

Subject Date

Quota Lctters Received as of June 9, 2011

(DFN: 630-08.2)

JUN 1 5 201
To From
ﬁ! ook Ao Ll7-
Christine A. Sannerud, Ph.D., Chief a?BLara J. Bgbckholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control

Office of Diversion Control

On June 9, 2011, this section received your c-mail requesting a review of twenty-six (26) quota
applications from twenty-three (23) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Hisamitsu California Laboratories (11281)
Halo Pharmaceutical Company (11592)

Patheon (11593)

Noramco Delaware (11594)
Amneal - Hauppage (115965)
Alza Vacaville (11597)

Novel Laboratories (11598)
Cerilliant (11600)

Watson (11602)

B&B Pharmaceuticals (11604)

Kremers Urban Pharma (11605)

Watson Pharma (11607)
Elan Holdings (11608)

Almac Clinical Services (11610)

Alza Vacaville (11611)

Alza Vacaville (11612)
Siegfried (11613)
Mallinckrodt St. Louis (11614)

Catalent Pharma Solutions (11615)
Halo Pharmaceutical Company (11616)

(0)(4);()T)E)
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Pharm-RX (11617)

B&B Pharmaceuticals (11618)

AmeriSource Ohio (11619)

Anderson Packaging, Inc. (11620)

Sandoz (formerly Geneva Pharm, Inc) (11621)

(0)(4);()T)E)

QUOTA APPLICANT WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4);()T)E)

Currently Under Review/Investigation

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you procecd with the
completion of the quota applications.

If vou have any questions

(b)(6);(b)T)HC)

pertaining to this information, please feel free to contact me[%)® " or SC
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Memorandum

Subject

Quota Letters Received as of June 23, 2011
(DFN: 630-08.2)

Date

J 01 201

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

F
?W—%o ¢ (_LA . W
Barbara J. Boodkholdt, Chief

Regulatory Section
Office of Diversion Control

On June 23, 2011, this section received your e-mail requesting a review of nineteen (19) quota
applications from eighteen (18) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Johnson Matthey (11456)
Watson Pharma (11603)
Norac (11622)

Banner California (11623)

Hisamitsu California Laboratories (11624)

Alza Vacaville (11625)
Alza Vacaville (11626)

Catalent Pharma Solutions (11627)

Mirror Pharmaceuticals (11628)

Bilcare Global Clinical Supplies (11630)
Pharmaceutical Associates (11631)

Endo Pharmaceuticals (11634)
Mallinckrodt St. Louis (11637)
VistaPharm (11638)

Alvogen (11639)

Novartis Consumer Health Lincoln (11640)

Hospira, Inc. NC (11646)

Mikart Marietta Boulevard (11647)
Mikart Marietta Boulevard (11647) 2 of 2

(0)(4);()T)E)
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel frec to contact me g}{s);{b)m{ or SC
|{b){6);{b){?){C)
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Memorandum mﬁ
K
Subject Date

Quota Letters Received as of July 1, 2011
(DFN: 630-08.2)

JUL 12 2011

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

Fr,

Moa c{'/) ° (ﬁf\ﬂ'
Barbara J. Boockholdt, Chief

Regulatory Section
Office of Diversion Control

On July 01, 2011, this section received your e-mail requesting a review of twelve (12) quota applications
from seven (07) registered manufacturers to detcrmine if there were any pending administrative/legal
actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ete), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Freedom Pharma (11651)

Freedom Pharma (11652)

Freedom Pharma (11653)

Freedom Pharma (11654)

Freedom Pharma (11655)

Med Shop Total Care (11656)

Mylan Pharmaceuticals (11657)

Mylan Pharmaceuticals (11658)
Pharmaceutical Manufacturing (11659)
Epic Pharma (11660)

Watson Connecticut (11661)

Halo Pharmaceutical Company (11678)

(0)(4);()T)E)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me DOCIN br SC

(b)(6);(b)T)HC)
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Memorandum m‘%
=

Subject
|{b){4);{b){7){E)

2011 Procurement Quota Increase Request

DN 0. 082) JUL 12 2011

Date

To Fr
0. (. ‘.&}dmu LAt
Christine A. Sannerud, Ph.D, Chief Barbara J. Bogckholdt, Chief

UN Reporting and Quota Section Regulatory Section
Office of Diversion Control Office of Diversion Control

On April 26, 2011, this section received your memorandum requesting a review of a quota increase
submitted by(b)(4) is requesting a 2011 procurement quota increase
of 4,913kg of hydrocodone. You indicate that, if granted, the total 2011 procurement quota would be
17,713kg of hydrocodone. ODQ is requesting a review oustomer list, specifically,
information on whether the applicant’s customers are currently under investigation or are subject of an
order to show cause or immediate suspension order. The original request was returned to 0ODQ due to the

lack of|(b)(4) ustomers’ DEA registration numbers. On May 13, 2011, ODQ resubmitted the
memorandum submitted on April 26, 2011 with the appropriate information.

ODGR conducted NADDIS and CSA reviews of approximately onc hundred forty-two (142) of[®)(4)

customers as well as on|(b)(4)

The following derogatory information was found on the eight (8) below listed customers:

b)(@);(b)(7)(E .
CHDEXNE Currently Under Review/Investigation

Currently Under Suspension

Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Order to Show Cause
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation

Because of the pending investigations of the above listed customers, ODG recommends that ODQ adjust
the quota allotted to |{b){4) accordingly.

If you have any questions pertaining to this information, please fcel free to contact me g’))@?{bm{ or SC
(b)(6);(b)(T)(C) |
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Memorandum m
=
Subject Date

Quota Letters Received as of July 14, 2011
(DFN: 630-08.2)

JuL 21 201

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

Fr
gnamf» oool—A‘_" Ll
Rarbara J. Bodckholdt, Chief

Regulatory Scction
Office of Diversion Control

On July 14, 2011, this scction received your e-mail requesting a review of thirty (30) quota applications
from twenty-scven (27) registered manufacturers to determine if there were any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Anesta (11676)
Teva Pharmaceuticals (11677)

AAI Pharma 1726 N. 23" St (11679)
Vintage Pharmaceuticals (11680}
Vintage Pharmaceuticals (11681)
Catalent Pharma Solutions (11683)
Norwich Pharmaceuticals (11684)

B & B (11685)
Fisher - Bristol, PA (11686)

Clinical Supplies Mgmt (11687)

Barr New Jersey (11688)
Janssen Puerto Rico (11689)
Core Rx (11690)

Durect (11692)

Formurex (11693)

Elite (11694)

Hospira, Inc. NC (11698)
Watson Connecticut (11699)
Cerilliant (11700)

CorePharma Wood Ave (11701)

(0)(4);()T)E)
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Patheon (11702) EI@ O7E)

King Pharmaceuticals (11703)

