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2013-5351

2013-5352

2013-5353

2013-5354

2013-5355

2013-5356

2013-5357

2013-5358

2013-5359

2013-5360

2013-5361

2013-5362

2013-5363

2013-5364

2013-5365

2013-5366

Control #

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

Recd Date / Requester

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

Subject

SWISS CAPS USA - EIR REDACTED 
11/08/2010 TO 11/17/2010

LEVETIRACETAM - AERS 

OUTSOURCE HUMAN DRUG 
COMPOUNDER BUSINESS 
CLASSIFICATION 

VERVE - CAERS

LORAZAPM - AERS, VIOLATIONS

NADA 141-345

OASIS DATA

ANDA 077571 ROUTING SHEET

 BK120067

ANDA 077571 FINAL APPROVAL LETTER

A copy of the releasable inspection report 
from November 2012 for: Boehringer-
Ingelheim Pharma GmbH & Co. KG, 
Ingelheim am Rhein, Germany

DA VINCI SURGICAL SYSTEM

STRIDES ARCOLAB - 483 (06/01/2013 - 
07/12/2013)

K820673 K833261 K881422

 K002348 - REVIEWER NOTES

K110639

Action Offices Status /
Status Date

07/15/2013

07/22/2013

07/15/2013

07/15/2013

07/22/2013

07/18/2013

07/15/2013

07/15/2013

07/23/2013

07/15/2013

07/15/2013

07/15/2013

07/19/2013

07/15/2013

07/15/2013

07/15/2013

Pending Action

Closed

Pending Action

Pending Action

Closed

Closed

Pending Action

Pending Action

Hold

Pending Action

Pending Action

Pending Action

Closed

Pending Action

Pending Action

Pending Action

Due Date

Swiss Caps, USA, Inc.

RHODE ISLAND HOSPITAL

Cantrell Drug Company

Vemma

enos, joe 

NOVARTIS ANIMAL HEALTH US INC

Investigative Reporters and Editors

FARUQI & FARUQI LLP

Fresenius-Kabi USA

FARUQI & FARUQI LLP

INC RESEARCH CONSULTING & 
SUBMISSIONS

Steven H. Schafer & Associates

ALSTON & BIRD LLP

WOOD BURDITT GROUP

STRYKER INSTRUMENTS

INTUITIVE SURGICAL

FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OF/CFSAN/OCD/EOS/

FDA/OMPT/CDER/ORP/DIDP/

CVM/OCD/

ORA/

FDA/OC/OES/DFOI/

ORA/ORO/DIOP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/
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2013-5367

2013-5368

2013-5369

2013-5370

2013-5371

2013-5372

2013-5373

2013-5374

2013-5375

Control #

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

Recd Date / Requester

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

Subject

SCF-001 AC NDA 20231 S/046 

REGULATORY OVERVIEW OF 
HYDROXYETHYL STARCH SOLUTIONS - 
RECS  

RIFAMPIN - PRECLINICAL TOXICOLOGY 
AND SAFETY DATA

P840001

MICRONUCLEUS FORMATION MEETING 
- TRANSCRIPT (07/31/2000 - 08/10/2000) 

ADVERSE DRUG REDACTIONS IN 
VIRGINIA HOSPITALS (01/01/2012 - 
07/13/2013) 

MEDI FARE DRUG & HOME HEALTH 
CARE, BLACKSBURG, SC; BIO MERIEUX 
INC, DURHAM, NC - 483 6/13

ZIMMER TRABECULAR METAL 
TECHNOLOGY INC, PARSIPANNY, NJ; 
DELVA TOOL & MACHINE CRP, 
CINNAMINSON, NJ; ADVANCED 
PRECISION INC, SPARTA, NJ - 483 6/13

MAIN STREET FAMILY PHARMACY LLC, 
NEWBERN, TN; OWEN BIOSCIENCES 
INC, BATON ROUGE, LA; LEISURE 
PRODUCTS, INC, KINGSPORT, TN - 483 
6/13

Action Offices Status /
Status Date

07/15/2013

07/15/2013

07/24/2013

07/15/2013

07/15/2013

07/18/2013

07/15/2013

07/15/2013

07/15/2013

Pending Action

Pending Action

Closed

Pending Action

Pending Action

Withdrawn Closed w/o Charges

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

INC RESEARCH CONSULTING & 
SUBMISSIONS

University of Wisconsin - Eau Claire

UTHSCSA

Aleva Neurotherapeutics SA

Joyce Greene Research

Community Health Alliance

FDA NEWS

FDA NEWS

FDA NEWS

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/SE-FO/ATL-DO/ATL-CB/

FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/

FDA/OGROP/ORA/SE-FO/NOL-DO/NOL-CB/
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2013-5376

Control #

07/15/2013

Recd Date / Requester

08/12/2013

Subject

CARESTREAM HEALTH INC, 
ROCHESTER, NY; LNK INT'L INC, 
HAUPPAUGE, NY; AMERICARE 
COMPOUNDING LLC, GARDEN CITY 
SOUTH, NY - 483 6/13 

Action Offices Status /
Status Date

07/15/2013

Acknowledgement Letter

Due Date

FDA NEWS FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
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2013-5377

2013-5378

2013-5379

2013-5380

2013-5381

2013-5382

2013-5383

2013-5384

2013-5385

2013-5386

Control #

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

Recd Date / Requester

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

Subject

TEVA PHARMACEUTICALS USA INC, 
SELLERSVILLE, PA; GLOBUS MEDICAL 
INC, AUDUBON, PA - 483 6/13

MOTION ANALYSIS CORP, SANTA ROSA,
CA; MORGAN MEDESIGN INC, SANTA 
ROSA, CA; DOCXS BIOMEDICAL 
PRODUCTS LLC, UKIAH, CA - 483 6/13 

AD TECH MEDICAL INSTRUMENT  CORP,
RACINE WI; PMT CORP, CHANHASSEN, 
MN; BELL INTL LABS INC, MINNEAPLOIS, 
MN - 483 6/13 

UNITED CONTACT LENS INC, 
ARLINGTON, WA - 483 6/13 

PT PANASONIC HEALTHCARE, 
INDONESIA - 483 6/13

SANQUIN  PLASMA PRODUCTS, 
AMSTERDAM, NETHERLANDS - 483 6/13 

AFTON SCIENTIFIC LLC, 
CHARLOTTESVILLE, VA; PRAXIR 
DISTRIBUTION MID ATLANTIC LLC, 
JESSUP, MD - 483 6/13

7 MILE SOLUTIONS INC, MAXANT 
TECHNOLOGIES, NILES IL; PARO 
ROBOTS US INC, SCHAUMBURG, IL - 
483 6/13 

OHIO ALUMINUM CO, WEST CHESTER, 
OH; GFS CHEMICALS INC, COLUMBUS, 
OH - 483 6/30 

GENESYS ORTHOPEDIC SYS LLC, 
AUSTIN, TX; WILDCAT MEDICAL 
EQUIPMENT INC, TULSA, OK; GENESIS 
BIOSYSTEMS INC, LEWISVILLE, TX - 483 
6/13 

