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Privacy:

Subject: 483

Received Via: BOTH
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2009-5358

2009-5369

2009-5444

2009-5445

2009-5452

2009-5463

2009-5464

2009-5465

2009-5466

2009-5467

2009-5468

2009-5469

2009-5471

2009-5472

2009-5473

2009-5474

2009-5480

Control #

07/02/2009

07/02/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

07/06/2009

Recd Date / Requester

07/31/2009

07/31/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

Subject

KIMBERLY MARTIN - EIRS, 483S, CO
RESP 6/04 TO PRESENT

ADVANTAGE DOSE LLC, SHREVEPORT,
LA - 483S 1/09 TO 12/09

TADEUSZ ROBAK (MED UNIV LODZ),
LODZ, POLAND - EIRS, 483S, CORR
7/23/09
MAURICE SLEVIN (ST BARTHOLOMEWS
HOSPITAL), LONDON, UK - EIRS, 483S,
CORR 3/6/00
SCIENTIFIC PROTEIN LABORATORIES
LLC, WAUNAKEE, WI - EIRS, 483S
4/27/09-5/8/09
DENTSPLY PHARMACEUTICALS INC,
ELKGROVE VILLAGE, IL - 483S 7/05

SPACELABS HEALTHCARE, ISSAQUAH,
WA - , 483S , CORR, RESP LTRS  4/08 TO
5/08
EAGLE PARTS & PRODUCTS, AUGUSTA
GA - 483S , CORR, RESP LTRS  9/08

HAEMONETICS CORP, BRAINTREE, MA -
483S , CORR, RESP LTRS 6/08 TO 7/08

PNEUMEX, SANDPOINT, ID -   483S ,
CORR, RESP LTR, ETC 7/08

UNIV OF COLORADO HOSPITAL,
AURORA, CO - 483S, CORR, RESP LTRS
7/08 TO 9/08
CRAIG GENERAL HOSP, VINITA, OK -
483S , CORR, RESP LTRS  7/08 TO 8/08

SURGICAL IMPLANT GENERATION
NETWORK, RICHLAND, WA - 483S,
CORR, RESP LTRS, ETC 7/08 TO 8/08
CONTRACT MEDICAL MFG, OXFORD, CT
- 483S, RESP LTRS, CORR, ETC 9/08

CARIB SUPPLY OF ST CROIX,
CHRISTIANSTED, VIRGIN ISLANDS -
483S , CORR, RESP LTRS  6/08
CIVIC CENTER PHARMACY,
SCOTTSDALE, AZ - 483S, RESP LTR,
CORR, ETC 1/07 TO 12/08
WICHITA EYE FOUNDATION, WICHITA,
KS - EIRS, 483S, RECALLS PAST 5 YRS

Action Offices Status /
Status Date

07/24/2009

07/13/2009

06/29/2010

07/28/2009

08/03/2009

01/20/2010

11/06/2009

07/24/2009

08/05/2009

11/06/2009

07/07/2009

10/30/2009

11/06/2009

08/19/2009

09/01/2009

07/16/2009

07/17/2009

Closed

Closed

Duplicate Request

Closed

Partial Denial

Closed

Closed

Closed

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
KENDLE REGULATORY AFFAIRS

ELI LILLY & CO

Celgene Corporation

Celgene Corporation

DIGESTIVE CARE INC

VECTECH COMPREHENSIVE CONSULTING

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

HEARTLAND LIONS EYE BANKS

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/NOL-DO/NOCB/

CDER/ORP/DIDP/

CDER/ORP/DIDP/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SEA-DO/SCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/P-FO/SEA-DO/SCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/KAN-DO/COMP/