Impax Pennsylvania (11704)

CAPS (11705)

Watson Connecticut (11707)

UCB Manufacturing (formerly Celltech NY) (11708)
UCB Manufacturing (formerly Celltech NY) (11709)
Dispensing Solutions, Inc. (11712)

Novartis Consumer Health Lincoln (11713)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me[?)®®lor SC
(b)(6);(b)(T)(C)
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Memorandum

Subject

Quota Letters Received as of July 19, 2011
(DFN: 630-08.2)

Date

JuL 21 2011

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

From -
L. ocdA

K J.‘fi&gﬁg&m, Chief

Regulatory Section

Oftice of Diversion Control

On July 19, 2011, this section received your e-mail requesting a review of sixteen {16) quota applications
from registered manufacturers to determine if there were any pending administrative/legal actions against

these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Medisca (11559)
Upsher-Smith (11714)
Upsher-Smith (11715}
Par (11716-1)

Par (11716-2)

Patheon (11717)

Purdue (11718)

DPT Paco Way (11719)
Tris Pharma, Inc. (11720)
UMISS (11721)

Aurolife Pharma (11722)
Impax Pennsylvania (11723)
Sandoz (11724)

Lannett {(11725)

Halo Pharmaceutical Company ([ 1726)

Epic Pharma (11727)

(0)(4);()T)E)
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Per consultation with the ficld officcs, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questjons pertaining to this information, please feel free to contact me g’))@?{bm{ or SC

(b)(6);(b)T)HC)
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Memorandum m
=

&

Subject Date

Quota Letters Received as of July 22, 2011
(DFN: 630-08.2)

JUL 2 9 2014

o I?‘a_,uh /Somé_AA L+
Christine A. Sanncrud, Ph.D., Chicf arbara J. Bogckholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control Office of Diversion Control

On July 22, 2011, this section received your e-mail requesting a review of twenty-six (26) quota
applications from twenty-three (23) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

(b)(4).(L)(T)(E)
Med-Pharmex (11200)

Fisher Clinical Serices (11728)
Interchem Corp (11729)

Restek (11730)

PD-RX Pharmaceuticals (11731)
Catalent Pharma Solutions (11732)
Amneal — Hauppage (11733)

Tris Pharma, Inc. (11734)
Hisamitsu California Laboratories (11735)
Epic Pharma (11736)

Aptuit, Inc. (11737)

Par Pharmaceuticals (11738)
Siegfried (11739)

Siegfried (11740)

PD-RX Pharmaceuticals (11743)
AmeriSource Ohio (11744)
Nostrum Labs, Inc. (11745)
Aptuit, Inc. (11746)

UPM Pharmaceuticals (11747)
Watson Pharmaceuticals {(11748)
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Metrics (11749) (D ENNE)
Janssen Puerto Rico (11750)
Elan Holdings (11752)
Aurolife Pharma (11753)
Pisgah Labs (11754)

Great Southern (11755)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g}{s);{b)m{ or SC
(b)(6);(b)(T)(C)
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Memorandum @%

=
Subject Date

Quota Letters Received as of July 29, 2011
(DFN: 630-08.2)

A 03 2%

Tao

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

o iy 5 Ay g,
Barbara J. Boockholdt, Chief

Regulatory Section
Office of Diversion Control

On July 29, 2011, this section received your e-mail requesting a review of twenty (20) quota applications
from fifteen (15) registered manufacturers to determine if there are any pending administrative/legal
actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible ficld offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Pathcon (11757)

Johnson Matthey (1175%)
Johnson Matthey (11759)
Johnson Matthey (11760)
Johnson Matthey (11761)

University of Mississippi (11762)
ANI Pharmaceuticals, Inc. (11763)

Cerilliant (11764)
Chemtos (11765)

Penick (11766) (1 of 2)
Penick (11766} (2 of 2)
Letco Medical (11766)
Noramco Georgia (11769)
Norac (11770)

Watson Pharmaceuticals (11771)

HiTech (11772)
Penick (11773) (1 of 2)
Penick (11773) (2 of 2)
Metrics (11774)
AustarPharma (11775)

(0)(4);()T)E)
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me g’))@?{b)m{ or SC
(b)(6);(b)(T)(C)
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Memorandum M
<2
Subject Date

Quota Letters Received as of August 4, 2011
(DFN: 630-08.2)

AUG 0 9 2011

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

From

oou’gé W7 e
Gl Bﬁ?ckholdt, Chief

Regulatory Section
Office of Diversion Control

On August 4, 2011, this section received your e-mail requesting a review of fifteen (15) quota
applications from fifteen (15) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their

input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Archimica (11777)

Tris Pharma, Inc. (11778)
Anderson Packaging, Inc. (11779)
Paddock (11781)

Noramco (11781)

Fleming and Co. (11785)

Watson Pharmaceuticals (11786)
Mallinckrodt St. Lowis (11787)
Cambrex (11788)

Microgenics (11789)

Amneal — Hauppage (11790)
Fisher Clinical (11791)

Catalent Pharma Solutions (11792)
Hospira, Inc. NC (11793)

DSM (11794)

(0)(4);()T)E)

QUOTA APPLICANT WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4)

Under Investigation/Discussion Ongoing
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

|lf you have any questions pertaining to this information, please feel free to contact me g}{s);{b){?){ or PA
(D)(B).(b)THC)
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Memorandum

Subject Date
|{b){4);{b){7){E) |
2011 Procurement Quota Increase Request AUG 1 1 2011

Hydrocodone
(DFN: 630-08.2)

te N oA Ao LT

e
Christine A. Sanncrud, Ph.D., Chief Barbara J. Bogckholdt, Chief
Drug & Chemical Evalutaion Section (ODQ) Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On August 4, 2011, this section received your memorandum requesting a review of a quota increase
submitted by [0)4) |ODQ is requesting a review of[P)®) |customer list,
specifically, information on whether the applicant’s customers are currently under investigation or are
subject of an order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and seventy-nine (179) of
(b)(4) customers as well as on

The following information was found on and the below listed customers:

(OO EXNE) Currently Under Review/Investigation

Retired

Retired

Retired

Currently Under Suspension
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
Currently Under Review/Investigation
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DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.
Based on this information, ODG suggests that you proceed with the completion of the request submitted
by [P)(4) for the quota increase.

|If vou have any guestions pertaining to this information, please feel free to contact me[?®©or SC
(D)(B).(b)THC)
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Memorandum \
=Y
Subject Date
Quota [etters Received as of August 15, 2011,
(DFN: 630-08.2) AUG 2 2 20"
To From _
Lo 804 b
Christine A. Sannerud, Ph.D., Chief Barbara J. Bo oldt, Chief