Action Offices Status /
Status Date

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/23/2013

07/15/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Closed

Acknowledgement Letter

Due Date

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

DCB/

FDA/OGROP/ORA/CE-FO/PHI-DO/PHI-CB/

FDA/OGROP/ORA/PA-FO/SAN-DO/SAN-CB/

FDA/OGROP/ORA/CE-FO/MIN-DO/MIN-CB/

FDA/OGROP/ORA/PA-FO/SEA-DO/SEA-CB/

ORA/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OGROP/ORA/CE-FO/BLT-DO/BLT-CB/

FDA/OGROP/ORA/CE-FO/CHI-DO/CHI-CB/

FDA/OGROP/ORA/CE-FO/CIN-DO/CIN-CB/

FDA/OGROP/ORA/SW-FO/DAL-DO/DAL-CB/
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2013-5387

Control #

07/15/2013

Recd Date / Requester

08/12/2013

Subject

PETNET SOLUTIONS INC, 
ALBUQUERQUE, NM, COLORADO 
MEDICAL SYCLOTRON LLC, DENVER, 
CO; VICON MOTION SYS INC, 
CENTENNIAL CO - 483 6/13

Action Offices Status /
Status Date

07/15/2013

Acknowledgement Letter

Due Date

FDA NEWS FDA/OGROP/ORA/SW-FO/DEN-DO/DEN-
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2013-5388

2013-5389

2013-5390

2013-5391

2013-5392

2013-5393

Control #

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

07/15/2013

Recd Date / Requester

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

08/12/2013

Subject

SYMBIOS MEDICAL PRODUCTS LLC, 
INDIANAPOLIS, IN; SERVAPURE CO, BAY
CITY, MI; ZIMMER INC, WARSAW, IN - 
483 6/13 

SYSTEMS ONE LLC, STUART, FL; 
NOVALIS MEDICAL LLC, TAMPA, FL; 
TOBY ORTHOPAEDICS INC, CORAL 
GABLES, FL - 483 6/13 

PHARMAZEUTISCHE FABRIK, DR 
RECKEWEG & CO GMBH, BENSHEIM, 
GERMANY; SYNTRION GMBH, CAWL, 
GERMANY; PRODUCTS CHIMIQUES 
AUXILIARIES ET DE SYNTHESE SA, 
LIMAY, FRANCE - 483 6/13 

LAERDAL MEDICAL CO LTD, SUZHOU, 
CHINA; CHANGZHOU DSB MEDICAL CO 
LTD, CHANGZHOU CITY, CHINA - 483 
6/13 

MATHESON TRI GAS, WAVERLY, NE - 
483 6/13 

TEVA PARENTERAL MEDICINES INC, 
IRVINE, CA; KC PHARMACEUTICALS INC,
POMONA, CA; PRIMA PHARM INC, SAN 
DIEGO, CA - 483 6/13 

Action Offices Status /
Status Date

07/15/2013

07/15/2013

07/24/2013

07/15/2013

07/15/2013

07/15/2013

Acknowledgement Letter

Acknowledgement Letter

Closed

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

CB/

FDA/OGROP/ORA/CE-FO/DET-DO/DET-CB/

FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OGROP/ORA/SW-FO/KAN-DO/KAN-CB/

FDA/OGROP/ORA/PA-FO/LOS-DO/LOS-CB/
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2013-5394

Control #

07/15/2013

Recd Date / Requester

08/12/2013

Subject

TOWER LABS LTD, CENTERBROOK, CT; 
BRISTOL MYERS SQUIBB, DEVENS, MA; 
PRECISION DERMATOLOGY INC, 
CUMBERLAND, RI - 483 6/13 

Action Offices Status /
Status Date

07/15/2013

Acknowledgement Letter

Due Date

FDA NEWS FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-
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2013-5395

2013-5396

2013-5397

2013-5398

2013-5399

2013-5400

2013-5401

2013-5402

2013-5403

2013-5404

2013-5405

2013-5406

2013-5407

2013-5408

2013-5409

Control #

07/15/2013

07/15/2013

07/15/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

Recd Date / Requester

08/12/2013

08/12/2013

08/12/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

Subject

AER - TROFRANIL ETC 

NALFURAFINE HCI - IND 

MEDWATCH REPORTS

RECORDS RE LETTER FROM REYNOLDS
AMERICAN SERVICES COMPANY, 
MANAGING COUNSEL MITCHELL 
NEUHAUSER TO LAWRENCE DEYTON 
AND ELIZABETH DICKINSON SENT 
1/15/13

LONESTAR, AMARILLO, TX - 
CORRECTION AND PREVENTATIVE 
ACTIONS

INDIVIDUAL RECS

WOCKHARDT - LOGS, CORR, 483 ETC 
(01/01/2011 - 07/01/2013) 

AMERICAN RED CROSS BLOOD 
SERVICES NORTH COUNTY CENTER, 
FLORISSANT, MO - EIR (12/04/2012 - 
12/12/2012) 

 K843135

FOIA REQUEST LOG 7/08/2013 TO 
7/12/2013

LIST OF EMERGENCY IND APPROVED 
BY FDA SINCE 2011 FOR SYNACTHEN 

 K931654 

2013-4475

I K923260

MANHATTAN DRUG COMPANY, 
HILLSIDE, NJ - EIR, WARNING LETTER  
(01/01/2011 - 07/15/2013) 

Action Offices Status /
Status Date

07/18/2013

07/15/2013

07/18/2013

07/16/2013

07/16/2013

07/16/2013

07/19/2013

07/16/2013

07/16/2013

07/25/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/17/2013

Closed

Acknowledgement Letter

Closed

Pending Action

Pending Action

Pending Action

Closed

Pending Action

Pending Action

Closed

Pending Action

Pending Action

Acknowledgement Letter

Pending Action

Withdrawn Closed w/o Charges

Due Date

ALESHIRE 278999, DAVID .

MITSUBISHI TANABE PHARMA 
DEVELOPMENT OF AMERICA INC

UNIVERSITY OF NEW MEXICO

Tobacco Control Legal Consortium

IMPULSE DYNAMICS

Mutiple Site-National & International Multi-
disciplinary

CBS NEWS

American Red Cross Blood Services - 
Missouri Illinois Region

MOUNT SINAI SCHOOL OF MEDICINE

FDANEWS

Stipp, Lauren C

MOUNT SINAI SCHOOL OF MEDICINE

Beveridge & Diamond, PC

MOUNT SINAI SCHOOL OF MEDICINE

Herbalife International of America, Inc.

CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

FDA/OMPT/CTP/OD/

OC/OCC/

FDA/OGROP/ORA/SW-FO/DAL-DO/DAL-CB/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/SW-FO/KAN-DO/KAN-CB/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OC/OES/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OC/OES/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/
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2013-5410

2013-5411

2013-5412

2013-5413

2013-5414

2013-5415

Control #

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

Recd Date / Requester

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

Subject

NINGBO ZHENHAI HAIDE BIOCHEM - 
WARNING LETTER, EIR 

FOIA REQUEST LOG 01/01/2012 - 
07/15/2013

K925565

K120657

2013-4817

PHARMACHEM LABORATORIES, 
KEARNY, NJ - EIR, WARNING LETTER 
(01/01/2010 - 07/15/2013)

Action Offices Status /
Status Date

07/17/2013

07/25/2013

07/16/2013

07/18/2013

07/19/2013

07/17/2013

Withdrawn Closed w/o Charges

Closed

Pending Action

Duplicate Request

Closed

Withdrawn Closed w/o Charges

Due Date

Herbalife International of America, Inc.

NPR National Public Radio

MOUNT SINAI SCHOOL OF MEDICINE

COVIDIEN

Beveridge & Diamond, PC

Herbalife International of America, Inc.

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OC/OES/DFOI/

FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/
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2013-5416

Control #

07/16/2013

Recd Date / Requester

08/13/2013

Subject

TOWER LABORATORIES, 
CENTERBROOK, CT - EIR, WARNING 
LETTER (01/01/2010 - 07/15/2013)

Action Offices Status /
Status Date

07/17/2013

Withdrawn Closed w/o Charges

Due Date

Herbalife International of America, Inc. FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-
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2013-5417

2013-5418

2013-5419

2013-5420

2013-5421

2013-5422

2013-5423

2013-5424

2013-5425

2013-5426

2013-5427

2013-5428

2013-5429

Control #

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

Recd Date / Requester

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

Subject

EWG - SUPERBUGS INVADE AMERICAN 
SUPERMARKETS RPT CORR BTWN FDA 
AND REPRESENTATIVES OF THE 
POULTRY, LIVESTOCK OR ANIMAL FEED
AND PHARMACEUTICAL INDUSTRIES

MORTON GROVE PHARMS - 
CARBAXEFED RECS 1/00 TO PRESENT

GE HEALTHCARE - OMNISCAN NDA 20-
123, NDA 22-066 MEMO TO FILE 5/15/07

SALMONELLA OUTBREAK - 
INVESTIGATION RECS

RESEARCH TRIANGLE INSTITUTE - 
TOBACCO MENTHOL STUDIES 
HHSF223201000044C COMM, DATA 
ANALYSIS

APP PHARMACEUTICALS LLC - 
HEPARIN PRODUCTION MTG MINS, 
CORR, TRANS, ETC

DR BERNARD BRANSON - CORR, 
CMPLNTS 2008 TO 2012; ORASURE 
TECHNOLOGIES INC - ORAQUICK RAPID
HIV TESTS CORR, RECS 2008 TO 2012

CHILDREN'S TYLENOL SUSPENSION 
LIQUID - FAERS 1969 TO 2013

NOVARTIS PHARMACEUTICAL CORP - 
SYNTOCINON (OXYTOCIN NASAL SOL) 
NDA 12-285 VOLUNTARY WITHDRAWAL 
8/7/97

GC AMERICA - G-AENIAL UNIVERSAL 
FLO MATERIAL SAFETY DATA SHEET 
(MSDS)

UNISOM, TULENEX, PROMESCENT, ETC 
- RECS

PHILIPS - INTELLIVUE CLINICAL 
INFORMATION PORTFOLIO K100272

VERTEX PHARMACEUTICALS INC - 
INCIVEK CLNCL TRIALS, AERS, CORR, 
ETC

Action Offices Status /
Status Date

07/16/2013

07/17/2013

07/16/2013

07/19/2013

07/16/2013

07/16/2013

07/16/2013

07/18/2013

07/22/2013

07/16/2013

07/16/2013

07/16/2013

07/24/2013

Acknowledgement Letter

Partial Response

Acknowledgement Letter

Partial Response

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Closed

Withdrawn Closed w/o Charges

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Closed

Due Date

ENVIRONMENTAL WORKING GROUP

Segal McCambridge Singer & Mahoney

GIBSON DUNN & CRUTCHER LLP

MISSION LAW CENTER

COVINGTON & BURLING LLP

MEYERSON LAW FIRM PC

CENTER FOR HIV LAW & POLICY

FRIEDMAN, ROBERT 

RETROPHIN INC

TUCHIN, STACEY 

MARTINEZ #1652478, ENRIQUE 

Draeger Medical Systems Inc

SUGARMAN AND SUGARMAN PC

CB/

CVM/OCD/

OC/OCC/

FDA/OC/OES/DFOI/

FDA/OGROP/ORA/CE-FO/CHI-DO/CHI-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

FDA/OF/CFSAN/OCD/EOS/

FDA/OMPT/CTP/OD/

FDA/OO/OFBA/OAGS/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/CE-FO/PHI-DO/PHI-CB/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/
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2013-5430

2013-5431

2013-5432

2013-5433

2013-5434

2013-5435

2013-5436

2013-5437

2013-5438

2013-5439

2013-5440

2013-5441

2013-5442

2013-5443

2013-5444

Control #

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

Recd Date / Requester

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

08/13/2013

Subject

SHIONOGI INC - ROBINUL 
(GLYCOPYRROLATE TABS) NDA 12-827 
LBLG

MAXITROL (NEOMYCIN, POLYMYXIN B, 
DEXAMETHASONE OPHTHALMIC 
SUSPENSION) - AERS

FDA CORR WITH REP LOUIE GOHMERT 
(01/03/2005 - 07/15/2013) 

TOBRADEX (TOBRAMYCIN AND 
DEXAMETHASONE OPHTHALMIC 
SUSPENSION) - AERS

NADA 115-732

XATALAN APPROVAL RECS 

HEPTAVAX-B - DOCKET, BLA, 
ADVISORY COMMITTEE MEETINGS ETC 

PRILOSEC - ORIGINAL APPROVAL 
LETTER 9/14/1989 

AMOXIL - ORIGINAL APPROVAL LETTER 
10/21/1980

VIVASTEM LLC, STEMPHASE - 
COMMUNICATIONS WITH FDA  
(01/01/2011 - 07/16/2013)  

RECOMBIVAX HB - BLA, ADVISORY 
COMMITTEE MEETINGS

VA GOV BOB MCDONNELL - CORR 
WITIH FDA (01/01/2010 - 07/15/2013) 