Closed FOIAs - 483s since July 1, 2009
Records: 1337

July      12, 2010 10:52 AMPage 3 of 97

2009-5516

2009-5521

2009-5536

2009-5557

2009-5558

2009-5606

2009-5632

2009-5644

2009-5651

2009-5652

2009-5653

2009-5655

2009-5656

2009-5657

2009-5658

Control #

07/08/2009

07/08/2009

07/08/2009

07/09/2009

07/09/2009

07/10/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

Recd Date / Requester

08/05/2009

08/05/2009

08/05/2009

08/06/2009

08/06/2009

08/07/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

Subject

GENZYME CORP, ALLSTON, MA - EIR,
483, CO RESP, ETC 5/19/09

JINHE BOITECHNOLOGY CO LTD, INNER
MONGOLIA, PR CHINA - EIRS, 483S
MOST RECENT

SCHELL & KAMPETER INC, DIAMOND
PET FOODS INC, GASTON, SC - EIRS,
483S, CMPLNTS, ETC 1/1/03 TO 1/1/07,
12/21/05, 1/04 TO PRESENT, ETC
IMMUCOR INC, NORCROSS, GA - EIRS,
483S, LICENSEE RESP, ETC 3/7-16/06,
1/8-17,08, 1/6-16/09, ETC

KING PHARMS, BRISTOL, TN;
ROCHESTER, MI; MIDDLETON, WI -
483S, WARNING LTRS

AMGEN INC, LONGMONT, CO - EIRS,
483S WARNING LTRS, ETC; 2001, 2004

PATHEON UK LTD,  SWINDON, UK -
EIRS, 483S

HISAMITSU AMERICA INC (HISAMITSU
PHARMS CO), CARLSBAD, CA - 483S, CO
RESP 3/17/08
HOLLISTER-STIER LABS, SPOKANE, WA
- 483 7/08 TO 7/09

HFR INC, RALEIGH, NC - 483 7/08 TO 7/09

HOFFMAN-LAROCHE, NUTLEY, NJ - EIR,
483, CO RESP 1/10/08-2/5/08; 4/15/08-
5/22/08 
HYALURON, BURLINGTON, MA - 483,
EIR, CO RESP 5/15-24/06

LUITPOLD PHARMS, SHIRLEY, NY - EIR,
483, CO RESP 11/25/08-12/16/08 

MILLENNIUM PHARMS, CAMBRIDGE, MA
- EIR, 483, CO RESP 2/20-28/07

MALLINCKRODT, ST LOUIS, MO - 483,
EIR, CO RESP 4/25/08-5/2/08 

Action Offices Status /
Status Date

08/24/2009

06/25/2010

08/11/2009

07/29/2009

07/23/2009

09/30/2009

08/31/2009

07/22/2009

08/27/2009

07/14/2009

09/04/2009

07/29/2009

10/23/2009

09/14/2009

07/16/2009

Closed

Withdrawn w/Charges

Closed

Withdrawn w/Charges

No Record(s)

Duplicate Request

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Due Date
SIGMA CAPITAL MANAGEMENT LLC

PENNFIELD OIL CO

MATTHEW K ROGERS PLLC LAW OFC

AMERICAN RED CROSS

SCHONHOFT, BRAD 

MAY, SAMUEL 

FOREST RESEARCH INSTITUTE

MIZIANTY, MARK 

BIOQUALITY

BIOQUALITY

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/NE-FO/NWE-DO/NWECB/

CDER/ORP/DIDP/

OM/OSS/OPILS/DFI/

CVM/OCD/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/DEN-DO/COMP/

CDER/ORP/DIDP/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/KAN-DO/COMP/
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2009-5659

2009-5660

2009-5661

2009-5663

2009-5664

2009-5665

2009-5666

2009-5667

2009-5668

2009-5669

2009-5670

2009-5671

2009-5672

2009-5673

2009-5674

2009-5676

2009-5677

Control #

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

Recd Date / Requester

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

Subject

IMCLONE SYSTEMS INC, BRANCHBURG,
NJ - 483 7/08 TO 7/09

MAXIM BIOMEDICAL INC, ROCKVILLE,
MD - 483 7/08 TO 7/09

INTERMUNE INC, BRISBANE, CA - 483
7/08 TO 7/09

IMMUCOR INC, NORCROSS, GA - 483
7/08 TO 7/09

INTERFERON SCIENCES, NEW
BRUNSWICK, NJ - 483 7/08 TO 7/09

IMMUNOMEDICS INC, MORRIS PLAINS,
NJ - 483 7/08 TO 7/09

MATRIXX INITIATIVES INC,
SCOTTSDALE, AZ - EIR, 483, CO RESP
5/26-28/09
LONZA WALKERSVILLE INC,
WALKERSVILLE, MD - 483 7/08 TO 7/09

