" ) -
(b)(6);(b)T)HC)

- —
To: [©)6)(0)7)C) |Sannerud, Christine A.

Ce: Boockholdt, Barbara J.{)©).(0X7)C) |

Subject: Quota Increase Request Received on February 12, 2014

Importance: High

g}){S);{b)W){ Chris,

_Tech, Inc. |

On Wednesday, February 12, 2014 this section ODGR received your request to review one (1) quota increase
application from Manufacturer KVK Tech[D®®NE) | whe distribute to [P@) |
registered distributors, manufacturers, and mail order pharmacies, to determine if there are any pending
administrative/legal actions against this applicant and to advise ODQ of the findings.

ODGR conducted reviews (NADDIS, CSA, etc.), as well as surveved the responsible field offices for their input
and recommendation on KVK Tech, Inc. Provided below are the results and recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

KVK Tech. Inc. b)(4),(b)(7)(E)

Per consultation with the field offices, DEA does not have sufficient grounds to deny a quota increase for KVK

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

{ Based on the above
findings, it is recommended that the increased amounts be reviewed to determine if they are warranted.

b)(4);(b)(6);(b)(7)(C):(b)(7)(E); (b)(7)(F)
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b)(4);(b)(5);(b)(7)E)

On February 12, 2014, Program Analyst (PA)[P©C)XNC) lemailed Group Supervisor (GS)P©ENCIONF) |
Philadelphia Field Division who responded that there are no investigative actions pending that would prevent

KVK Tech, Inc. from receiving an increase in quota for Oxycodone. |

(0)(4);(R)E);(R)THC)L)NTHE)BNTHF)

. . ; ; . (b)(B).(L)(7)( ; C .
The Control Sheet will be returned to ODQ, with copies of PAC) findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced |(b)(4);(b)(7)(E)

Based on the fields response, you can proceed with the completion or denial of the increasc quota request.

2
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(b)(6);(b)T)HC)

Program Unalyst[ODGR
Requlatory Unit
b)) ()7 C)
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b)(E),(b)THC)

L
From: |{b){6);{b){?){C) |
Sent: Wednesday, February 19, 2014 9:45 AM
To: (b)(B);(b)(THC).(P)T)(F)
Cc
Subject: FW: 2014 Procurement Quota INCREASE (for Oxycodone) for KvK Tech [P)4).(0)(7)(E)
Importance; High (b)(4);(b)(6);(P)(7)(C)(

b)(7)(E);(b)(7)(F)

The below listed registrant has no pending, active or ongoinAestigations in the Phitadelphia Field Division. | ‘

|Piease contact

the DI for further infarmation if necessary. Thank you.............[b)(6);(b)
7)(C)

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

Registration Program Specialist
Drug Enforcement Administration
Phone: [D)6),0)7)(C) |

Fax: [0)6),0)7)C) |

From:[2)B).0)T)C)b)T)(F)
Sent: Wednesday, rebruary 12, 2014 5:12 PM
To: |{b){6);{b){?){C) |

Subject: Fw: 2014 Procurement Quota INCREASE (for Oxycodone) for KVK Tech [PX4)0)X7N)(E)
Importance: High

Please take Care of this. Thanks,

From: [0)6),0)(7)(C) |

Sent: Wednesday, February 12, 2014 05:06 PM

To: |{b){6);{b){7){C);{b){7){F) |

Subject: 2014 Procurement Quota INCREASE (for Oxycodone) for KVK Tech [b)(4),(b)(7)(E)

Good Afternoon |{b){6);{b){7){C);{b){7){F) |

Please indicate whether or not you have any pending, active, or ongoing investigations in your division
that WILL NOT allow us to issu¢ a 2014 Procurement Quota INCREASE (for Oxycodone) to the
following registrant:

KVK Tech )@, 0)7)(E)

SINCE THE FRONT OFFICE HAS GIVEN US A FIVE (5) DAY TURN AROUND ON
QUOTAS, A QUICK RESPONSE WOULD BE GREATLY APPRECIATED.

Thank you for your assistance in this matter.

1
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(b)(6);(b)T)HC)

Trogram (nalyst|ODGR
Regulaterny Unit

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

e,

’ /c“" " ‘N

¥ Erprggmet,

[P)XE)®XN(C) @usdoj.gov

2
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Memorandum

Subyect Date

KVK Tech [R)A):0)7)E) |
201 %P rocurement Quota Inerease Request

Oneveodone

(13N 630-08.2) . FEB 1 2 204
o awi

[u I'reem Y

Barbara Boockholdt Chre

Chief Chiet

Regulatory Section UN Reporting and Quota Scction

Office of [version Contral Office of Diversion Controt

Background:

As 4 result of the recent inercase in the diversion and abuse of oxycodone, ODQ tequests that ODG
review the attached application and determine the Tegitimacy of the applicant’s customers. The
application enclosed contains year 10 date sales (broxen out by customer) for 2014 as provided by the

registeant,

ODQ requests that ODG review and provide writlen comments to on the applicant’s enclosed
customer list, Specifically, ODQ requests information on whether the applicant’s customers are currentiy
under investigation or are the subject of an order o show cause or immediate suspension order. The sales
made 1o such customers will be considered by ODQ when revising the applicant’s guota allocation for

oxyveodone,

Please foel free 1o comtact me i T can provide further assistance in this matter.
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-

b)(E),(b)THC)

To: |{b){6)?{b){7){c) |Sannerud, Christine A.
Cc: Boockholdt, Barbara J{®)6).0)7)C) |
Subject: 2014 Procurement Quota Increase (Hydrocodone) Request for - Vintage Pharma

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

b)(6):(b .
Hello[ohe)” (Chris

On Wednesday, March 19, 2014 this section ODGR received your request to review one (1) quota increase
application from Vintage Pharma[P@.CXNE ] who distributes to[P®) |registered
distributors, manufacturer, and retails pharmacies, to determine if there are any pending administrative/legal
actions against this applicant and to advise ODQ of the findings.