PADDOCK LLC - PHOSLO GELCAPS 
ANDA 91-312 QUALITY OVERALL 
SUMMARY, PHARMACEUTICAL 
DEVELOPMENT RPT

INVAGEN PHARMACEUTICALS INC - 
PHOSLO GELCAPS ANDA 203-135 
QUALITY OVERALL SUMMARY, 
PHARMACEUTICAL DEVELOPMENT RPT

IMDSOFT -  METAVISION CIS K012349

Action Offices Status /
Status Date

07/23/2013

07/22/2013

07/16/2013

07/23/2013

07/17/2013

07/17/2013

07/16/2013

07/23/2013

07/18/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

07/16/2013

Closed

Closed

Pending Action

Closed

Closed

Closed

Pending Action

Closed

Closed

Pending Action

Pending Action

Pending Action

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

APPCO PHARMACEUTICALS CORP

GARMO & GARMO LLP

The Huffington Post

GARMO & GARMO LLP

Seattle Institute for Biomedical and Clinical 
Research

University Eye Hospital

PRINCETON UNIVERSITY

University of the Incarnate Word, Feik School 
of Pharmacy

University of the Incarnate Word, Feik School 
of Pharmacy

Kathy Hee

PRINCETON UNIVERSITY

The Huffington Post/Jason Cherkis

LATHAM & WATKINS LLP

LATHAM & WATKINS LLP

Draeger Medical Systems Inc

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

OC/OL/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

CVM/OCD/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DDM/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

CVM/OCD/

FDA/OC/OES/DDM/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

ORA/

FDA/OC/OES/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/
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2013-5445

2013-5446

2013-5447

2013-5448

2013-5449

2013-5450

2013-5451

2013-5452

2013-5453

2013-5454

2013-5455

2013-5456

2013-5457

2013-5458

2013-5459

Control #

07/16/2013

07/16/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

Recd Date / Requester

08/13/2013

08/13/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

Subject

PICIS - WEIGHT BASED DOSE 
CONVERTER K121542

CERNER CARE - AWARE IBUS K093134

CAROLINA MEDICAL - TRIAMCINOLONE 
ACETONIDE ANDA 89-595 SBA

CAROLINA MEDCL -  TRIAMCINOLONE 
ACETONIDE ANDA 89-595 SBA

PERRIGO NEW YORK - TRIAMCINOLONE
ACETONIDE ANDA 87-385 SBA

PERRIGO NEW YORK - TRIAMCINOLONE
ACETONIDE ANDA 87-357 SBA 

PERRIGO NEW YORK - TRIAMCINOLONE
ACETONIDE ANDA 87-356 SBA 

FOUGERA PHARMS - TRIAMCINOLONE 
ACETONIDE ANDA 85-692 SBA 

TARO - NYSTATIN & TRIAMCINOLONE 
ACETONIDE ANDA 62-364 SBA 

TARO - NYSTATIN & WTRIAMCINOLONE 
ACETONIDE ANDA 63-305 SBA 3/29/93

TARO - NYSTATIN ANDA 64-022 SBA 

FOUGERA PHARMS - NYSTATIN ANDA 
62-124 SBA 

BOXES FOR HAIR SHAMPOO & 
CONDITIONERS 8, 21 PALLETS ENTRY 
NUMBER EHP00774480 - 
PHOTOGRAPHS, OASIS COMPUTER 
DATA BASE SCREEN SHOTS

SEXY HAIR CONCEPTS ENTRY 
#3HP00774480 - RECS

LISTING OF DATES IN HOURS, MINS 
THAT LAVEETA D MOTEN WAS LOGGED 
ON TO THE HHS, FDA, OMS, CFSAN 
COMPUTER SYS AFTER 4:30 PM 
MONDAY THROUGH FRIDAY ON LEGAL 
HOLIDAYS, & ON WEEKENDS 1/1/11-
8/14/11

Action Offices Status /
Status Date

07/16/2013

07/16/2013

07/17/2013

07/23/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Duplicate Request

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

Draeger Medical Systems Inc

Draeger Medical Systems Inc

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

DR REDDY'S LABORATORIES INC

ZETETIC

ZETETIC

MOTEN, LAVEETA D 

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-CB/

FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-CB/

FDA/OC/OES/
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2013-5460

2013-5461

Control #

07/17/2013

07/17/2013

Recd Date / Requester

08/14/2013

08/14/2013

Subject

LISTING OF ALL DATES IN HOURS , MINS
LAVEETA D MOTEN WAS LOGGED ON 
TO THE HHS, FDA, OMS, CFSAN 
COMPUTER SYS AFTER 4:30 PM 
MONDAY THROUGH FRIDAY, ON LEGAL 
HOLIDAYS & ON WEEKENDS 12/5/11 TO 
6/30/12

LISTING OF ALL DATES HOURS & MINS 
THAT LAVETTA D MOTEN WAS LOGGED 
ON TO THE HHS, FDA, OMS, CFSAN 
COMPUTER SYS AFTER 4:30 PM 
MONDAY THROUGH FRIDAY, ON LEGALL
HOLIDAYS & WEEKENDS 7/1/10-12/31/10

Action Offices Status /
Status Date

07/17/2013

07/17/2013

Acknowledgement Letter

Acknowledgement Letter

Due Date

MOTEN, LAVEETA D 

MOTEN, LAVEETA D 

FDA/OC/OES/

FDA/OC/OES/
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2013-5462

Control #

07/17/2013

Recd Date / Requester

08/14/2013

Subject

MANNKIND CORP, VALENCIA, CA, 
PARAMUS, NJ, DANBURY, CT - EIRS, 
483S, UNTITLED LTRS 1/12 TO PRESENT

Action Offices Status /
Status Date

07/24/2013

Partial Response

Due Date

MILLENNIUM MANAGEMENT LLC FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/

FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-
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2013-5463

2013-5464

2013-5465

2013-5466

2013-5467

2013-5468

2013-5469

2013-5470

2013-5471

Control #

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

Recd Date / Requester

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

08/14/2013

Subject

DR JANET WOODCOCK OFFICE OF 
STRATEGIC PROGRAMS, OFFICE OF 
HEALTH & CONSITUENT AFFAIRS, 
PARENT PROJECT MUSCULAR 
DYSTROPHY - MEETING 7/9/13

APRVD DRUG PRODS LISTED BY ACTIVE
INGREDIENT

MENADIONE - NDA 02-139 NON-CLNCL,
CLINICAL SAFETY RECS SBA

SMITHKLINE BEECHMAN (CORK) LTD 
DBA GLAXOSMITHKLINE -AVANDAMET 
(METFORMIN HCL ROSIGILTAZONE 
MALEATE) NDA 21-410/032, APRVL PKG 
1/25/13