NOVARTIS VACCINES & DIAGNOSTICS,
MARBURG, GERMANY - EIR, 483, CO
RESP 10/15-23/08 
MEDIMMUNE VACCINES INC, MOUNTAIN
VIEW, CA - 483 7/08 TO 7/09

INTERMUNE PHARMACEUTICALS INC,
PALO ALTO, CA - 483 7/08 TO 7/09

PRO CHEMICALS, GREEN BAY, WI - EIR,
483, CO RESP 3/31/09-4/8/09 

MERCK & CO INC, WEST POINT, PA - 483
7/08 TO 7/09

NOLI R. ZOSA MD, WHITTIER, CA - EIR,
483, CO RESP 10/2-7/08

INTERNATIONAL ENZYMES, SAN DIEGO,
CA - 483 7/08 T0 7/09

MASSBIOLOGICS, BOSTON, MA - 483
7/08 TO 7/09

INOVA HEALTHCARE SERVICES,
ANNANDALE, VA - 483 7/08 TO 7/09

Action Offices Status /
Status Date

08/12/2009

09/22/2009

07/14/2009

07/16/2009

08/12/2009

08/12/2009

08/03/2009

10/27/2009

08/14/2009

07/14/2009

07/14/2009

08/07/2009

08/13/2009

12/08/2009

07/16/2009

07/29/2009

08/27/2009

No Record(s)

Closed

No Record(s)

Closed

No Record(s)

No Record(s)

Partial Denial

Closed

Withdrawn w/Charges

No Record(s)

No Record(s)

Closed

Closed

Closed

No Record(s)

No Record(s)

No Record(s)

Due Date
BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

THOMSON REUTERS

BIOQUALITY

THOMSON REUTERS

BIOQUALITY

BIOQUALITY

THOMSON REUTERS

BIOQUALITY

THOMSON REUTERS

BIOQUALITY

BIOQUALITY

BIOQUALITY

ORA/CE-FO/NJ-DO/NJCB/

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

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/P-FO/LOS-DO/LACB/

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

CBER/OCTMA/DDOM/ALFB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/LOS-DO/LACB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/BLT-DO/CB/
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2009-5678

2009-5680

2009-5681

2009-5682

2009-5683

2009-5684

2009-5727

2009-5731

2009-5755

2009-5771

2009-5776

2009-5806

2009-5810

2009-5826

2009-5857

2009-5860

Control #

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/13/2009

07/15/2009

07/15/2009

07/15/2009

07/16/2009

07/16/2009

07/16/2009

07/16/2009

07/17/2009

07/17/2009

07/17/2009

Recd Date / Requester

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/10/2009

08/12/2009

08/12/2009

08/12/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/14/2009

08/14/2009

08/14/2009

Subject

3M COMPANY, NORTHRIDGE, CA - EIR,
483, CO RESP 1/11-20/06

CHIRON VACCINES LTD, LIVERPOOL, UK
- 483 7/08 TO 7/09

MEKOS LABS, HILLEROD, DENMARK -
483 7/08 TO 7/09

ISPEN LTD, SLOUGH BERSHIRE, UK -
483 7/08 TO 7/09

SMITH KLINE BEECHAM, BRISTOL, TN  -
EIR, 483, CO RESP 2/13 TO 2/17/06

CARDINAL HEALTH, LAVERGNE, TN -
EIR, 483, CO RESP 11/14-17/06

2009-4483 - REQUEST & RESP LTRS

GLAXOSMITHKLINE  - AMOXIL
(AMOXICILLIN) EIRS, 483S,  WARNING
LTRS, ETC
FOUNDATION CARE PHARMACY, ST
LOUIS, MO - EIRS, 483S, RPTS, ETC

SUN PHARMS, CRANBURY, NJ - 483S,
CO RESP 7/04 TO PRESENT

HUZHOU ZHANWANG
PHARMACEUTICAL CO LTD, LINGHU,
HUZHOU CITY, CHINA - EIRS, 483S 1/99
TO PRESENT
NEUROTHERM INC, MIDDLETON, MA -
EIRS, 483S, CORR, ETC