Drug & Chemical Evaluation Section
Office of Diverison Control

Regulatory Section
Office of Diversion Control

On August 17, 2011, this section received your e-mail requesting a review of seventeen (17) quota
applications from registcred manufacturers to determine if there are any pending administrative/legal
actions against these applicants and to advisc ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Actavis Elizabeth LLC (109037)
Alza Corporation (109028)
Ameridose, LL.C (109030)
Amcridose, LLC (109063)

Amneal Pharmaceuticals of NY, LLC (109141)

Cody Laboratories, Inc. (109075)

Hospira Inc (109099)

Janssen Cilag Manufacturing TLC ( 109098)
Mallinckrodt Inc (109119)

Mallinckrodt LLC (109072)

Micron Technologies (109060)

Neos Therapeutics, LP (109033)

Noramco (109130)

Ohm Laboratories (109034)

Purdue Pharmaceuticals LP (109086)

Sharp Corporation (109031)

West-Ward Pharmaceuticals Corp (109113)

(0)(4);()T)E)

QUOTA APPLICANTS WITH ADVERSE OR DERGOATORY INF ORMATION

(0)(4);()T)E)
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Per consultation with the field offices, DEA docs not have sufficient grounds to [imit, restrict, or deny

quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me[2®®0|or SC

C
(0)(6).(b)(7)(C) )
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Memorandum @*ﬁ.
=

Subject Date

Quota Letters Received as of August 17, 2011
(DFN: 630-08.2)

AUG 2 2 201

To From

. . dee% P W_
Christine A. Sannerud, Ph.D., Chief Barbara J. Bdockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On August 17, 2011, this section received your e-mail requesting a review of twenty-one (21) quota
applications from eighteen (18) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

AmenSource Ohio (11795) (D ENNE)

ECI Pharmaceuticals (11796)
Tris Pharma, Inc (11797)
Noramco (11798)

Watson Pharmaceuticals (11799)
Watson Pharmaceuticals (11800)
Watson Pharmaceuticals (11801)
DSM (11802) '
Safecor Health, LLC (Regional Service Center (11803)
Nexgen Pharma, Inc (11804)
Cerilliant (11805)

PD-RX Pharmaceuticals (11807)
Advanced Pharma (11808)
Advanced Pharma (11809)
OHM Labs (11810)

Elan Holdings (11811)

Cambrex (11814)

Cambrex (11815)

Bio Pharm (11816)

Norac (11770)
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QUOTA APPLICANTS WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4);()T)E)

Per consultation with the ficld offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from thesc registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, pleasc feel free to contact me Eté))@;{bJ{?) or SC
(b)(6);(b)(T)(C)
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Memorandum @z
=2
Subject Date

Quota Letters Received as of August 22, 2011
(DFN: 630-08.2)

SEP o 6 2011

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

F
gﬂ @«%o . ckjv' P
Barbara J. Boogkholdt, Chief

Regulatory Section
Office of Diversion Control

On August 22, 2011, this section received your e-mail requesting a review of five (05) quota applications
of registered manufactures to determine if there were any pending administrative/legal actions against

these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Actavis South-Atlantic (11819)

Mpylan Chestnut Ridge Road, W.VA (11820)

PCCA (11821)
Chemtos (11822)

Lehigh Valley Technologies, Inc (11823)

(0)(4);()T)E)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the guota applications.

If you have any questions pertaining to this information, please feel free to contact mels)

(b)(6);(b)T)HC)

OO | o S
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Memorandum m
=Y
Subject Date

Quota Letters Received as of August 26, 2011
(DFN: 630-08.2)

SEP 0 6 208

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

From
o b ‘dda o w
Barbara J. Beockholdt, Chief

Regulatory Section
Office of Diversion Control

On August 26, 2011, this section received your e-mail requesting a review of eight (08) quota applications
of registered manufactures to determine if there were any pending administrative/legal actions against

these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Hercon Labs Corp (11824)
Johnson Matthey (11825)
Aphena Pharma (11826}
Rhodes (11827)

Hisamitsu California Laboratories (11828)

Tris Pharma, Inc. {11830)

Lehigh Valley Technolgies, Inc. (11831)

AmeriSource Ohio (11832)

(0)(4);()T)E)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If vou have any questions pertaining to this information, please feel free to contact me [P)6).©)X7)(or SC

(b)(6);(b)T)HC)

C)
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Memorandum

Subject

Quota Letters Received as of September 2, 2011
{DFN: 630-08.2)

Date

SEP 0 8 2011

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

ifigt of Diversion Control

On September 6, 2011, this section received your e-mail requesting a review of eighteen (18) quota
applications from sixteen (16) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the [indings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

PD-RX Pharma, Inc. (11833)
Norac (11834)

Johnson Matthey (11835)

Johnson Matthey (11836)

Sandoz (11837)

Pathcon (11838)

Metrics (11840)

Metrics (11841)

Vintage Pharmaceuticals (11843}
Vintage Pharmaceuticals (11844)
AMRI Rensselear, Inc. (11845)
PharmaForm (11846)

ANI Pharmaceuticals, Inc. (11847)
Johnson Matthey (11848)
Cerilliant (11849)

Watson Pharma (11850}
Pharmaceutics International (11851)
Elan Holdings (11852)
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, QDG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, plcase feel free to contact me g}{s);{b)m{ or SC
(b)(6);(b)(T)(C)
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<, Geeain,

Memorandum m%
‘%Oj

et

Subject Date
|{b){4);{b){7){E)

2011 Procurement Quota Increase Request

Hydrocodone sEP 0 8 m“

(DFN: 630-08.2)

To From

Bal AaaM. Ll
Christine A, Sannerud, Ph.D., Chief Barbara J. Bopckholdt, Chief
Drug & Chemical Evalutaion Section (ODQ) : Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On August 4, 2011, this section received your memorandum requesting a review of a quota increase
submitted by[®®) | ODQ is requesting a review of (D)) lcustomers list,
specifically, information on whether the applicant’s customers are currently under investigation or are
subject of an order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and seventy-nine (179) of
(0)(4) customers as well as an in-depth investigation of w

ODG has determined that[*® request for a quota increase should be denied. Grounds for this action
are based upon[®® failure to provide effective control against diversion of the controlled substances

they manufacture as required by Title 21 USC 824(a)(4).

If you have any questions pertaining to this information, please feel free to contact me g){fﬁ);{b){?){ or SC
(D)(B);(b)(7)C)
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Memorandum m
</

Subject Date

Freedom Pharmaceuticals |2 ®7)®)

2011 Procurement Quota Request
Hydrocodone and Oxycodone

(DFN:630-08.2) OCT 0 4 2011

o Flgna»_&nj\];;&é coch o LT

Christine A. Sannerud, Ph.D, Chief Barbara J kholdt, Chief
UN Reporting and Quota Section Regulatory Section
Office of Diversion Control Office of Diversion Control

On September 20, 2011, this section received your memorandum requesting a review of Freedom
Pharmaceuticals’ customers list, specifically, information on whether the applicant’s customers are
currently under investigation or are the subject of an order to show cause or immediate suspension order.