ALLERGAN INC - LATISSE CLNCL 
INVESTIGATIONS, STUDIES, 
OPHTHALMIC DRUGS A/C 12/5/08

DECLARATION OF MARY T CARDEN - 
TABS 55-63, EXHIBITS 274, 275

FRUIT JUICE OR VEGTABLE JUICE - 
OPINIONS 6/25/08; GNT USA INC - 
SPIRULINA CONCENTRATE PETITION

ZILPATEROL HCL (ZILMAX) TYPE C 
MEDICATED FEED NADA 141-258 - 
ANALYTICAL METHODS

FOUR NEW TOBACCO PRODS - COMM 
RELATING TO THE NON SUBSTANITALLY
EQUIALENT DETERMINATIONS 
WITHOUT LIMITATIONS, COMM TO 
APRVL OR DENIAL OF THE 
SUBSTANTIAL EQUIVALENCE 
SUBMISSIONS

Action Offices Status /
Status Date

07/17/2013

07/17/2013

07/17/2013

07/23/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

07/17/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Closed

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

MILLENNIUM MANAGEMENT LLC

HOGAN  LOVELLS  LLP

VIRTUAL REGULATORY SOLUTIONS

THOMSON REUTERS

KEMP LITTLE LLP

BAYER, RANGE RICHARD D 

INTERNATIONAL ASSOCIATION OF COLOR
MANUFACTURERS

Center for Regulatory Services, Inc.

LATHAM & WATKINS LLP

CB/

FDA/OGROP/ORA/PA-FO/LOS-DO/LOS-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DDM/

FDA/OMPT/CDER/ORP/DIDP/

OC/OCC/

FDA/OF/CFSAN/OCD/EOS/

CVM/OCD/

FDA/OMPT/CTP/OD/
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2013-5472

Control #

07/17/2013

Recd Date / Requester

08/14/2013

Subject

E COLI 0121 MUTISTATE OUTBREAK - 
LINE LISTS, CORR, EMAILS, ETC 12/20/12 
TO 4/15/13

Action Offices Status /
Status Date

07/17/2013

Acknowledgement Letter

Due Date

LITCHFIELD CAVO LLP FDA/OF/CFSAN/OCD/EOS/

FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
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2013-5473

2013-5474

2013-5475

2013-5476

2013-5477

2013-5478

2013-5479

2013-5480

2013-5481

2013-5482

2013-5483

2013-5484

2013-5485

2013-5486

2013-5487

Control #

07/17/2013

07/17/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Recd Date / Requester

08/14/2013

08/14/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

Subject

SOY & SOY PRODS EFFECTS

VERATHON INC, BOTHELL, WA - EIR 
(10/01/2012 - 07/01/2013)

DKT 1995N-0259

NDA 019048 - SBA

BQL-0015477-1/1/5; BQL-0015477-1/1/9; 
BQL-0017148-6/1/5; ETC 

BENTYL, DICYCOLMINE 
HYDROCHLORIDE - MEDWATCH RPTS 

SUMMARY OF DATA SUPPORTING 
BLACK BOX HEPATOXICITY WARNING 
ON ORAL NALREXONE 

JOHNSON & JOHNSON, HORSHAM, PA - 
INSPECTION RECS APRIL 2011 

 9284733 9292050 9299545 ETC

MYLAN TECHNOLOGIES, MYLAN 
PHARMACEUTICALS, INC, MYLAN INC - 
180 DAY MARKET EXCLUSIVITY FOR 
GENERIC VERSION OF LIDODERM  

ANDA  203263 - SBA

K040395

NDA 50718 S002 

MEDTRONIC SOFAMOR DANEK GMBH, 
DEGGENDORG, GERMANY - EIR 
(03/01/2011 - 07/30/2010)

SPRYCEL, TASIGNA, GLEEVEC - AERS 

Action Offices Status /
Status Date

07/17/2013

07/17/2013

07/18/2013

07/23/2013

07/18/2013

07/22/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/23/2013

07/18/2013

07/18/2013

Acknowledgement Letter

Pending Action

Closed

Closed

Pending Action

Closed

Withdrawn Closed w/o Charges

Pending Action

Pending Action

Pending Action

Pending Action

Pending Action

Closed

Pending Action

Pending Action

Due Date

CASSELLS B-8317 T-20, KEITH M 

Garrison, Russell 

MATT SMITH

G&W LABORATORIES INC

Atkins Intellectual Property, PLLC

Sandberg, Phoenix and vonGontard

Western Michigan University School of 
Medicine, Department of Psychiatry, Research
Division

PROPUBLICA

Pura Vida Investments

WINSTON & STRAWN LLP

Lachman Consultants

FOI Services, Inc.

Lachman Consultants

Medtronic Spinal & Biologics

Scott A. Hodes, Attorney at Law

DCB/

FDA/OF/CFSAN/OCD/EOS/

FDA/OGROP/ORA/PA-FO/SEA-DO/SEA-CB/

OM/OM/

FDA/OMPT/CDER/ORP/DIDP/

ORA/

FDA/OGROP/ORA/PA-FO/LOS-DO/LOS-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/CE-FO/PHI-DO/PHI-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/
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2013-5488

2013-5489

2013-5490

2013-5491

2013-5492

2013-5493

2013-5494

2013-5495

2013-5496

2013-5497

2013-5498

2013-5499

2013-5500

2013-5501

2013-5502

2013-5503

2013-5504

Control #

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Recd Date / Requester

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

Subject

NINGBO ZHENHAI HAIDE BIOCHEM, 
CHINA - 483 (01/01/2012 - 07/15/2013) 

NDA 50718 - SBA

HUMIRA - AERS 

STELARA - AERS 

K837494 

EMBREL - AERS 

EDECRIN - SBA 

K093397

HUMIRA - STABILITY/TEMPERATURE 
EXCURSION INFORMATION 

K050783

NDA 202379 S005 

HUMIRA - AERS 

INDIVIDUAL RECS

 NDA  019117, S012 - SBA

ANDA 072494 - SBA

ANDA 063305 - SBA

ANDA 062364 

Action Offices Status /
Status Date

07/18/2013

07/23/2013

07/24/2013

07/26/2013

07/18/2013

07/26/2013

07/19/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/23/2013

07/18/2013

07/18/2013

07/23/2013

Pending Action

Closed

Closed

Closed

Pending Action

Closed

Closed

Pending Action

Pending Action

Closed

Pending Action

Pending Action

Pending Action

Withdrawn Closed w/o Charges

Pending Action

Pending Action

Withdrawn Closed w/o Charges

Due Date

Herbalife International of America, Inc.