STRYKER CORP - 483S, WARNING
LTRS, CO RESP

DAN DOUER MD (UNIV OF SOUTHERN
CA) - 483, CO RESP 12/4/00

SIMMONS PET FOOD, SILOAM SPRINGS,
AR - CO RESP TO 483 2/22/08
(CERTIFIED)
SIMMONS PET FOOD, SILOAM SPRINGS,
AR - 483 2/14-15/08 (CERTIFIED)

Action Offices Status /
Status Date

10/07/2009

07/27/2009

10/13/2009

10/13/2009

07/14/2009

07/14/2009

07/15/2009

06/17/2010

07/16/2009

08/12/2009

05/14/2010

09/08/2009

09/21/2009

07/27/2009

10/30/2009

10/30/2009

Closed

Closed

No Record(s)

No Record(s)

Closed

Closed

Closed

Withdrawn w/Charges

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Due Date
THOMSON REUTERS

BIOQUALITY

BIOQUALITY

BIOQUALITY

THOMSON REUTERS

THOMSON REUTERS

MERCK & CO., INC.

AYLSTOCK WITKIN KREIS ET AL

NORTON & NORTON

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

AA RANKIS & ASSOCIATES INC

DEUTSCHE BANK SECURITIES INC

MEDSOURCE

COVINGTON  BURLING LLP

COVINGTON  BURLING LLP

ORA/P-FO/LOS-DO/LACB/

CBER/OCTMA/DDOM/ALFB/

CDER/ORP/DIDP/

CDER/ORP/DIDP/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/NOL-DO/NOCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

CDER/ORP/DIDP/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

CDER/ORP/DIDP/

ORA/NE-FO/NWE-DO/NWECB/

CDRH/OMO/DEMO/FOIB/

ORA/CE-FO/DET-DO/DCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DAL-DO/COMPLIANCE/
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2009-5883

2009-5891

2009-5915

2009-5919

2009-5923

2009-5933

2009-5934

2009-5942

2009-5943

2009-5944

2009-5945

2009-5946

2009-5955

2009-5965

Control #

07/20/2009

07/20/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/21/2009

07/22/2009

07/22/2009

Recd Date / Requester

08/17/2009

08/17/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/18/2009

08/19/2009

08/19/2009

Subject

ST JUDE NEUROMODULATION, PLANO,
TX - 483, CO RESP 3/5/09-4/6/09

UNIV OF COLORADO HOSPITAL,
AURORA, CO -  483 11/1/05-9/11/09

IMMUCOR INC, NORCROSS, GA - 483S
PRIOR TO 6/09

TENEO IRB, TULSA, OK - EIR, 483 3/09

MORTON INTERNATIONAL INC, GRAND
SALINE, TX - EIR, 483 MOST RECENT
(CERTIFIED)
COMMUNITY BLOOD SERVICES,
PARAMUS, NJ - 483 MOST RECENT

AUXILIUM PHARMS, HORSHAM, PA -
EIRS, 483S, CORR

BLOOD CENTERS INC - 483S, CORR,
WARNING LTRS 1/08 TO PRESENT

FLORIDA BLOOD SERVICES, BRANDON,
TAMPA, LARGO, FL, ETC - 483S,
WARNING LTRS, CORR 1/08 TO
PRESENT
INDIANA BLOOD CENTER, AVON,
COLUMBUS, INDIANAPOLIS, IN , ETC -
483S, WARNING LTRS, CORR 1/08 TO
PRESENT
NEW YORK BLOOD CENTER,
BROOKLYN, MIDDLETOWN, NANUET,
NY, ETC - 483S, WARNING LTRS, CORR
1/08 TO PRESENT
BLOOD CENTERS OF THE PACIFIC, SAN
FRANCISCO, FREEMONT, SAN RAFAEL,
CA, ETC - 483S, WARNING LTR, CORR
1/08 TO PRESENT
BI-COUNTY FARM BUREAU
COOPERATIVE ASSOCIATION
INC,FLORENCE, KY - 483 6/9/09

CARACO PHARMACEUTICAL LABS LTD,
DETROIT, FARMINGTON HILLS, WIXOM,
MI - EIRS, 483S, WARNING LTRS, ETC
1/1/05 TO 12/31/07, 5/06, 6/06, ETC