Freedom Pharmaceuticals provided a list of its customers. The names of the customers were run through
NADDIS to determine if there were any open field investigations. The DEA registration numbers were

also run through RICS to determine if the registrations were current. These checks yielded the following
results:

No derogatory information was found

DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.

Based on this information, ODG suggests that you proceed with the completion of the request submitted
by Freedom Pharmaceuticals for the quota increase.

|If you have any questions pertaining to this information, please fell free to contact me|%)®®"Xor SC
(b)(6);(b)(T)(C)
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Memorandum

Subject Date
|{b){4);{b){7){E) |
2011 Procurement Quota Increase Request

Hydrocodone mT 0 4 20”

(DFN: 630-08.2)

To Fr /
i

Christine A, Sanncrud, Ph.D., Chief Barbara L. Boo oldt E‘é

Drug & Chemical Evaluation Section (ODQ) Regulatory Section (ODG)

Office of Diversion Control Office of Diversion Control

On August 19, 2011, this section received your memorandum requesting a review of a quota increase
submitted by(b)(4) |ODQ is requesting a review of |(b)(4) |customer list, specifically,
information on whether the applicant’s customers are currently under investigation or are subject of an
order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and fifty-five (155) of
o]

b)(4) customers as well as an in-depth investigation o
The below listed information was found on[P)(4) customers:
| Currently Under Review/Investigation
(b)(4);,(bX7)E)
| Currently Under Review/Investigation
(b)(4);,(bX7)E)
| Currently Under Review/Investigation
(b)(4);(bX7)E]
| Currently Under Review/Investigation
(b)(4);,(bX7)E)
Currently Under Review/Investigation
(b)(4);,(bX7)E)
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| Currently Under Review/Investigation

(B)4)(R)T)E)

| Currently Under Review/Investigation

(b)) (L)) (L)TNE)

(b)) (R)THE)

Currently Under Review/Investigation

| Currently Under Review/Investigation

(B)4)(R)T)E)

| Currently Under Suspension

(B)4)(R)T)E)

| Currently Under Suspension

(B)4)(R)T)E)

Based upon a review of

(b)(4)

|{b){4)

and nine (9) customers are under Review/Investigation.

Quota to

b)(4)

customers, ODG recommends that GDQ adjust the quota granted to this

company. Two of[)(@) Eustomers are currently under an Immediate Suspension Order [©)4)

hould be reduced by at least the total kilogram amounts sold by the company to the

above list ed[b)(4) eustomers.

If you have any questions pertaining to this information, please feel free to contact me [2/©®)7)

|{b){6);{b){?){C)

(©)
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Memorandum (Aga
K
Norcprw

Subject Date
Quota Letters Received as of September 19, 2011

(DFN: 630-08.2) OCT O'5 2011

To From

cock ko WL
Christine A. Sannerud, Ph.D., Chief Barbara J. Bgockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On September 19, 2011, this section received your e-mail requesting a review of eleven (11) quota
applications from ten (10) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and reccommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Clinical Supplies Management (11853) (D) ONTIE)

Mikart (11854)

Almac Clinical Services, Inc (11855)

Vista Pharm Inc (11856)

Medisca Inc. (11857)

Johnson Matthey (11858)

Vortech Pharmaccuticals Ltd (11859)
Cerilliant Corporation (11860)

Paddock Laboratories, LLC {11862)

Vintage Pharmaceuticals (11843) || @3
Vintage Pharmaceuticals (11844) et

Per consultation with the field offices, Drug, Theft, and Loss queried, DEA does not have sufficient
grounds to limit, restrict, or deny quota requests from these registrants. Based on this information, ODG
suggests that you proceed with the completion of the quota applications.

If vou have anv questions pertaining to this information, please feel free to contact me g)@;{bm{ or PA

(b)(6);(b)T)HC)
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Memorandum \

Subject Date

Quota Letters Received as of September 26, 2011
(DFN: 630-08.2)

0CT-0'5 2011

T F

° W o Lo Gl F
Christine A. Sannerud, Ph.D., Chief Barbara J. Bogtkholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On September 26, 2011, this section received your e-mail requesting a review of thirty-four (34) quota
applications from thirty-three (33) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODQ of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommmendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Actavis MidAtlantic LLC (109528) (O)AR)TIE)

Amneal Pharma of New York LLC (109260)
Archimica, Inc (109471)

B&B Pharmaceuticals (109489)
Bio-Pharm Inc (109258)

Boehringer Ingelheim Chem Ine (109259)
Capricorn Pharma Inc (109463)

Cerilliant Corporation (109501)
CorePharma, LL.C (109517)

DSM Pharmaceuticals, Inc. (109488)
Epic Pharma LLC (109493)

Glatt Air Techniques Inc. (109472)
Mallinckrodt Inc (109487)

Mylan Pharmaceuticals Inc (109366)
Mylan Pharmaceuticals Inc (109420)
Mylan Pharmaceuticals Inc (109263)
Neos Therapeutics, LP (109184)
Noramco Inc (109523)

Noramco Inc (109524)

Norwich Pharmaceuticals Inc (109462)
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; (D)(4).(b)(T)E)
Noven Pharmaceuticals, Inc (109499)

Patheon Pharmaceuticals, Inc (109500)
Purdue Pharmaceuticals LP (109195)

Sharp Corporation (109264)

Specialty Compounding LLC (109465)

Stat RX USA LLC (109521)

Tris Pharma Inc ((109520)

Vista Pharm Inc (109490)

Watson Laboratories Inc — Florida (109503)
Watson Laboratorics Inc — Florida (109505)
Emerson Resources, Inc (11865)
Thermofisher Scientific (11866)

Nesher Pharmaceuticals LLC (11868-1)
Nesher Pharmaceuticals LLC (11868-2)

Please note that [P)*).0)7)(E) | listed above is not the[P® |
currently under investigation, |

(B)4)(R)T)E)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me RO or SC
(b)(6);(b)(T)(C)
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Memorandum m
%Oj

Subject Date

Mikart Inc. (DEA #2® 00
2011 Procurement Quota Increase Request

Hydrocodone wT 1 3 m1

(DFN:630-08.2)

To From

B o0 a s u:fd
Christine A. Sannerud, Ph.D, Chief Barbara J. Boogkholdt, Chief
UN Reporting and Quota Section Regulatory Section
Office of Diversion Control Office of Diversion Control

On September 30, 2011, this section received your memorandum requesting a review of Mikart Inc’s
customers list, specifically, information on whether the applicant’s customers are currently under
investigation or are the subject of an order to show cause or immediate suspension order.