Lachman Consultants

RICHARD LEE COBB & HALL

RICHARD LEE COBB & HALL

Clark, Greg B

RICHARD LEE COBB & HALL

Micro Labs USA, Inc

FOI Services, Inc.

FOI Services, Inc.

Rachael Tanner

INC RESEARCH CONSULTING & 
SUBMISSIONS

Baxter Baker SIdle Conn & Jones, LLP

Stevens, Cheryl L

G&W LABORATORIES INC

G&W LABORATORIES INC

G&W Laboratories Inc. 

G&W LABORATORIES INC

FDA/OMPT/CDER/ORP/DIDP/

FDA/OF/CFSAN/OCD/EOS/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OC/OES/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OO/OHR/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/
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2013-5505

Control #

07/18/2013

Recd Date / Requester

08/15/2013

Subject

K980818 

Action Offices Status /
Status Date

07/18/2013

Pending Action

Due Date

EyeReg Consulting, Inc. FDA/OMPT/CDRH/OCER/DFOI/



Query Result Report
Records: 241

July      26, 2013 08:57 AMPage 22 of 46

2013-5506

Control #

07/18/2013

Recd Date / Requester

08/15/2013

Subject

GENZYME, ALLSTON, MA - RESPONSE 
TO 483 (10/01/2009 - 10/31/2010) 

Action Offices Status /
Status Date

07/18/2013

Pending Action

Due Date

Teva Pharmaceuticals FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-
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2013-5507

2013-5508

2013-5509

2013-5510

2013-5511

2013-5512

2013-5513

2013-5514

2013-5515

2013-5516

2013-5517

2013-5518

2013-5519

2013-5520

2013-5521

2013-5522

Control #

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Recd Date / Requester

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

Subject

MIRENA IUD - CLINICAL TRIAL DATA; 
BURLEX - POSTMARKET STUDY; 
MIRENA PERFORATION AND MIGRATION
RATES ETC 

EXUBERA, HUMALOG, NOVOLOG - 
AERS 

INVESTIGATION RECS

BAYER DIETARY SUPPLEMENTS - AERS

DKT 75N-0183

BIOPHOSPHONATES - MEDICATION 
GUIDES 

BAYER, BERKELEY, CA - EIR 8/11 

IBANDRONATE - MEDICATION GUIDE 

INDIVIDUAL RECS

SSRI, SNRI MEDICATIONS - SEXUAL 
AERS 

OTSG CORR WITH FDA RE 
WITHDRAWAL OF NDA 019578

CORR BTWN FDA/MEDSUN AND 
INTUITIVE SURGICAL RE SMALL SAMPLE
SURVERY OF DA VINCI SURGICAL 
SYSTEM (01/01/2013 - 07/17/2013)

CSL BEHRING LLC, BRADLEY, IL - EIR, 
483 (05/30/2013 - 05/30/2013)

BLUESHINE - GOLD SERIES LASER DVC 
K110375 

CUTERA - GENESIS PLUS LASER SYS 
K103626

PINPOINTE - FOOTLASER DVC K093547 

Action Offices Status /
Status Date

07/25/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/22/2013

07/25/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/19/2013

07/18/2013

Closed

Pending Action

Pending Action

Pending Action

Pending Action

Pending Action

Pending Action

Pending Action

Withdrawn Closed w/o Charges

Closed

Pending Action

Pending Action

Pending Action

Acknowledgement Letter

Closed

Acknowledgement Letter

Due Date

Alpert Medical School of Brown University

Highline Research Advisors

ARKIN CONSULTING GROUP

The Center for Science in the Public Interest

Ansell Healthcare Products LLC

FOI Services, Inc.

FOI Services, Inc.

FOI Services, Inc.

Pamela Miller

HOWARD UNIVERSITY

Johns Hopkins Bloomberg School of Public 
Health

Rice Voelker

Govzilla, Inc.

HOGAN LOVELLS US LLP 

HOGAN LOVELLS US LLP 

HOGAN LOVELLS US LLP 

CB/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OF/CFSAN/OCD/EOS/

FDA/OC/OES/DDM/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/PA-FO/SAN-DO/SAN-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OGROP/ORA/CE-FO/CHI-DO/CHI-CB/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OC/OES/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/
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2013-5523

2013-5524

2013-5525

2013-5526

2013-5527

Control #

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Recd Date / Requester

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

Subject

PENISULA KIDNEY ASSOCIATES PC, 
HAMPTON, VA; VASCULAR ACCESS 
CENTER, HAMPTON, VA  - MEDCOMP 
OR BARD QUINTON CATHETER  
MEDWATCH RPT 9/7/10 

JACK 3D, OXY ELITE PRO, NUTREX LIPO 
6 BLACK PRODUCTS, ETC - CAERS 
12/17/12 TO PRESENT 

FORTHANE - NDA, APRVL 

VISTAKON - MW5020993 

VISTAKON - MW5023889

Action Offices Status /
Status Date

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

CANTOR STONEBURNER ET AL

ANDREWS THORNTON 

ANDREWS THORNTON 

Vistakon

Vistakon

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OF/CFSAN/OCD/EOS/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/



Query Result Report
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2013-5528

Control #

07/18/2013

Recd Date / Requester

08/15/2013

Subject

MARKSANS PHARMACEUTICALS LTD, 
COMMACK, NY - EIR, 483, CO RESP 
1/26/12 

Action Offices Status /
Status Date

07/18/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
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2013-5529

Control #

07/18/2013

Recd Date / Requester

08/15/2013

Subject

OTSUKA AMERICA PHARMACEUTICAL 
INC, ROCKVILLE, MD - EIR, 483, CO 
RESP 7/20/12 

Action Offices Status /
Status Date

07/18/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS

DCB/

FDA/OGROP/ORA/CE-FO/BLT-DO/BLT-CB/



Query Result Report
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2013-5530

Control #

07/18/2013

Recd Date / Requester

08/15/2013

Subject

PHARMALUCENCE INC, BILLERICA, MA -
CO RESP, EIR, 483 3/13/12 

Action Offices Status /
Status Date

07/18/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-



Query Result Report
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2013-5531