Action Offices Status /
Status Date

11/02/2009

07/31/2009

07/23/2009

09/02/2009

10/23/2009

08/12/2009

07/23/2009

08/06/2009

08/10/2009

08/05/2009

11/12/2009

07/23/2009

08/06/2009

08/21/2009

Closed

No Record(s)

Closed

Closed for Other Reason

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

No Record(s)

Closed

Partial Denial

Due Date
FOI SERVICES INC

WASHINGTON INFORMATION SOURCE

ALBA BIOSCIENCE LTD

K&L GATES

Morton Salt

CENTRAL JERSEY BLOOD CENTER

RA CAPITAL MANAGEMENT, LLC

FOLEY & LARDNER LLP

FOLEY & LARDNER LLP

FOLEY & LARDNER LLP

FOLEY & LARDNER LLP

FOLEY & LARDNER LLP

KENTUCKY ENQUIRER

GLANCY BINKOW & GOLDBERG LLP

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/
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2009-5967

2009-5968

2009-5969

2009-6037

2009-6039

2009-6047

2009-6052

2009-6055

2009-6057

2009-6078

2009-6080

2009-6085

2009-6086

2009-6087

2009-6088

2009-6100

Control #

07/22/2009

07/22/2009

07/22/2009

07/24/2009

07/24/2009

07/24/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

Recd Date / Requester

08/19/2009

08/19/2009

08/19/2009

08/21/2009

08/21/2009

08/21/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

Subject

CARDINAL HEALTH , SAN DIEGO, CA -
483S, WARNING LTRS, RESP LTRS 1/08
TO PRESENT
INAD #011483 - ADMINISTRATIVE RECS

SCIENTIFIC PROTEIN LABS, WAUNAKEE,
WI - 483, WARNING LTR 2009

PANERA BREAD, CHICAGO, IL - 483 3/5-
6/09, CO RESP

MOLECULAR & CELLULAR
THEAPEUTICS (UNIV OF MINNESOTA) -
EIRS, 483S 1/09 TO PRESENT
APOTEX - EIRS, 483S, CORR, ETC 1/05
TO PRESENT

ADVANCED DOSE LLC, SHREVEPORT,
LA - EIR, 483, CORR MOST RECENT

HYDROXYCUT - EIRS, 483S, CORR, ETC
1/14/09

PPD, RICHMOND,VA - EIRS, 483S, CORR
8/08, 5/09

CHANGZHOU QIANHONG BIO-PHARMA
CO LTD, CHANGZHOU, CHINA - EIRS,
483S 1/06 TO PRESENT
YANTAI DONGCHENG BIOCHEMICALS
CO LTD, SHANDONG, CHINA - EIRS,
483S 1/06 TO PRESENT
APP PHARMS, GRAND ISLAND, NY -
EIRS, 483S, CO RESP 3/6-14/08

SWISS CAPS USA INC, MIAMI,FL - EIR,
483 MOST RECENT

RELIIANCE CLINICAL, NAVI MUIMBAL,
INDIA - EIRS, 483S, CO RESP 9/10-12/07

ADVANCE PHARMS, RONKONKOMA, NY
- EIR, 483 MOST RECENT

AMGEN, JUNCOS, PR - EIRS, 483S, CO
RESP 10/08 TO 12/08

Action Offices Status /
Status Date

10/21/2009

02/25/2010

07/28/2009

12/18/2009

08/17/2009

06/30/2010

07/29/2009

11/23/2009

05/04/2010

05/13/2010

05/13/2010

01/13/2010

08/12/2009

05/13/2010

11/12/2009

08/20/2009

Closed

Closed

Closed

Closed

Partial Denial

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
GOODNER, BLAKE 

CHR HANSEN INC

JEZIK, STEVE 

CHICAGO TRIBUNE

QUALITY SYSTEMS LLC

KENDLE REGULATORY AFFAIRS

ALCON LABORATORIES INC

SCHMITT, RICHARD B

PPD DEVELOPMENT

MCGRATH, SUSAN 

MCGRATH, SUSAN 

THOMSON REUTERS

TISHCON CORP

THOMSON REUTERS

TISHCON CORP

THOMSON REUTERS

ORA/P-FO/LOS-DO/LACB/

CVM/OCD/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/MIN-DO/MCB/

CDER/ORP/DIDP/

ORA/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/NOL-DO/NOCB/

CFSAN/OCD/EOS/

ORA/NE-FO/NYK-DO/NYDCB/

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

CDER/ORP/DIDP/

CDER/ORP/DIDP/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/FLA-DO/FCB/

CDER/ORP/DIDP/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/SJN-DO/SJCB/
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2009-6102