Mikart Inc. provided a list of [P |customers. The names of the customers were run through NADDIS
to determine if there were any open field investigations. The DEA registration numbers were also run
through RICS to determine if the registrations were current. These checks yielded the following results:

No derogatory information was found
DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.

Based on this information, ODG suggests that you proceed with the completion of the request submitted
by Freedom Pharmaceuticals for the quota increase.

If you have any questions pertaining to this information, please fell free to contact me |2 ©XMMor SC
|{b){6)Q{b){7){C)
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Memorandum @‘%
o/

Subject
(b)) (DEA [POONE |
2011 Procurement Quota Increase Request

Hydrocodone OCT 1 3 m“

(DFN: 630-08.2)

Date

1 Ignm_. OOCLA-"’ w

Christine A. Sannerud, Ph.D., Chief Barbara J. Boogkholdt, Chief
Drug & Chemical Evalutaion Section (ODQ) Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On September 30, 2011, this section received your memorandum reguesting a review of a quota increase
submitted by[®)(4) (ODQ 1s requesting a review of |(b)(4) Icustomer list,
spectfically, information on whether the applicant’s customers are currently under investigation or are
subject of an order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and thirty-stx (136) of
f_(b)(4)

b)(4) ustomers as well as an in-depth investigation o

The below listed information was found on (b)(4) Customers:

| ' Currently Under Review/Investigation
(b)) ()7 )E) ~

| Currently Under Review/Investigation
(b)(4);(e)T)E)

| Currently Under Suspension
(b){4),(b)(TXE)

| Currently Under Review/Investigation

(B)4)(R)T)E)

| Currently Under Review/Investigation
(b)(4);(R)(5)XT)HE)
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(B)4)(R)T)E)

| Currently Under Review/Investigation

| Currently Under Review/Investigation

(b)(4);(e)T)E)

| Currently Under Review/Investigation
(B)4)(R)T)E)

| Currently Under Review/Investigation

(B)4)(R)T)E)

| Currently Under Review/Investigation

(b)(4);(e)T)E)

| Currently Under Review/Investigation
(b)) ()7 )E)

| Currently Under Review/Investigation
(0)(4);(b)T)E)

Currently Under Review/Investigation

(L)) )TN

(0)(4);()T)E)

Retired

Retired

Retired

Based upon a review o

(b)(4)

company. One 0f|§b)(4) |c

customers, ODG recommends that ODQ adjust the quota granted to this

ustomer is currently under an Immediate Suspension Order {£)4) |

0)4) | twelve (12) customers are under Review/Investigation, and three (3) are retired.

Quota to[(b)(4)  should be reduced by at least the total kilogram amounts sold by the company to the

above listed customers.
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If you have any questions pertaining to this information, please feel free to contact me

|{b){6);{b){?){C)
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(C)
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Memorandum m
Subject Date

Quota Letters Received as of October 14, 2011
(DFN: 630-08.2)

Tao

Christine A, Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

Regulatory S&Ction
Office of Diversion Control

On October 14, 2011, this section received your e-mail requesting a review of five (5) quota applications
of four (4) registercd manufactures to determine if there were any pending administrative/legal actions
against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Diamond Animal Health (11880)
Sun Pharmaceutical (11882)
Johnson Matthey (11885)
Johnson Matthey (11886)

(0)(4);()T)E)

Per consultation with the DEA Atlanta Field Division, further investigation/review is needed for the quota
| WTHE)

request of [P)4)

IDEA number|®®):®

|due to a name change.

Per consultation with the field oftices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please feel free to contact me[P)®.0)7)| or PA

|{b){6);{b){?){C)

C)
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5)0). 1
(b)4) b5
B R
Z 4
[~ A
Octaber 10, 2011 o O&
-~ %7-
2
S

Drug Enforcement Administration
Office of Diversion Control

8701 Morrissette Drive ‘{3:
Alexandria Virginia 22301

Dr. Christine Sannerud, PH.D., // (? (?

RE: Additional Procurement Quota for Methylphenidate HC|
Registration Number 0)(7)E)

[Dr. Sannerud:

This letter is to request additional procurement quota of |{b){4) |of (DEA code 1724)'
Methylphenidate HC| anhydrous base. |

(b)(4)

(0)4) __Jis providing the following data as support for the additional quota request.

©)), ()7 )(E) | | Base (kg)
(b)(4)

(b)4)

| We also request that your office consider a
pending return of (D)) [If considered, our total quota request is:
0)14) [kel.
Feel free to contact me at [P)6) ith any questions you have concerning this
request, '

Sincerely, , | ~
b)(8)

Director, Materials Management
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I(b){S);{b)U){C)

From: |(b){6);{b){?){C)

Sent: B, 2011 5:29 PM

To: b){(6);(b)(7)HC)

Subject: RE: Quota Request{b)4) [Letters Received as of October 14, 201 1)

(L)XO)OXTNC|this campany is changing ownership, have nat seen anything requesting the change of name/ownership yet,
Did they indicate anything in their request? However, they are on our work plan FY 12 and the Dl is awarce of the
anticipated change of name and ownership. Let me know if | can do anything else.

b)(E),(b)THC)

Group Supervisor

DEA Atlanta Division

b)(6).)(7)(C) . Office

- Cell

“in any moment of decision the best thing you can do

is the right thing, and the next thing is the wrong thing, and

the worst thing that you can do is nothing.”
Theodore Roosevelt

From:[P® BIN0)

Sent: Tuesday, October 18, 2011 4:15 PM
To:[b)E).(0)(7)C)
Cc:

Subject: Quota Request[®®) KLetters Received as of October 14, 2011)
Importance; High

Hello [B)E)(0XTHC)

The request | sent for b)(4) has another name, have they requested a name change, or is this change of
cwnership (reason for name change)? RICS do not reflect the new name, SEE BEL QW

1
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me:l{b){S);{b){7){C)

Sent: Tuesday, October 18, 2011 4:08 PM
To: |{b){6);{b){7){c)

Subject: RE: Quota Letters Received as of October 14, 2011

(b)(6);(b)T)HC)

According to the documentation received from each company the names are correct:

o [D)4)

CSA has vet to be updated with the current information.

Thanks,

|{b){6);{b){?){C) |

Program Analyst
Quota Unit (ODQ)
UN Reporting and Quota Section
Office of Diversion Control

Drug Enforcement Administration
(b)(6);(b)T)HC)

From: |{b){6);{b){7){c) |

Sent: Tuesday, October 18, 2011 11:57 AM

To;|(b){6);{b){7){c)

Cc: Boockholdt, Barbara J.{P)6).(0)N(C)

Subject: RE: Quota Letters Received as of Octaber 14, 2011
Importance: High

Helto|®XE)mXTHC)

Can you please verify the registrants name, based on RICS the NAME below do not match the DEA number in RICS.