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

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Vintage Pharma [P)X4)-0)7)(E) |

Per consultation with the field offices, DEA docs not have sufficient grounds to deny a quota increase for
Vintage Pharma|

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

[ Based on the
above Tindings, 1t 1s recommended that the increased amounts be reviewed to determine if they are warranted.

(b)(4);(b)(6);(b)(7)(C);(b)(7)(E); (R)7)(F)

1
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b)(4);(b)(5);(b)(6);(0)(7)(C); (b)(7)(E);(0)7)(F)

On March 26, 2014, Program Analyst (PA)[®©©XC) lemailed DI5IS ©NOCN ¢ the Birmingham
Distnict Office who responded that there are no investigative actions pending that would prevent from receiving
an increase in quota for Hydrocodone. |

(b)) (R)T)E)

The Control Sheet will be returned to ODQ, with copies of PAg)){S);{bm{ findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced |(b)(4);(0)(7)(E)

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

BY6) BX7)(C)
Puegrnam Unalyst| ODGR
Unit

b)(E),(b)THC)

2
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Memorandum \!

Subject - e .

Vintage Pharma[POO0E |

2014 Procurcment Quota Increasc Request
Hydrocodone

(DFN: 630-08.2)

To

Barbara Boockholdt Christine A. Sdnnerud, Ph.D.

Chief Chief

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

As a result of the recent increase in the diversion and abuse of hydrocodone, ODQ requests that ODG

review the attached application and determine the legitimacy of the applicant’s customers, The
application enclosed contains year to date sales (braken out by customer) for 2014 as provided by the
registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed

customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or arc the subject of an order to show cause or immediate suspension order. The sales

made to such customers will be considered by OD(Q when revising the applicant’s quota allocation for
hydrocodone.

Plcase feel free to contact me if [ can provide further assistance in this matter,
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(b)(6);(b)(7)(C)
SBF-CM
Folder Details
FolderID: 131887 . " RegNo: [m®
Author: Ms.|{b){6);{b){7){c) Addressed To:
ODE
Location: ODEQ
Due: 03/28/2014
Received: 3/118/2014
Date Sent:
Security: A-AES Response:
Abstract: Vintage Pharma(b)(4),(0)(7)(E) |
2014 Procurement Quota Increase Request for hydrocodone
Signature: [(0)6):(L)(7T)(C) |
Doc Categories: Decc Types:
EEmINIC) | ODG - | 03/2512014
Action: Recommendation and Comments
Requested Activity:
Response Notes:
3/18/2014 1:45:31 PM 1
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(b)(6);(b)T)HC)

To: [DELEXTC) |Sannerud, Christine A.
Cc: Boockholdt, Barbara J.;[0)6))7N)(C) |
Subject: Procurement Quota Increase Request dated 4/9/2014 for Vintage Pharmaceuticals, LLC

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

(b)(6);(b) .
Hello|™©) (Chris,

On Thursday, April 10, 2014 this section ODGR received your request to review one (1) quota increase
application from Vintage Pharmaceuticals, LLC |{b1{4)?{b){7){51 |wh0 distributes to [P |

%) Jregistered distributors, manufacturer, and refails pharmacies, to determine if there are any pending
administrative/legal actions against this applicant and to advise ODQ of the findings.

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

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Vintage Pharmaceuticals, LLC [PX#:®)7)E)

Per consultation with the field offices, DEA does not have sufficient grounds to deny a quota increase for
Vintage Pharmaceuticals.

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

Bascd on the above findings, it 1s recommended that the increased amounts be reviewed to
determine if they are warranted.

b)(4);(b)(6);(b)(7)(C);(b)(7)(E): (k)(7)(F)

1
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B)@),(B)5); (5)(6): BN (CY BTN E)BXTIF)

. p)(6);(e)(7XC) . (D)(B),(L)(T)(C).(b) .. .
On Apnl 15, 2014, Program Analyst (PA) emailed DI|7)F) of the Birmingham District

Office who responded that there are no investigative actions pending that would prevent from receiving an

increase in quota for Hydrocodonﬂ

(b)) (R)T)E)

The Control Sheet will be returned to ODQ, with copies of PA 53{6)?{“{”{ findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced [(b)(4); (b)(7)(E) |

Based on the fields response, you can proceed with the completion or denial of the increasc quota request.

b)(E),(b)THC)

Fnogram Unalyst|ODGR
Regulatory Unit

2
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o TR g,
- Yes

Memorandum %
)
R -

Subject —

Vintage [P/ ©)NE) |

2014 Procurement Quota Increase Request h

Hydrocodone . oo

{DFN: 630-08.2)

A / e / P

To

Barbara Boockholdt

Chief

Regulatory Section

Office of Diversion Control

Background:

As a result of the recent increase in the diversion and abuse of hydrocodone, ODQ requests that ODG

Chrt
Chief

N Reporting and Quota Section
Office of Diversion Control

review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2014 as provided by the

registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed

customer list. Specifically, ODQ requests 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. The sales

made to such customers will be considered by OD{) when establishing/revising the applicant’s quota

allocation for hydrocodone.

Please feel free to contact me if [ can provide further assistance in this matter.
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Doc Categories: Doc Types:
(0)(6)()7)C) ODG 04/16/2014
Action: Recommendation and Comments
Reguested Activity:
Response Notes: Memeo

4/9/2014 11.44:33 AM

Vol. Il Page 585

GUNIPLET

9‘;"9/8,420/4



b)(E),(b)THC)

Te: |{b){6);{b){7){c) |San nerud, Christine A.
Cc Boockholdt, Barbara J,fPX8)®X7C)
Subject: Procurement Quota Increase Request dated 4/9/2014 for (Oxycodone) Amerisource
Health Servs Corp. [P)#):(0)7E)
Importance: High
b)(6);(b

Hellopmyc) |[Chris,

On Thursday, April 10, 2014 this section ODGR received your request to review onc (1) quota increase
application from AmeriSource Health Servs Corp. who distributes to[®®)

registered distributors to determine if there are any pending administrative/legal actions against this applicant
and to advisc ODQ of the findings.