2009-6108

2009-6110

2009-6112

2009-6114

2009-6116

2009-6117

2009-6122

2009-6124

2009-6126

2009-6128

2009-6130

2009-6134

2009-6175

2009-6183

2009-6187

2009-6191

Control #

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/27/2009

07/28/2009

07/29/2009

07/29/2009

07/30/2009

07/30/2009

Recd Date / Requester

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/25/2009

08/26/2009

08/26/2009

08/27/2009

08/27/2009

Subject

BAXTER HEALTHCARE, MARION , NC -
EIRS, 483S, CO RESP 6/26/09

CARDINAL HEALTH, EAST
RUTHERFORD, NJ - EIRS, 483S, CO
RESP 1/9-15/08
THOMAS K JONES MD, SEATTLE, WA -
EIRS, 483S, CO RESP 3/6-19/09

ELI LILLY, INDIANAPOLIS, IN - EIRS,
483S, CO RESP 10/08 TO 12/08

EASTMAN CHEMICAL CO, KINGSPORT,
TN - EIRS, 483S CO RESP 5/22-26/06

NOSTRUM PHARMS, KANSAS CITY, MO -
EIRS, 483S, CO RESP 7/28/08-8/8/08

LONZA BIOLOGICS, PORTSMOUTH, NH -
EIRS, 483S, CO RESP 9/07

NOVARTIS, EMERYVILLE, CA - EIR, 483,
CO RESP 9/9-18/08

NOSTRUM PHARMS,  KANSAS CITY, MO
- EIR, 483, CO RESP 2/25/08-3/11/08

SHAMROCK MEDICAL SOLUTIONS
GROUP, LEWIS CENTER, OH - EIR, 483,
COR RESP 11/9-19/07
STATEN ISLAND UNIV HOSPITAL IRB,
STATEN ISLAND, NY - EIR, 483, CO
RESP 3/16/09-4/3/09
PHARMACIA & UPJOHN, KALAMAZOO, MI
- EIR, 483, CO RESP 2/2-18/09

GENZYME CORP, ALLSTON, MA -
VESIVIRUS CONTAMINATION CORR; 483
2/27/09
CARACO PHARMACEUTICAL LABS,
DETROIT, MI - 483 MOST RECENT

UNIVERSITY OF IOWA
PHARMACEUTICALS - EIR 2008, 483
2007, CORR, ETC
PPD (BIOANALYTICAL LAB), RICHMOND,
VA - EIRS, 483S, CORR, ETC 2/07
(REDACTED)
TRI-STATE HOME RESPIRATORY CARE
LLC, TX - EIRS, 483S, WARNING LTRS,
ETC 1/02 TO PRESENT 

Action Offices Status /
Status Date

08/11/2009

09/04/2009

11/16/2009

08/06/2009

07/29/2009

08/21/2009

09/14/2009

08/20/2009

08/10/2009

08/06/2009

12/07/2009

08/06/2009

08/17/2009

07/31/2009

08/11/2009

09/22/2009

08/04/2009

No Record(s)

Closed

Closed

No Record(s)

Closed

Partial Denial

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Withdrawn Closed w/o Charges

Closed

Closed

No Record(s)

Due Date
THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

VISIUM ASSET MANAGEMENT LLC

CRAIN COMMUNICATIONS INC

DAILY IOWAN

INFORMATION RESOURCE CENTER PPD

LINCARE INC

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/DET-DO/DCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/KAN-DO/COMP/

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

ORA/SW-FO/DAL-DO/COMPLIANCE/
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2009-6195