2
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b)(7)(E)

11880 [0b)4)

11884

From: Boockholdt, Barbara J.

Sent: Friday, October 14, 2011 5:31 PM

To:|(b){6);{b){7){c) |

Subject: FW: Quota Letters Received as of October 14, 2011

Barbara J. Boockholdt, Chief
Regulatory Section

Office of Diversion Control
(D)(B).(b)THC) - desk
L fax

L cell

From:|{b){6);{b){7){c) |

Sent: Friday, October 14, 2011 4:42 PM

To: Boockholdt, Barbara 1.:4b)(6).(b)(7)(C)

Cc:|(b){6);{b){7){c) |Hi||, Robert L.
Subject: Quota Letters Received as of October 14, 2011

Good Afternoon,
Below is a list of quota ap plications from DEA-registered manufacturers received as of October 14, 2011.

We request that ODG and ODP review for pending administrative,/ legal action against these applicants
and advise ODQ of your findings.

Thank you in advance.,

Registration
Log In # Company Name #

11880 [P (0)(7)(E)

3
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11882 (b)(4) b){7)E)
11884

11885
11886

(b)(6);(b)T)HC)

Program Analyst

Quota Unit (ODQ)

UN Reporting and Quota Section
Office of Diversion Control

Druyg Enforcement Administration
(D)(B).(b)THC)

4
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Memorandum

Subject Date

Quota Letters Received as of October 7, 2011
(DFN: 630-08.2)

0CT 31 2014

To Fgm so , ( W
Christine A. Sanncrud, Ph.D., Chief Barbara J. ﬁockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control Office of Diversion Control

On October 7, 2011, this section received your e-mail requesting a review of thirty-eight (38) quota
applications from twenty-six (26) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and rccommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

B)),B)7)(E)
Actavis Elizabeth LLC (109554)

Actavis Southatlantic LLC (109591)
Akorn, Inc. (109553)

Akorn, Inc. (109552)

Cerilliant Corporation (109590)
Corepharma, LLC (109545}

Corepharma, LLC (109546)

DPT Lakewood, LLC (109547}

Halo Pharmaceutical, Inc (109588)

Halo Pharmaceutical, Inc (11878)
Hisamitsu California Laboratories (11879)
Hospira, Inc. (109595)

Johnson Matthey, Inc. (109558)

Tohnson Matihey, Inc. (11876)

KVK Tech, Inc. (11870}

KVK Tech, Inc. (11872)

KVK Tech, Inc. (11873)

KVK Tech, Inc. (11874)

KVK Tech, Inc. (118735)
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Medisca, Tnc. (109585) (OO ENNE

Noramco, Inc. (109531)

Noramco, Inc. (109532)

Noramco, Inc. (109544}

OHM Laboratories, Inc (109582)

OHM Laboratories, Inc (109583}
Quality Assurance (11869)

Sandoz (form. Geneva Pharmaceuticals, Inc) (11877)
Siegfried (USA) (109543

Specialty Compounding, LLC. (109534)
Spectrum Laboratory Products (109589)
Stat RX USA, LLC (109536)

Stat RX USA, LLC (109537)

Stat RX USA, LLC (109538)

Stat RX USA, LLC (109539)

Stat RX USA, LLC (109540)

Tedora Pharma (109564) b6 (B) (7O
United Pharmacopeial Convention Inc. (109584) E;)z(?)z#() JEX

‘(b)(ﬁ);(b)(T)(C);(b)(T)
(F)

Per consultation with the ficl ice, ODGR received an email from GS| bf the Los
Angeles Field Division requesting th cellation of quota from Med-Pharmex, Inc. #11871 (DEA
(B)(@):(b)(T)(E) |DI| kLAFD) received this request via an email from [(0)(6);(b)(7)(C)

T Med-Pharmex, Inc. Bascd on this information, ODG suggests that you cancel the quota for
Phenylpropanolamine (PPA).

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
Yt;zg)?(b)( quota requests from these registrants. Bascd on this information, ODG suggests that you proceed with the
complction of the quota applications.

If you have any questions pertaining to this information, please feel free to contact meg’f@?{b)m{ or PA
|{b){6);{b){?){C) |
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b)(E),(b)THC)

From: |{b){6);{b){7){c)

Sent: Monday, October 242011 3:30 PM
To: |{b){6);{b){7){c)

Subject: FW: PPA Quota for Med-Pharmex, Inc.
FYI

From:{0)(6),b)(7)(C)

Sent: Monday, October 24, 2011 5:38 AM
To: |(b){6);{b){7){0)

Subject: FW: PPA Quota for Med-Pharmex, Inc.

[ will get Mr. ?é{)S);{b){Y to cance! his request for the addition of drug code for

PPA via letter/fax.

Please tell the HQS quota lady [P®®PC ] She had contacted you last week about Med-Phm and the setting
of her annual allotments. [ have never been in direct contact with her.

From:[P© OO Tmajito — @medgharmex.coml
Sent: Saturday, October 22, 2011 12:26 P

To:[P)O.0)XNC) | g}){fﬁ):{b){?){
Subject: PPA Quota for Med-Pharmex, Inc.

(b)(6);(b)T)HC) |
(0)(4)

So, plcase cancel our request for a quota for this year.
Thank you
Regards

|{b){6) |

Med-Pharmex, Inc.
2727 Thompson Creek Road
Pomona, CA 91767-1861

PhoneP® |

Fax[P® —

1
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Memorandum

Subject

Quota Letters Received as of October 17, 2011
(DFN: 630-08.2)

Date

NOv 04 2011,

To

Christine A. Sannerud, Ph.D., Chief
Drug & Chemical Evaluation Section
Office of Diverison Control

Fg a.lian .%d voclihs AT
Barbara J. Baockholdt, Chief
Regulatory Section

Officc of Diversion Control

On October 17, 2011, this section received your e-mail requesting a review of thirty-eight (38) quota
applications from nineteen (19) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, ctc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Prof Compounding Curs. of America (109596)
Prof Compounding Ctrs. of America (109598)
Corepharma, LLC (109601)

Vista Pharm, Inc. (10960)2)

Actavis Southatlantic LLC (109591)

KVK Tech, Inc. (109614)

KVK Tech, Inc. (109615)

KVK Tech, Inc. (109615)

KVK Tech, Inc. (109616)

KVK Tech, Inc. (109617)

Mallinckrodt, Inc. (109618)

Almac Clinical Services, Inc. (109671)
Siegfried (USA) (109683)

Siegfried (USA) (109684)

Siegfricd (USA) (109686)

KVK Tech, Inc. (109688)

Catalent Pharma Solutions, Tnc. (109690)
Anderson Packaging, Inc. (109692)

Almac Clinical Services, Inc. (109708)
Johnson Matthey, Inc. (109716)
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Johnson Matthey, Inc. (109717 ) (O)AR)TIE)
Noramco, Inc. (109721)