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

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION
AmeriSource Health Servs Corp. [P4:©(7NE)

Per consultation with the field offices, DEA does not have sufficient grounds to deny a quota increase for

AmeriSource Health Servs Corp./

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

| Based on the above findings, it is

recommended that the increased amounts be reviewed to determine if they are warranted.

b)(4);(b)(6);(b)(7)(C);(b)(7)(E): (k)(7)(F)

1
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5)(@),(6)5), B)(NE)

. (D)(B).(b)THC) ) P)(6);()THC)(LXT)(F)
On April 15, 2014, Program Analyst (PA) emailed DI pf the Columbus

District Office who responded that there are no investigative actions pending that would prevent from receiving
an increase in quota for Oxycodone.

b)(E),(L)(T)(

The Control Sheet will be returned to ODQ, with copies of PA findings. Based on this information,
ODG suggests that the increased quota be reviewed, and possibly reduced|(b)(4);(b)(7)(E) |

i3]

Based on the fields response, you can procecd with the completion or denial of the increase quota request.

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

Pragram Analyst| OCDGR
Regulateny Unit

b)(E),(b)THC)

2
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amh
I=“_1;)al:a e,

Memorandum . Ni
£
ey

Subject Date

AmeriSource #P)4.0N7)E)
2014 Procurement Quota Increase Request

Oxycodone APR 9 2014

(DFN: 630-08.2)
/{j,-' / //ﬂ/\;

Barbara Boockholdt Christing A. Sanncrud, Ph.D.

Chief Chief

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

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales {(broken out by customer) for 2014 as provided by the
registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or are the subject of an order to show cause or immediatc suspension order. The sales
made to such customers will be considered by ODQ) when establishing/revising the applicant’s quota
allocation for hydrocodone.

Please feel free to contact me if I can provide further assistance in this matter.
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(b)(6):(
b)(7)(C)
SBF-CM
Folder Details
FolderID: 132251 Rag No: [(B)7)E)
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Abstract: AmriSource 2014 procurement quota increase request for oxycodone
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Signature: Christine Sannerud
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Action: Recommendation and Comments
Requested Activity:
Response Notes:
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(b)(6);(b)T)HC)

To: (LXEXEXTC) |Sannerud, Christine A.

Cc Boockholdt, Barbara J,;|{b){6);{b){7){c)

Subject: 2014 Procurement Quota Increase request for (OXYCODONE) KVK Tech, Inc. [P)4).0)7)E)
Importance: High

b)(8).(b)( .
7)(C) ChrlS,

On Friday, April 11, 2014 this section ODGR received your request to review one (1) quota increase application
from Manufacturer KVK TechP®:O)XNE) | who distribute to[0)@ registered
distributors, manufacturers, and mail order pharmacies, to determine if there are any pending
administrative/legal actions against this applicant 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 recommendation on KVK Tech, Inc. Provided below are the results and recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

KVK Tech, Inc. b)(4).(b)(7)E)

Per consuitation with the ficld offices, DEA does not have sufficient grounds to deny a quota increase for KVK

Tech, Inc. ,

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

/Based on the above
findings, it is recommended that the increased amounts be reviewed to determine if they are warranted.

b)(4);(b)(6);(b)(7)(C);(b)(7)(E): (k)(7)(F)

T
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p)(4);(b)(7)(E)

b)(E),(b)THC)

On Tuesday, April 22, 2014, Program Analyst (PA)

emailed Group Supervisor (GS)

b)(B);(b)(T)(C);

(0)(6),(bXTHC)(
b)(7)(F)

(D)6} XNC). [philadelphia Field Division who responded that there are no investigative actions pending that would
revent KVK Tech, Inc. from receiving an increase in quota for Oxycodone. |

(0)(4);(R)E);(R)THC)L)NTHE)BNTHF)

[%]

The Control Sheet will be returned to ODQ, with copies of PA[)

b)(E),(L)(T)(

ODG suggests that the increased quota be reviewed, and possibly reducedfb)(4),(b)(7)E) |

findings. Based on this information,

Based on the tields response, you can proceed with the completion or denial of the increase quota request.

BYE BITIC)
Program Unalyst|[ODGR
Unit

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

B)(6),[0)(7)(C) hgusdoLgov
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Depatng,,
S e,

Memorandum (A!:)‘z
o
Subject _ Date

KVK-Tech, Inc. [R)ALE)ITIE) |

2014 Procurement Quota Increase Reguest
Oxveedone

{DFN: 630-08.2)

APR 11 2014

To

Barbara Boockholdt

Chiel

Regulatory Scction

Oftice of Diversion Control

Background:

Chyisfine A. Sannerud, Ph.1D.
Chief

UN Reporting and Quota Section
Office of Diversion Control

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy ot the applicant’s customers. The
application cnclosed contains year to date sales (broken out by customer) for 2014 as provided by the

registrant,

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed

customer list. Specifically, ODQ requests information on whether the applicant’s customers are currently
under investipation or arc the subject of an order to show cause or immediate suspension order. The sales

made to such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone.

Pleasc feel free to contact me if [ can provide further assistance in this matter.
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Security: A-AES Response:
Abstract; KVK-Tech, Inc. |[0)4).(B)(7)E) |
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rb){S);{b)U){C)

To: [B)6).()(7)(C) |Sannerud, Christine A.
Cc: Boockholdt, Barbara J.;[0)6).(0)(7)(C) |
Subject: 2014 Quota Increase for Fagron, Inc [bl{4)2{b1{71{51 |
Importance: High

(0)6).b] .
Hello)@C) [Chris,

On Monday, April 14, 2014, this section ODGR received your request to revicw one (1) quota increase
application from Fagron, Inc.[P@®MNE | who distributes to[”™®  |registered retail pharmacies, to
determine if there arc any pending administrative/legal actions against this applicant and to advise ODQ of the
findings.