2013-5532

2013-5533

2013-5534

2013-5535

2013-5536

2013-5537

Control #

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Recd Date / Requester

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

Subject

LANNETT CO INC, PHILADELPHIA, PA - 
CO RESP, EIR, 483 8/17/12 

US GENERICS PROGRAM, 
BARRANQUILLA, COLOMBIA - CO RESP, 
EIR, 483 6/22/12 

US GENERICS PROGRAM, 
BARRANQUILLA, COLOMBIA - CO RESP, 
EIR, 483 6/22/09 

FRESENIUS KABI USA LLC, 
SCHAUMBURG, IL - EIR, 483, CO RESP 
5/4/12 

B BRAUN MEDICAL INC, IRVINE, CA - 
EIR, 483, CO RESP 3/8/12 

APRIA HEALTHCARE INC, FIFE, WA - 
EIR, 483, CO RESP 2/7/12

AMPHASTAR PHARMACEUTICALS INC, 
RANCHO CUCAMONGA, CA - EIR, 483, 
CO RESP 6/28/12

Action Offices Status /
Status Date

07/18/2013

07/23/2013

07/22/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

Acknowledgement Letter

Closed

Closed

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

CB/

FDA/OGROP/ORA/CE-FO/PHI-DO/PHI-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/CE-FO/CHI-DO/CHI-CB/

FDA/OGROP/ORA/PA-FO/LOS-DO/LOS-CB/

FDA/OGROP/ORA/PA-FO/SEA-DO/SEA-CB/

FDA/OGROP/ORA/PA-FO/SAN-DO/SAN-CB/

FDA/OGROP/ORA/PA-FO/LOS-DO/LOS-CB/



Query Result Report
Records: 241

July      26, 2013 08:57 AMPage 29 of 46

2013-5538

Control #

07/18/2013

Recd Date / Requester

08/15/2013

Subject

AMAG PHARMACEUTICALS INC, 
CAMBRIDGE, MA - CO RESP, EIR, 483 
5/24/12

Action Offices Status /
Status Date

07/18/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-
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2013-5539

2013-5540

2013-5541

2013-5542

2013-5543

2013-5544

2013-5545

2013-5546

2013-5547

2013-5548

2013-5549

2013-5550

2013-5551

Control #

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

Recd Date / Requester

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/15/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

Subject

SENATOR MARY PRYOR - CORR 

FCN 1072

STAINISLAW BURZYNSKI, RASHID 
BUTTAR, JOSEPH MERCOLA  - 
WARNING LTRS  

SYNTHES - VARIABLE ANGLE 
FOREFOOT MIDFOOT SYS K100776 

IMPAX LABORATORIES INC & FDA - 
MEMOS, INSPECTOR NOTES, EMAILS, 
ETC 

IMPORTS FROM 6/16/13 TO 7/13/15

LIMACORPORATE SPA - DELTA TT 
ACETABULAR SYS K112898

EXACTECH INC - NOVATION EMPIRE 
ACETABULAR AUGENTS WITH INTEGRIP
DVC K101761

SANDRA LITAO, DASMARINAS, 
PHILLIPPINES - EIR, 483, CO RESP  
7/6/12

UERM MEMORIAL MEDI, QUEZON, 
PHILLIPPINES - EIR, 483, CO RESP 
6/29/12

ROCHE DIAGNOSTICS GMBH, 
PENZBERG, GERMANY - EIR, 483, CO 
RESP 10/16/12

LINCARE INC, PORT ANGELES, WA - 
EIR, 483, CO RESP 4/16/12

LABORATORIOS GRIFOLS SA, 
BARCELONA, SPAIN - EIR, 483, CO RESP
7/11/12

Action Offices Status /
Status Date

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/18/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/23/2013

07/19/2013

07/23/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Closed

Acknowledgement Letter

Closed

Due Date

JONES, THOMAS H

STEPTOE & JOHNSON

USA TODAY

PARSONS BEHLE & LATIMER

COHEN MILSTEIN HAUSFELD & TOLL

GLOBAL TRADE INTELLIGENCE INC 

FACET-LINK INC

FACET-LINK INC

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

CB/

OC/OL/

FDA/OF/CFSAN/OCD/EOS/

FDA/OGROP/ORA/SE-FO/ATL-DO/ATL-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OGROP/ORA/PA-FO/SAN-DO/SAN-CB/

FDA/OMPT/CDER/ORP/DIDP/

ORA/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CBER/OCOD/DDOM/ALFB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/PA-FO/SEA-DO/SEA-CB/

FDA/OMPT/CDER/ORP/DIDP/



Query Result Report
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2013-5552

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

EXEMPLAR PHARMACEUTICALS LLC, 
FALL RIVER, MA - EIR, 483, CO RESP 
2/15/13

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-



Query Result Report
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Control # Recd Date / Requester SubjectAction Offices Status /
Status DateDue Date

CB/
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2013-5553

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

EXEMPLA INC (DBA EXEMPLA 
LUTHERAN MEDICAL CENTER), WHEAT 
RIDGE, CO - EIR, 483, CO RESP 1/14/13

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/SW-FO/DEN-DO/DEN-



Query Result Report
Records: 241
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2013-5554

2013-5555

2013-5556

2013-5557

2013-5558

Control #

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

Recd Date / Requester

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

Subject

JANET K TILLISCH MD, FARGO, ND - EIR,
483, CO RESP 4/9/13

XANODYNE PHARMACEUTICALS INC, 
NEWPORT, KY - EIR, 483, CO RESP 
3/30/12

WOCKHARDT LTD, AURANGABAD, INDIA 
- EIR, 483, CO RESP 1/27/12

ORTHO BIOLOGICS LLC, MANATI, PR - 
EIR, 483, CO RESP 2/14/13

OHM LABORATORIES INC, NEW 
BRUNSWICK, NJ - EIR, 483, CO RESP 
12/18/12

Action Offices Status /
Status Date

07/19/2013

07/19/2013

07/23/2013

07/19/2013

07/19/2013

Acknowledgement Letter

Acknowledgement Letter

Withdrawn Closed w/o Charges

Acknowledgement Letter

Acknowledgement Letter

Due Date

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

CB/

FDA/OGROP/ORA/CE-FO/MIN-DO/MIN-CB/

FDA/OGROP/ORA/CE-FO/CIN-DO/CIN-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/SE-FO/SJN-DO/SJN-CB/

FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/



Query Result Report
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2013-5559

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

NEW YORK BLOOD CENTER INC, NEW 
YORK, NY - EIR, 483, CO RESP 1/15/13

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-



Query Result Report
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2013-5560

2013-5561

2013-5562

2013-5563

2013-5564

2013-5565

2013-5566

2013-5567

2013-5568

2013-5569

2013-5570

2013-5571

2013-5572

2013-5573

2013-5574

2013-5575

Control #

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

Recd Date / Requester

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

Subject

NEPHRON PHARMACEUTICALS CORP, 
ORLANDO, FL - EIR, 483, CO RESP 
8/17/12

NATIONWIDE CHILDREN'S HOSPITAL 
IRB, COLUMBUS, OH - EIR, 483, CO 
RESP 1/25/13

MEDI PHYSICS INC (DBA GE HEALTH 
CARE INC), SOUTH PLAINFIELD, NJ - 
EIR, 483, CO RESP 1/9/13

MEDEFIL INC, GLENDALE HEIGHTS, IL - 
EIR, 483, CO RESP 5/25/12

ST LUKE'S HOSPITAL BLOOD BANK, 
KANSAS CITY, MO - EIR, 483, CO RESP 
3/13/13

SGS LIFE SCIENCE SERVICES, WEST 
CHESTER, PA - EIR, 483, CO RESP 3/6/13

QUALIMAX LLC, RIDGEFIELD, NJ - EIR, 
483, CO RESP 3/6/13

BURZYNSKI - ADVERSE EVENTS

PLASMACARE INC, CLEVELAND, OH - 
EIR, 483, CO RESP 1/31/13

BURZYNSKI RESEARCH INSTITUTE, 
HOUSTON, TX - INSPECTION REPORTS, 
CORR  (01/01/2001 - 07/17/2013)