Norameo, Inc. (109722)

Mallinckrodt, Ine. (109730)

Mallinckrodt, Inc. (109731)

Mallinckrodt, Inc. (109732)

Mallinckrodt, Inc. (109733)

Mallinckrodt, Inc. (109734)

Mallinckrodt, Inc. (109735)

Anesta LLC, A Div. of Cephalon, In¢.)(109739)
Noramco, Inc. (109740)

Noramco, Inc. (109741)

Indace, Inc. (109744)

Mallinckrodt, Inc. (109745)

Mallinckrodt, Inc. (109746)

Janssen Ortho, LLC (109747)

KVK Tech, Inc. (109749)

Diamond Animal Health (109751)

b)(6);(b)(7)(C)i(hy
("))

(b)(6);(b)(7)(C);(b)(7)(
Per consultation with the field office, ODGR xeceived an email from GS F) of the

Los Angeles Field Division requestin ncelation of quota from Med-Pharmex, Inc. #109620
(DEA Wl—gile [LAFD) received this request via an email
from (b)(6):0)(7)(C)  bf Med-Pharmex, Inc. Based on this information, ODG suggests that you
cancel the quota for Phenylpropanolamine (PPA).

Per consultation with the field offices, DEA docs not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications, with the exception of Med-Pharmex, Tnc (109620).

If you have any questions pertaining to this information, please feel free to contact me DOCMNClor PA
(b)(6);(b)(T)(C)
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Memorandum m%
%Oj

Subject Date

Quota Letters Received as of November 1, 2011
(DFN: 630-08.2)

NOV 04 201t

To Fram Qm"‘ y. d J,.’ ﬁ

Christine A. Sannerud, Ph.D., Chief Barbara J. Boockholdt, Chief
Drug & Chemical Evaluation Section : Regulatory Section
Office of Diverison Control Office of Diversion Control

On November 1, 2011, this section received your e-mail requesting a review of two lists of forty-five (45)
quota applications from twenty-six (26) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible ficld offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION
(0)(4);()T)E)

Halo Pharmaceutical Inc. (109760)

Prof Compounding Centers of (109761)
Mallinckrodt LLC (109762)

Prof Compounding Centers of (109763)
Nesher Pharmaceuticals USA LLC (109774)
Noramco Inc. (109775)

Nesher Pharmaceuticals USA LLC ( 109777)
Watson Laboratories Inc. (109778)
West-Ward Pharmaceuticals Corp (109779)
Nesher Pharmaceuticals USA LLC (109780)
Nesher Pharmaccuticals USA LLC (109781)
Catalent Pharma Solutions, Inc. (109782)
Catalent Pharma Solutions, Inc. (109783)
Nesher Pharmaceuticals USA LLC (1 09784)
Nesher Pharmaceuticals USA LLC ( 109786)
Nesher Pharmaceuticals USA LLC (1 09787)
Mallinckrodt LLC (109788)

Paddock Laboratories LLC (109798)
Paddock Laboratories LI.C (1 09799)
Paddock Laboratories LL.C (109801)
Paddock Laboratories LLC (109802)
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. (b)(4).(L)(T)(E)
Paddock Laboratories I.LC ( 109803)

Johnson Matthey Inc. (109804)

Johnson Matthey Inc. (109805)

Johnson Matthey Inc. (109806)

Akorn, Inc. (109812)

Akorn, Inc. (109815)

Noramco Inc. (109816)

Catlent Pharma Solutions, Inc. (109823)
Vista Pharm Inc. (109830)

Elan Holdings Inc. (109831)

Elan Holdings Inc. (109835)

Paddock Laboratories Inc. (109845)
Paddock Laboratories Inc. (109846)
Vista Pharm Inc. (109846)

Alltech Associates Inc. (109863)
Cambrex Charles City (109875)
Generic Pharmaceutical Svc In (109880)
Great Southern Laboratories (1 09891)
Cambrex Charles City (109911)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

QUOTA APPLICANTS WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4);()T)E)

(0)(4);()T)E)
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(0)(4);(R)(5);()T)E)

ODG is recommending that ODQ deny the quota increase for[P®

stated information.,

If you have any questions

(b)(6);(b)T)HC)

pertaining to this information, please fecl free to contact me
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Memorandum \t

Subject Date

Quota Letters Received as of October 17, 2011
(DFN: 630-08.2)

NOV 1 0 2011

To From ‘QVMJ V. /,]JL'

Christine A. Sannerud, Ph.D., Chief Barbara J. Boockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

Reference is made to your October 17, 2011 e-mail requesting a review of thirty-eight (38) quota
applications from nineteen (19) registered manufacturers to determine if there are any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

One of the above stated requests was from Med-Pharmex, Inc. #109620, DEA JOD.EXNE) | Med-
Pharmex, in its letter, requested an increase for Phenylpropanolamine (PPA) and Pentobarbital but later
requested their request for Phenylpropanolamine be withdrawn. ODGR did not address the request for
Pentobarbital. On November 9, 2011, SCPOOMNC)  |eontacted the Los Angeles Ficld Division as
well as conducted checks in the various databases. No derogatory information was found.

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from this registrant. Based on this information, ODG suggests that you proceed with the
completion of the quota application for Med-Pharmex, Inc.

If you have any questions pertaining to this information, please feel free to contact me gb}@?{b“”{ or SC
(D)(B).(b)THC) .
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Memorandum mﬁ
=

Subject Date

Quota Letters Received as of November 8, 2011

(DFN: 630-08.2)

To From

. _ T NAY F

Christine A. Sannerud, Ph.D., Chief Barbara J. Boockholdt, Chief

Drug & Chemical Evaluation Section Regulatory Section

Office of Diverison Control Office of Diversion Control

On November 8, 2011, this section received your ¢-mail requesting a review of cight (8) quota
applications of registered manufactures to determine if there were any pending administrative/legal

actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

Anesta (11887)

KP Pharmaceutical (11888)

Metrics (11889)

King Pharmaceuticals (11890)

DSM Pharmaceuticals (11891)

Vintage Pharmaceuticals (11892)

Mylan Chestnut Ridge Road, WV (1 1893) (1 of 2)
Mylan Pharmaceuticals (11893) (2 of 2)

(0)(4);()T)E)

Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Bascd on this information, ODG suggests that you proceed with the

completion of the quota applications.