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

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Fagron, Ine. |(b){4)2{b){7){E) |

Per consultation with the field offices, DEA docs not have sufficient grounds to deny a quota increase for
Fagron, Inc. However, a review of Fagron, Inc. customer list revealed no negative actions against the
registrants.

On Tuesday, April 15,2014, Program Analyst (PA)®/©)®XNC) Emailed GS[PXO-ENCIENE) |of the
Minneapolis District Office who responded that there are no investigative actions pending that would prevent
from receiving an increase in quota for Oxycodone. | {

b)(4)

(b)(B).(L)(7)(
The Control Sheet will be returned to ODQ, with copies of PA[C) findings. Based on the fields response,

you can proceed with the completion or denial of the increase quota request.

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

1
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Memorandum

Subject DCate
Fagron [D)4),0)7)E)
2014 Procurcment Quota Increase Request

Oxycodone
(D;I\': 630-08.2) APR 14 2014

To

Barbara Boockholdt Christine A. Sannerud, Ph.

Chief Chief

Regulatory Scction UN Reporting and Quota Section
Office of Diversion Control Office of Diversion Control
Background:

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2014 as provided by the
registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests 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. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota
allocation tor hydrocodone.

Please feel free to contact me if T can provide further assistance 1n this matter,
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(b)(6);(b)T)HC)

From: [(0)(6),(b)(7)(C) |

Sent: Thursday, May 15, 2014 1:56 PM
| To: [DE)EXNC) |Sannerud, Christine A.
: Cc Boockholdt, Barbara J.Jp)(6),(0)(7)(C) |
‘ Subject: 2014 Procurement Quota Increase (Oxycodone) for Amneal Pharmaceuticals of New

York, LLC -[0)4)bB)7)E)
Importance: High
?():{)6);{19){7 Chris,

On Wednesday, May 7, 2014 this section ODGR received your request to review one (1) quota increase
application from Manufacturer Amneal Pharmaceuticals of New York, LL.C who distribute to
[0)4) |registered distributors, manufacturers, to determine if there are any pending
administrative/legal actions against this applicant 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 recommendation on Amneal Pharmaceuticals of New York, LLC Provided below are the results and
recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Amneal Pharmaceuticals of New York, LLC D)().(B)(T)(E)

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for
Amneal Pharmaceuticals of New York, LLC.J

determine if they are warranted,

(b)(4);(b)(6);(0)(7)(C);(b)(7)(E);(0)7)(F)

(b)(4);(b)(7)(E)
Based on the above findings, it is recommended that the increased amounts be reviewed to

1
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(b)(4);(b)(5);(0)(7)(E)

On Friday, May 9, 2014, Program Analyst (PA)[?©©0©)

|emailed Group Supervisor (GS) rb)@?{b)m{c)?{bmm
Long Island District Office who responded that there are no investigative actions pending that would

prevent Amneal Pharmaceuticals of New York, LLLLC from receiving an increase in quota for Oxycodone.

The Contro! Sheet will be returned to ODQ, with copies of PA

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

3]

findings. Based on this information,

DG suggests that the increased quota be reviewed, and possibly rcduccdl(b)(4);(b)(?)(E)

2
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Basecd on the fields response, you can proceed with the completion or denial of the increase quota request.

b)(E),(b)THC)

FProgram Unalyst|ODGR
Regulatory Unit

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

EETEO [@usdoj.gov

3
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Memorandum m
%Ofi

Subject Date

Amneal [P))®)T)E)
2014 Procurement Quota Increase Request

Oxycodone MAY - 6 2014
(DFN: 630-08.2) '

Te

Barbara Boockholdt Christine A. Sannerud, Ph.DD.
Chief Chief

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

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2014 as provided by the
registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list. Specifically, ODQ requests 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, The sales
made to such customers will be considered by OIDQ when establishing/revising the applicant’s quota
allocation for hydrocodone.

Please fecl free to contact me if I can provide further assistance in this matter.
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Memorandum

Subyect Date
KVEK Tech [P)E),BXNT)E) '
201 %P rocurement Quota Inerease Request

Oneveodone

(13N 630-08.2) . FEB 1 2 204
o awi

[u I'reem Y

Barbara Boockholdt Chre

Chief Chiet

Regulatory Section UN Reporting and Quota Scction

Office of [version Contral Office of Diversion Controt

Background:

As 4 result of the recent inercase in the diversion and abuse of oxycodone, ODQ tequests that ODG
review the attached application and determine the Tegitimacy of the applicant’s customers. The
application enclosed contains year 10 date sales (broxen out by customer) for 2014 as provided by the
registeant,

ODQ requests that ODG review and provide writlen comments to on the applicant’s enclosed
customer list, Specifically, ODQ requests information on whether the applicant’s customers are currentiy
under investigation or are the subject of an order o show cause or immediate suspension order. The sales
made 1o such customers will be considered by ODQ when revising the applicant’s guota allocation for

oxyveodone,

Please foel free 1o comtact me i T can provide further assistance in this matter.
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b)(6);(b)(7)(C)

From: [(0)(6),(b)(7)(C) |

Sent: Thursday, May 08, 2014 2:58 PM

To: |(b){6);{b){?){C) |Sa nrerud, Christ.ne A

Cc: |{b){6);{b){?){C) |Boockho|dt, Barbara J.

Subject: 2014 Procurement Quota ircrease [Oxycodone)for Metrics [P)(A)()T)(E)
Importance: High

@
Hello)XC) (hris,

On Monday, May 5, 2014, this scction ODGR received your request to review one (1) quota increase
application from Metrics [(R)4).(0)7)E) who distributes to[®® |rcgistcrcd distributor, to deternyine 1f there
are any pending administrative/legal actions against this applicant and to advise ODQ of the findings.

QDGR conducted a review (NADDIS, CSA, cte), as well as surveyed the responsible field office for their input
and recommendations. Provided below are the results and recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Metries[P@®NE

Per consuitation with the field offices, DA docs not have sufticient grounds to deny a quota increase for
Mctricsl{b){4);{b){7){E) | However. a review of Metrics customer list revealed no negative actions against the

registrants.