TISHCON CORP, SALISBURY, MD - EIR, 
483, CO RESP 1/30/13

SIEGFRIED MALTA LTD, MALTA - QAP 

ABBOTT NUTRITION, TIPP CITY, OH - 
EIR (01/01/2013 - 07/19/2013)

INTUITIVE SURGICAL ROBOTS - 
RESULTS FROM SURGEON SURGEY 

08P-0591/CP1 - SBA

K011071, K070430, P98002

Action Offices Status /
Status Date

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/23/2013

07/23/2013

07/19/2013

07/24/2013

07/22/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Pending Action

Acknowledgement Letter

Pending Action

Acknowledgement Letter

Closed

Closed

Pending Action

Withdrawn Closed w/o Charges

Partial Response

Due Date

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

USA TODAY

THOMSON REUTERS

USA TODAY

THOMSON REUTERS

Siegfried AG

Kline & Company

BLOOMBERG NEWS

Ursam Pharma LLC

Ashcraft& Gerel

DCB/

FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-CB/

FDA/OGROP/ORA/CE-FO/CIN-DO/CIN-CB/

FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/

FDA/OGROP/ORA/CE-FO/CHI-DO/CHI-CB/

FDA/OGROP/ORA/SW-FO/KAN-DO/KAN-CB/

FDA/OGROP/ORA/CE-FO/PHI-DO/PHI-CB/

FDA/OGROP/ORA/CE-FO/NWJ-DO/NWJ-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/CE-FO/CIN-DO/CIN-CB/

FDA/OGROP/ORA/SW-FO/DAL-DO/DAL-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/CE-FO/BLT-DO/BLT-CB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OGROP/ORA/CE-FO/CIN-DO/CIN-CB/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDRH/OCER/DFOI/

FDA/OC/OES/DFOI/
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2013-5576

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

STERIS ISOMEDIX SERVICES, 
NORTHBOROUGH, MA - EIR, 483, CO 
RESP 1/4/13

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-



Query Result Report
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2013-5577

2013-5578

2013-5579

Control #

07/19/2013

07/19/2013

07/19/2013

Recd Date / Requester

08/16/2013

08/16/2013

08/16/2013

Subject

UNIV OF CALIFORNIA, SAN DIEGO, CA - 
EIR, 483, CO RESP 1/15/13

WAYNE CONCEPT MANUFACTURING CO
INC, FORT WAYNE, IN - EIR, 483, CO 
RESP 1/10/13

VISTAPHARM INC, LARGO, FL - EIR, 483,
CO RESP 6/15/12

Action Offices Status /
Status Date

07/19/2013

07/19/2013

07/19/2013

Acknowledgement Letter

Acknowledgement Letter

Acknowledgement Letter

Due Date

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

CB/

FDA/OGROP/ORA/PA-FO/LOS-DO/LOS-CB/

FDA/OGROP/ORA/CE-FO/DET-DO/DET-CB/

FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-CB/
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2013-5580

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

VERTEX PHARMACEUTICALS INC, 
CAMBRIDGE, MA - EIR, 483, CO RESP 
8/2/12

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-
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2013-5581

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

SANDOZ GMBH, LANGKAMFEN, AUSTRIA
- EIR, 483, CO RESP 3/16/12

Action Offices Status /
Status Date

07/23/2013

Withdrawn Closed w/o Charges

Due Date

THOMSON REUTERS

CB/

FDA/OMPT/CDER/ORP/DIDP/
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2013-5582

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

PFIZER INC, PEARL RIVER, NY - EIR, 
483, CO RESP 10/24/12

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
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Control # Recd Date / Requester SubjectAction Offices Status /
Status DateDue Date

DCB/
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2013-5583

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

ALBANY MEDICAL CENTER HOSPITAL 
BLOOD BANK, ALBANY, NY - EIR, 483, 
CO RESP 1/14/13

Action Offices Status /
Status Date

07/19/2013

Acknowledgement Letter

Due Date

THOMSON REUTERS FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
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2013-5584

2013-5585

2013-5586

2013-5587

2013-5588

2013-5589

2013-5590

Control #

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

07/19/2013

Recd Date / Requester

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

08/16/2013

Subject

NEXTWAVE PHARMS - QUILLIVANT XR 
(METHYLPHENIDATE HCL) NDA 202-
100/S001 APRVL LTR

AGILA, INDIA - 483 (07/01/2003 - 
07/19/2013) 

TOPICAL SKIN BLEACHING DRUG 
PRODUCTS CONTAINING 2% AND 4% 
HYDROQUINONE

KETOROLAC TROMETHAMINE 30 MG/ML 
CONCENTRATION - APPROVED 
PACKAGE INSERTS 

FRUCTOSIN - ALL RECS

LIST OF INSPECTIONS 06/22/2013 - 
07/17/2013

K082423

Action Offices Status /
Status Date

07/24/2013

07/24/2013

07/19/2013

07/19/2013

07/19/2013

07/22/2013

07/19/2013

Closed

Closed

Pending Action

Pending Action

Pending Action

Closed

Pending Action

Due Date

THOMSON REUTERS

Partner Fund Management

The Mentholatum Company

Offutt Nord Burchett, PLLC

Miller, Lauren 

Govzilla, Inc.

FOI Services, Inc.

DCB/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OMPT/CDER/ORP/DIDP/

FDA/OF/CFSAN/OCD/EOS/

FDA/OMPT/CDER/ORP/DIDP/

ORA/ORM/

FDA/OMPT/CDRH/OCER/DFOI/
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2013-5591

Control #

07/19/2013

Recd Date / Requester

08/16/2013

Subject

ZIOPHARM - COMPLAINTS

Action Offices Status /
Status Date

07/19/2013

Pending Action

Due Date

ZIOPHARM Oncology FDA/OGROP/ORA/NE-FO/NWE-DO/NWE-



Query Result Report
Records: 241

July      26, 2013 08:57 AMPage 46 of 46

Control # Recd Date / Requester SubjectAction Offices Status /
Status DateDue Date

CB/