If you have any questions pertaining to this information, please fecl free to contact me Et(’;))@;{b)m or SC

|{b){6);{b){?){C)
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Memorandum @
-

f et

Subject Date

Quota Eetters Received as of November 15, 2011
(DFN: 630-08.2)
NoY1g 2011

To From 'OVM./ y, /].u?ﬁ

Christine A. Sannerud, Ph.D., Chicf Barbara J. Boockholdt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Office of Diverison Control Office of Diversion Control

On November 15, 2011, this section received your e-mail requesting a review of eighteen (18) quota
applications of fourteen (14) registered manufactures to determine if there werc any pending
administrative/legal actions against these applicants and to advise ODQ of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANTS WITH NO ADVERSE OR DEROGATORY INFORMATION

King Pharmaceuticals (11895) (0)(3):(0)7)(E)

Pathcon Pharmaceuticals Inc (109923)

Mallinckrodt LLC (109925)

DSM Pharmaceuticals, Inc (109929)

Watson Laboratories Inc-Florida (109935)

LNK International Inc (109936)

EON Labs, Inc. (109945)

EON Labs, Inc. (109949)

US Compounding, Inc (109951)

EON Labs, Inc. (109952)

Metrics (109963)

Chemtos, LLC (109967)

EON Labs, Inc. (109974)

EON Labs, Inc. (109980)

AAlPharma Services Corp (109981)

Patheon Pharmaceuticals Inc (109999)
- AKORN, Inc (110028)

AKORN, Inc (110029)
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Per consultation with the field offices, DEA does not have sufficient grounds to limit, restrict, or deny
quota requests from these registrants. Based on this information, ODG suggests that you proceed with the
completion of the quota applications.

If you have anv questions pertaining to this information, please feel free to contact me g’))@!{b)m{ or SC
(D)(B).(b)THC)
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Memorandum

Subject ' Date

b)(@) (DEA # -
Z0TT Procurement Quota Increase Request ot L
Oxycodone (For Sale)

(DFN: 630-08.2)

To From £ Jmul ). /}-“'z Bf{

Christine A. Sannerud, Ph.D., Chief Barbara J. Boockholdt, Chief
Drug & Chemical Evalutaion Section (ODQ) Regulatory Section (ODG)
Office of Diversion Control _ Office of Diversion Control

On November 10, 2011, this section received your memorandum requesting a review of a quota increase
submitted by[b)(4) |ODQ is requesting a review of {b)(4) bustomers list,
specifically, information on whether the applicant’s customers are currently under investigation or are
subject of an order to show cause or immediate suspension order.

(b)(4) provided a list of nine (9) customers. The names of the customers were run through

NADDIS to determine if there were any open field investigations. The DEA registration numbers were
also run through RICS to determine if the registrations were current. These checks found that eight (8) of
the customers had no derogatory information.

DEA does not have sufficient grounds to limit, restrict, or deny quota requests from these registrants.
Based on this information, ODG suggests that you proceed with the completion of the request submitted
by[P)(4) for the quota increase.

The below listed customer was found to have derogatory information against its registration:

(B)4)(R)T)E)

Based upon a review of this customer, ODG recommends that ODQ adjust the quota granted to this
registrant.

If you have any questions pertaining to this information, please feel free to contact me[?X®®X®|or SC
|{b){6);{b){?){C)
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Memorandum

Subject Date
|{b){4);{b){7){E) |
2011 Procurement Quota Increase Request

Osycodone DEC 0 6 2011_

(DFN: 630-08.2)

To I F@a. g g' %,{3305&_&0 w—
Christine A. Sannerud, Ph.D., Chief Barbara J. BoaCkholdt, Chief
Drug & Chemical Evalutaion Section (ODQ) Regulatory Section (ODG)
Office of Diversion Control Office of Diversion Control

On November 17, 2011, this section received your memorandum requesting a review of a quota increase
submitted byODQ is requesting a review ocustomer list, specifically,
information on whether the applicant’s customers are currently under investigation or are subject of an
order to show cause or immediate suspension order.

ODGR conducted NADDIS and CSA reviews of approximately one hundred and thirty-two (132) of

b)(4) customers as well as an in-depth investigation ofy(b)(4)

The below listed information was found on(b)(4) customers:

| Currently Under Review/Investigation
(b)ATBITIE)

| Currently Under Review/Investigation
(b)(4);,(bX7)E)

| Currently Under Review/Investigation
(B)4)(R)T)E)

|  Currently Under Review/Investigation
(b)) (L)T)E)

Currently Under Review/Investigation

(B)(4);(R)(7TE]
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| Currently Under Review/Investigation
(b)) (L)T)E)

| Currently Under Suspension

(B)4)(R)T)E)

| Currently Under Review/Investigation

(b)(4);(R)(B)(L)TNE)

Currently Under Review/Investigation
(B)(4):(b)THE) |— Y 4

| Currently Under Review/Investigation

(B)4)(R)T)E)

| Currently Under Review/Investigation
(0)(4):(b)(T)E)

| Currently Under Review/Investigation

(B)4)(R)T)E)

| Currently Under Review/Investigation

(B)4)(R)T)E)

(0)(4);()T)E) Retired
(0)(4);()T)E) Retired
(0)(4);()T)E) Retired
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Based upon a review of] b)(4) ustomers, ODG recommends that ODQ adjust the quota granted to

this company. One of [b)(4) [customer is currently under an Immediate Suspension Order (0)4)
|{b){4)

Quota to[P)(4)

:; twelve (12) customers are under Review/Investigation; and three (3) are retired.

should be reduced by at least the total kilogram amounts sold by the company to the

above listed customers.

If vou have any questions pertaining to this information, please feel fice to contact me X7 or SC

(b)(6);(b)T)HC)
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Memorandum AN

I3
I3

Py

et

Subject Date
2012 Initial Quota Requests by Registration Number
(DFIN: 630-08.2)

DEC 13 2011

e Ig&;m och&Ld.?g'

Christine A. Sannerud, Ph.ID,, Chief Barbara J. Boatkheldt, Chief
Drug & Chemical Evaluation Section Regulatory Section
Oftfice of Diverison Control Office of Diversion Conirol

On December 2, 2011, this section received your e-mail requesting a review of one hundred ninety-seven
(197) initial quota requests from registered manufacturers to determine if there were any pending
administrative/legal actions against these applicants and to advise ODE of the findings.

ODGR conducted reviews (NADDIS, CSA, etc), as well as surveyed the responsible field offices for their
input and recommendations.

Of the one hundred and ninety-seven requests reviewed, there were only five registrants with adverse or
derogatory information against their registrations.

QUOTA APPLICANTS WITH ADVERSE OR DEROGATORY INFORMATION

(0)(4);()T)E)

(0)(4);(0)E);(e)TUCYRXTHE).(B)T)F)

(0)(4);(0)E);(e)TUCYLXTHE).(B)T)F)

(0)(4);()T)E)
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(0)(4);()T)E)

Quotas should be reduced by at least the total kilogram amounts sold by the company to the above listed
customers.

[f you have any questions pertaining to this information, plcase feel free to contact me g’))@?{b)m{ or SC
|{b){6);{b){?){C)
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