On Wednesday, May 7, 2014, Program Analyst (PA) |{b){6);{b){?){C) |cmailed DI|{b){6)?{b){7){c)?{b){7){F) |0fth{:
Greensboro District Oftice who responded thart there are no investigative actions pending that would prevent
from receiving an Increase in quota for Oxyeodone,

: : : . GGG . :
The Contral Sheet will be returned to ODQ, with copies of PAKO findings. Bused on the fields response,

vou can proceed with the completion or denial of the increase quota request.

[(0)6):(L)(7T)(C) |
Program Qualyst[ODGR
Regulatony Unit
|(b){6);{b){?){C) |
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Memorandum m
=Y

Subject

Metrics Ine (D)).0)7)E)

2014 Procurement Quota Increase Request

Oxycodone MAY - 2 2014

(DFN: 630-08.2)
,/,. /id )
e a—

Barbara Boockholdt Chnistine A. Sanneridd, Ph.D.
Chief Chief

Regulatory Section

Office of Diversion Control

Date

UN Reporting and Quota Section
Office of Diversion Control

Background:

As a result of the recent increase in the diversion
review the attached application and determine the le
application enclosed contains ve
registrant.

and abuse of oxycodone, CDQ requests that ODG
gitimacy of the applicant’s customers. The
ar to date sules (broken out by customer) for 2014 as provided by the

ODQ requests that ODG review and provide written comments 10 on the
customer list. Specifically, ODQ requests information on wh
under investigation or are the subject of an order to show
made to such customers will be considered by
oxycodone,

applicant’s enclosed

ether the applicant’s customers are currently
cause or immediate suspension order. The saies
ODQ when revising the applicant’s quota allocation for

Please feel free to contact me if I can provide further assistance in this matter.
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b)(E),(b)THC) |

From: [(0)(6):()(7)(C) |

Sent: Wednesday, June 11, 2014 3:32 PM

To: P)EXEITNC) |Sarmeru d, Christine A,

Cc b)(6),(b)7)(C) [Boockholdt, Barbara ).

Subject: 2014 Procurement Quota Increase for Generics Bidco II, LLC

Hydrocodone and Oxycodone

Importance: High

(b)(6);(b)X e
7)(C) Chrlb,

On Tuesday, May 27, 2014 this section ODGR received your request to review one (1) quota increase

application from Manufacturer Generics Bidco 11, LLC [P®:0XNE) who distribute to[P)4) |
b)(4) registered distributors, manufacturers, to determine if there are any pending administrative/legal

actions against this applicant 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 recommendation on Generics Bideo 1I, LLC Provided below are the results and
recommendations,

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Generics Bideo 11, LLC [PX4:G)NE) |

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for

Generics Bidco 11, LLC
(b)(4);(b)(7)(E)
| Based on

the above findings, it is recommended that the increased amounts be reviewed to determine 1T they are
warranted.

(b)(4);(b)(6);(0)(7)(C);(b)(7)(E);(0)7)(F)

1
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- S

b)(4);(b)(5);(b)(7)E)

(D)(B).(b)THC) . ) P)(6);()(T)C)(b
On Tuesday, June 10, 2014, Program Analyst (PA) emailed Acting GS))(F) of

Greensboro RO whe responded that there are no investigative actions pending that would prevent Generics
Ridco 11, LLC [PX7)(E) from receiving an increase in quota for Oxycodone.

b)(E),(L)(T)(

i3]

The Control Sheet will be returned to ODQ, with copies of PA findings. Based on this information,
ODG suggests that the increased quota be reviewed, and possibly rcduccd|(b)(4);(b)(7)(E)

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

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

2
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Program Analyst|ODGR
Regulatory Unit

3
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, '

p)(6);(e)(7XC)
R
From: |{b){6);{b){?){C) |
Sent: Tuesday, June 10, 2014 4:26 PM
To: P)(6);()THC)(LXT)(F)
Cc:
Subject: RE: Procurement quota Increase for Generics Bidco T, LLC [PX®).®)XNE)| for Hydrocodone

and Oxycodone

No issues that would prevent issuing quota.

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

Drug Enforcement Administration

Green ident Office
b)(6),(b)7)(C)

From:[P©® ®X)C) |

Sent: Tuesday, June 10, 2014 3:53 PM
To:[EXE)EXTHC)ENTX
Cc: i
Subject: Procurement quota Increase for Generics Bidco 11, LLC [P*)®)XE) | for Hydrocodone and Oxycodone
Importance: High

Good Afternoon [PIOTEXNCIBI7

Please indicate whether or not you have any pending, active, or ongoing investigations in your division
that WILL NOT allow us to issue a 2014 Procurement quota increase for Hydrocodone and Oxycodone
to the following registrants:

Generics Bidco II, LLC [P®ENE |

SINCE THE FRONT OFFICE HAS GIVEN US A FIVE (5) DAY TURN AROUND ON
QUOTAS, A QUICK RESPONSE WOULD BE GREATLY APPRECIATED.

Thank you for your assistance in this matter.

BIE)EITC)
Program Analyst|ODCR
Unit

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

1
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|{b){6);{b){?){C) @usdoi.gov
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L_,““am"‘%w
Memorandum ’ %
3
R -
Subject Date

Generics Bideo II, LLC [P)4)®)7)E)
2014 Procurement Quota Increase Request

Hydrocodonc and Oxycodone
(DFN: 630-08.2)

MAY 2 7 204

To

Barbara Boockholdt

Chief

Regulatory Section

Office of Diversion Control

Background:

Fro \
Christine A. S¥nnerud, Ph.D.
Chief

Drug & Chemical Evaluation Section
Office of Diversion Control

As a result of the recent increase in the diversion and abuse of hydrocodone and oxycodone, ODQ
requests that ODG review the attached application and determine the legitimacy of the applicant’s
customers. The application enclosed contains year to date sales (broken out by customer) for 2014 as

provided by the registrant.

ODQ requests that ODG review and provide written comments 1o on the applicant’s enclosed

customer list. Specifically, ODQ requests 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. The sales

made 1o such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone and oxycodone,

Please feel free to contact me if [ can provide further assistance in this matter.
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b)(E),(b)THC)

To: (0)(6),(b)(7)(C) |
Cc (D)(E),(b)T)(C) [Boockholdt, Barbara J.; Sannerud, Christine A.
Subject: 2014 Procurement Quota Increase request for (OXYCODONE) Vintage Pharmaceuticals

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

DO |Chris,

On Thursday, June 12, 2014 this section ODGR received your request to review one (1} quota increase
application from Manufacturer Vintage Pharmaceuticals who distribute to[®® |
registered distributors, manufacturers, to determine if there are any pending administrative/legal actions against
this applicant 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 recommendation on Vintage Pharmaceuticals Provided below are the results and
recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Vintage Pharmaceuticals (®“-©)7NE) |

Per consultation with the field office, DEA does not have sufficient grounds to deny a guota increase for

Vintage Pharmaceuticals @@®0E .|

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

Based on the above findings, it is recommended that the increased amounts be reviewed to
etermine 1f they are warranted.

b)(4);(b)(6);(b)(7)(C);(b)(7)(E): (b)7)(F)

1
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b)(@):(b)(5); (b)(7)(E)

On Wednesday, June 18, 2014, Program Analyst (P A)rb){B);{b){?){C)

] ] b)(6);(b)(T)(C).(b)
emailed Acting GS{n)F)

of

Birmingham RO who responded that there are no investigative actions pending that would prevent Vintage
_{7){E)

Pharmaceuticals

from receiving an increase in quota for Oxycodone.

B)(6). D)7
The Control Sheet will be returned to ODQ, with copies of PA E:)){ YO

ODG suggests that the increased quota be reviewed, and possibly reduced|(b)(4);(b)(7)(E) |

findings. Based on this information,

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

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

Program Unalyst[ODGR
Regulateny Unit

2
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Memorandum

Subject
Vintage [PX4).0)X7)E) |
2014 Procurement QQuota Increase Request

Oxycodone
{[DFN: 630-08.2)

Date

| JUN 10 2014

i;z/,

To

Barbara Boockhaoldt

Chief

Regulatory Section

Office of Diversion Control

Background:

oy

{7
Fro e

Christine A. Sannerud, Ph.ID,
Chicft

UN Reporting and QQuota Section
Office of Diversion Control

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and detcrmine the lepitimacy of the applicant’s customers. The
application enclosed contains a list of customers for 2014 as provided by the registrant.

ODQ requests that ODG review and provide written comments Lo on the applicant’s enclosed

customer list. Specifically, ODQ requests information on

whcther the applicant’s customers arc currently

under investigation or are the subject of an order to show cause or immediate suspension order. The sales

made to such customers will be considered by ODQ when
allocation for hydrocodone.

establishing/revising the applicant’s quota

Please feel free to contact me if I can provide further assistance in this matter.

Vol. Il Page 615




SBF-CM
Folder Details

Folder ID: 133180 Reg No: b)(7)(E)
Author: Ms_l(b){S);{b)W){C) | Addressed To:
ODEQ

Location: ODEQ
Due: 06/20/2014
Received: 6/10/2014
Date Sent:

Security: A-AES Response:

Abstract: Vintage

(0)(4);,(b)(7)E)
2014 Procurement Quota Increase Request for oxycodone.

Signature: Christine A. Sannerud

Doc Categories: Doc Types: Memo
(b)(®).(b)THC) Boockholdt, Barbara 06/17/2014
Action: Recommendation and Comments

Requested Activity:
Response Notes:

6/10/2014 2:50:23 PM

Vol. Il Page 616




¥ -

b)(6);(0)(7)(C)

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

Sent: Wednesday, July 02, 2014 4:23 PM

To: [b)(6).(0)(7)(C) |

Cc: Sannerud, Christine A, Boockholdt, Barbara J ;[P)©:(0)XN(©) |
Subject: 2014 Procurement Quota Increase request for {(Hydrocodone) for Vintage

Pharmaceuticals [P)4)0)7)E)

té)){ﬁ);{b){ﬂ Chris,

On Thursday, June 12, 2014 this section ODGR reccived your request to review one (1) quota increase
application from Manufacturer Vintage Pharmaceuticals who distribute tofo)4)

b)) registered distributors, manufacturers, to determine if there are any pending administrative/legal actions
against this applicant and to advise ODQ of the findings.

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

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Vintage Pharmaceuticals |{b){4);{b){?){E) |

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for
Vintage Pharmaceuticals[P@®NE

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

! Based on the above findings, it 1s recommended that the increased amounts be reviewed to
~determine if they are warranted.

‘ b)(4);(b)(6);(b)(7)(C);(b)(7)(E); (b)(7)(F)

1
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(0)(4);(R)E);()THC)L)TNE)

On Wednesday, June 18, 2014, Program Analyst (PA)rb){S);{b)m{c) |emailed Acting GS ?%%@);{b){?){c);{b) of

Birmingham RO who responded that there are no investigative actions pending that would prevent Vintage
Pharmaceuticals [ from receiving an increase in quota for Oxycodone.

. . ] (b)(6);(b)(T)( ) .. :
The Control Sheet will be returned to ODQ, with copies of PA[C) findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced|(b)(4);(b)(7)(E) |

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

BYE BITIC)
Program Analyst{ ODGR
Unit

b)(E),(b)THC)

3
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Memorandum

Subjeet . Date

Vintage[D)4).(0)T)E)

2014 Procurcment Quota Increase Request
Hydrocodone JUN 10 2014
(IJFN: 630-08.2)

L 27

P /A

Barbara Boockholdt Christine A. Sannérad, Ph.D.
Chief Chief

Repulatory Section UN Reporting and Quota Section
Oftice of Diverston Control Office of Diversion Control
Buckground:

As a result of the recent increase in the diversion and abuse of hydrocodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains a list of customers for 2014 as provided by the registrant.

0ODQ requests that ODG review and provide written comments to on the applicant’s encloscd
customer list. Specifically, ODQ requests 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. The sales
made to such customers will be considered by OIDQ) when establishing/revising the applicant’s quota
allocation for hydrocodone.

Please fecel free to contact me if I can provide further assistance in this matter.
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[(0)E);(0)7)(C) |

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

Sent: Tuesday, July 01, 2014 11:48 AM

To: D)(B),(B)(7)C) |Sannerud, Christine A.

Cc: b)(6);(0)(7)(C) | Boockholdt, Barbara J.

Subject: 2014 Procurement Quota Increase for (Oxycodone) for Norwich Pharmaceuticals, Inc.

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

b)(6);(b .
C)){ )(B)(T) Chris,

On Tuesday, June 17, 2014 this section ODGR received your request to review one (1) quota increase
application from Manufacturer Norwich Pharmaceuticals, Inc. who distribute to
registered distributors, manufacturers, to determine if there are any pending administrative/legal actions against
this applicant and to advise ODQ of the findings.

ODGR conducted reviews (NADDIS, CSA, eic.), as well as surveyed the responsible field offices for their input
and recommendation on Norwich Pharmaceuticals, Inc. . Provided below are the results and

recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

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

Norwich Pharmaceuticals, Inc.

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for
Norwich Pharmaceuticals, Inc.|{b1{4)!{b1{7){51 | |

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

Based on the above findings, it is recommended that the increased amounts be reviewed to
determine if they are warranted.

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

p)(6);(e)(7XC) . P)(6);()THC)(LXT)(F)
On Thursday, June 19, 2014, Program Analyst (PA) emailed GS of Syracuse
RO who responded that there are no investigative actions pending that would prevent Norwich Pharmaceuticals,
Inc[P@EOE | from receiving an increase in quota for Oxycodone.
_ BE®N | - _
The Contro! Sheet will be returned to ODQ, with copies of PA[®) findings. Based on this information,
ODG suggests that the increased quota be reviewed, and possibly reduced|{(b)(4);(b)(7)(E) |

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

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

1
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Memorandum A \
2
Yo

Subject Date
Norwich Pharma [0)4).0)(7)(E) |

2014 Procurement Quota Inercase Request
Oxycodone

(DIN: 630-08.2)

JUN 13 2014

To Fr

Rarbara Boockholdt Christine A. San

Chief Chief !

Regulatory Section UN Reporting and Quota Section
Office of Diversion Control Office of Diversion Coentrol
Background:

As a result of the recent increase in the diversion and abuse of oxycodone, OD(QQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application cnelosed contains year to date sales (broken out by customer) for 2014 as provided by the
registrant.

0ODQ requests that ODG review and provide written comments to on the applicant’s enclosed
customer list, Specifically, ODQ requests information on whether the applicant’s customers are currently
under investigation or arc the subject of an order to show causc or immediate suspension order. The sales
made to such customers will be considered by 0D when revising the applicant’s quota ailocation for
oxycodone.

Please feel free to contact me if | can provide further assistance in this matter.
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(b)(6);(b)T)HC)

_ IR
From: |(b){6);{b){7){0) |
Sent: Thursday, July 03, 2014 1:21 PM
To: [0X6).E)7XC) |Sannerud, Christine A.
Cc: [(0)(6),(b)(7)(C) |Boockholdt, Barbara ).
Subject: 2014 Procurement Quota Increase for Oxycodone for Nesher Pharmaceuticals {USA) LLC
(b)(4),(b)(7)(E)
b)(6):(0)(7 .
c)){ )07 Chris,

On Thursday, June 18, 2014 this section ODGR received your request to review one (1) quota increase

application from Manufacturer Nesher Pharmaceuticals (USA) LLC [p)#)(0)(7)(E) who distribute to[b)4)
b)(4) registered distributors, manufacturers, to determine if there are any pending administrative/legal actions
| against this applicant and to advise ODQ of the findings.

ODGR conducted reviews (NADDIS, CSA, etc.), as well as surveyed the responsible field office for their input
and recommendation on Nesher Pharmaceuticals (USA) LLC Provided below are the results
and recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Nesher Pharmaceuticals (USA) LLC [P@00E |

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for Nesher
Pharmaceuticals (USA) LLC, [P)4.(0)7)(E)

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

Basecd on the above findings, it 1s recommended that the increased amounts be reviewed to
determine if they arc warranted.

b)(4);(b)(5);(b)(6);(0)(7)(C); (b)(7)(E);(0)(7)(F)

1
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(b)(4);(b)(5);(0)(7)(E)

On Thursday, July 3, 2014, Program Analyst (PA)

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

(0)(6),(L)(7)(C):(b)(

emailed GS|)F)

bf St. Lowis DO

who responded that there are no investigative actions pending that would prevent Nesher Pharmaceuticals
(USA) LLC [PX®®NE  Ifrom receiving an increase in quota for Oxycodone.

The Control Sheet will be returned to ODQ, with copies of PA[C)

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

[¥]

findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced [(b)(4):(b)(7)(E)

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

I(b){S);{b){7){C) |

Program Unalyst[ODGR
Regulatery Unit

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

Subject T pase
Nesher Pharmaccuticals (USA) LLC |R)@).R)(7)E) '
2014 Procurement Quota Increase Request
Oxveodone JUN 17 2014
(DFN: 630-08.2)
A 4 // / /]

Ta

Barbara Boockholdt

Chief

Regulatory Section

Office of Diversion Control

Background:

i
Fromw
Chrigtine A. Sanherid, Ph.DD.

Chief
Drug & Chemical Evaluation Section
Otfice of Diversion Control

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers., The
application enclosed contains year to date sales (broken out by customer) for 2014 as provided by the

registrant.

0ODQ requests that ODG review and provide written comments to on the applicant’s cnclosed
customer list. Specifically, ODQ requests 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. The sales
made to such customers will be considered by 01DQ when establishing/revising the applicant’s quota

allocation for oxyeodone.

Please feel free to contact me if 1 can provide further assistancce in this matter.
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Due: 06/27/2014
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Oxycodone
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(L)E)LEXTXC) Boockholdt, Barbara 06/24/2014 7/3/2014
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b)(E),(b)THC)

.
To: |(b){6);{b){7){c)
Cc: Sannerud, Christine A,[PX6)(0)N(C) Boockholdt, Barbara J.
Subject: 2014 Procurement Quota Increase for (Hydrocodone) for Mikart |{b){4);{b){7){E) |
Importance: High

b)(B);(b)(7)( ;
) Chris,

On Tuesday, July 1, 2014 this section ODGR received your request to review one (1) quota increase
application from Manufacturer Mikart [*®®X7(E who distribute to[P@ _Jregistered distributors to
determine if there are any pending administrative/legal actions against this applicant and to advise ODQ of the
findings.

ODGR conducted reviews (NADDIS, CSA, ctc.), as well as surveyed the responsible field oftices for their input
and recommendation on Mikart(P®®0E | Provided below are the results and recommendations.

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Mikart [POEXNE |

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for

Mikart POONE ][

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

Based on the above findings, it is
recommended that the increased amounts be reviewed to determine if they are warranted.

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

PEEN0) kmmbdGS%mnwmmmwn

On Thursday, July 3, 2014, Program Analyst (PA) of the Atlanta
DO who responded that there are no investigative actions pending that would prevent Mikart [P)#)(0)7)E)
from receiving an increase in quota for Hydrocodone.

. . bYE).PNT)([ - . . . .
The Control Sheet will be retumed to ODQ, with copies of PAC) findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced[(b)(4):(b)(7)(E) |

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

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

wogram Analyst| ODGR
.‘Reguﬂatwq; Unit

b)(8);()(7)(C)

1
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Memorandum

) Subject
\ikart (P4 0)(7)E)
20114 Procurcment Quola Increase Request

Hydrocodone
(DFN: 630-08.2)

Datc

JUN 30 20%

To

Barbara Boockholdt

Chief

Regulatory Section

Office of Diversion Control

Background:

As a result of the recent increase in the diversion and abuse of hydrocodone, ODQ requests that ODG
review the attached application and determine the legitimacy of the applicant’s customers. The
application enclosed conlains year to date sales (broken out by customer) for 2014 as provided by the

registrant.

ODQ requests that ODG review and provide written comments to on the applicant’s cnclosed
customer list. Specifically, GDQ requests information on whether the applicant’s customers arc currently
under investigation or are the subject of an order to show causc or immediate suspension order. The sales
made to such customers will be considered by ODQ when establishing/revising the applicant’s quota

allocation for hydrocodone.

Please feel frce to contact me it | can provide turther assistance in this matter,

Vol. Il Page 630
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Christine A. Sanherud, Ph.D.
Chief

Drug & Chemical Evaluation Section
Office of Diversion Control
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f

b){(6);(b)(7)HC)
Tor |(b)(6);(b)(7)(C) kannerud, Christine A.
Cc: |(b){6);{b){?){C)
Subject: Procurement Quota Increase for (Oxycadone) Sun Pharmaceutical Industries [P)(4):.(0)7)(E)

é))){S);{b)U){ Chris,

On Friday, August 15, 2014 this scction ODGR received you uest i view one {1) quota increase
application from Manufacturer Sun Pharmaceutical Industries [~ ®(0E) who distribute to [P |
(b)(4) registered distributors, manufacturers, to determine if there are any pending administrative/legal

actions against this applicant and to advise ODQ of the findings.

and recommendation on Sun Pharmaceutical Industries ) Provided below are the results and
recommendations.

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

QUOTA APPLICANT WITH NO ADVERSE OR DEROGATORY INFORMATION

Sun Pharmaceutical Industries|®®-®)7)E)

Per consultation with the field office, DEA does not have sufficient grounds to deny a quota increase for Sun
Pharmaceutical Industrigs®)*)©)N(E) \

(b)(4);(b)(7)(E)
Based on the above findings, 1t 1s recommended that the increased amounts be reviewed to

determing if they are warranted.

b)(4);(b)(6);(b)(7)(C);(b)(7)(E); (b)(7)(F)

1
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b)(6);(B)(7)(C) ) (D)@Y, (LXTHC)RITH( .
On Tuesday, August 19, 2014, Program Analyst (PA) emailed GS|F) of the New
Jersey DO who responded that there are no investigative actions pending that would prevent Sun
Pharmaceutical Industries[”* ©)(7E) from receiving an increase in quota for Oxycodone.
! . . . BOOO ], S _
The Control Sheet will be retumed to ODQ, with copies of PA[C) findings. Based on this information,

ODG suggests that the increased quota be reviewed, and possibly reduced|(b)(4);(b)(7)(E) |

Based on the fields response, you can proceed with the completion or denial of the increase quota request.

BY6) BXTIC)
Program UAnalyst{ ODGR
Unit

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

3
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Memorandum m
=
Subject Date

Sun Pharmaceutical Industrics, Inc [P@:0NE)

2014 Procurement Quota Increase Request
QOxycodone
(DFN: 630-08.2)

AUG 13 201

_ i,’]/.

Tao

Barbara Roacxboldt

Chief

Regulatory Scction

Office of Diversion Control

Background:

From { L
Christine A. Sanné
Chief

UN Reporting and Quota Section
Office of Diversion Control

As a result of the recent increase in the diversion and abuse of oxycodone, ODQ requests that ODG
review the atached application and determine the legitimacy of the applicant’s customers. The
application enclosed contains year to date sales (broken out by customer) for 2014 as provided by the

registrant.

ODO requests that ODG review and provide written comments on the applicant’s enclosed customer
list. Specificoy, ODQ requests information on whether the applicant’s customers arc currently under
investigation or are the subject of an order to show cause or immediate suspension order. The sales made
t0 such cuscomers will be considered by ODQ when establishing/revising the applicant’s quota allocation

for hydrocodo-e.

Please feel free to comtact me i 1 can provide further assistance in this matter.
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