2009-6198

2009-6207

2009-6208

2009-6210

2009-6211

2009-6213

2009-6221

2009-6274

2009-6275

2009-6291

2009-6292

2009-6293

2009-6295

2009-6313

2009-6324

Control #

07/30/2009

07/30/2009

07/30/2009

07/30/2009

07/30/2009

07/30/2009

07/30/2009

07/30/2009

07/31/2009

07/31/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

08/03/2009

Recd Date / Requester

08/27/2009

08/27/2009

08/27/2009

08/27/2009

08/27/2009

08/27/2009

08/27/2009

09/23/2009

08/28/2009

08/28/2009

08/31/2009

08/31/2009

08/31/2009

08/31/2009

08/31/2009

08/31/2009

Subject

CITRUS PRODUCTS INC, NEWARK, NJ -
483, 2009

ADVANCED NEUROMODULATION
SYSTEMS INC (ST JUDE
NEUROMODULATION SYSTEMS INC) ,
PLANO, TX  - EIRS, 483S 3/5/09-4/6/09
BIOMET SPORTS MEDICINE, REDDING
CA - 483S 1/1/07 TO 7/1/09

BIOMET SPINE, PARSIPPANY, NJ - 483S,
1/1/07 TO 7/1/09

BIOMET MICROFIXATION,
JACKSONVILLE, FL - 483S, 1/1/07 TO
7/1/09
BIOMET INC, WARSAW, IN - 483S, 1/1/07
TO 7/1/09

BIOMET SPORTS MEDICINE, ONTARIO,
CA - 483S, 1/1/07 TO 7/1/09 

BRANDY DAVIS BROWN - EIRS, 483S,
CO RESP 7/04 TO PRESENT

SPARHAWK VET LABS, LENEXA, KS -
483 LAST 3 MONTHS

BAYER, SHAWNEE MISSION/LENEXA, KS
- 483 LAST 6 MONTHS

RIVER BIRCH RESEARCH, BLUE RIDGE,
GA - EIR, 483, CO RESP MOST RECENT

DAVID LARSEN MD, SALT LAKE CITY, UT
- EIR,483, CO RESP 2/08 

UNIT DOSE SOLUTIONS INC,
MORRISTOWN, NC - EIR, 483, CO RESP
1/1/05-2/4/09
OHIO MEDICAL CORP, GURNEE,
ILLINOIS -  EIR, 483, CO RESP 5/2-19/09

EAGLE PHARMACEUTICALS INC,
WOODCLIFF LAKE, NJ; KARALEX
PHARMA LLC, WOODCLIFF LAKE, NJ -
EIRS, 483S, WARNING LTRS 
COSMETIC LABORATORIES LP, IRVING,
TX - EIRS, 483S, LAST 5 YRS 

Action Offices Status /
Status Date

09/23/2009

10/29/2009

08/06/2009

08/17/2009

08/11/2009

08/14/2009

07/30/2009

09/23/2009

08/13/2009

08/10/2009

08/10/2009

10/20/2009

08/10/2009

12/11/2009

08/17/2009

01/27/2010

Closed

Partial Denial

No Record(s)

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

No Record(s)

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

Due Date
SEA BREEZE

MEDTRONIC INC

STRYKER CORP

STRYKER CORP

STRYKER CORP

STRYKER CORP

STRYKER CORP

KENDLE REGULATORY AFFAIRS

FOIA GROUP INC

FOIA GROUP INC

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

LEXAMED

ADVENA LTD

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/
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2009-6334

2009-6349

2009-6402

2009-6420

2009-6433

2009-6436

2009-6439

2009-6472

2009-6476

2009-6477

2009-6508

2009-6532

2009-6545

2009-6547

2009-6551

2009-6553

Control #

08/03/2009

08/04/2009

08/05/2009

08/05/2009

08/06/2009

08/06/2009

08/06/2009

08/07/2009

08/07/2009

08/07/2009

08/10/2009

08/11/2009

08/11/2009

08/11/2009

08/11/2009

08/11/2009

Recd Date / Requester

08/31/2009

09/01/2009

09/02/2009

09/02/2009

09/03/2009

09/03/2009

09/03/2009

09/04/2009

09/04/2009

09/04/2009

09/08/2009

09/09/2009

09/09/2009

09/09/2009

09/09/2009

09/09/2009

Subject

MYLAN INC - 483S 1/09 TO PRESENT

GEORGIA PACIFIC RESINS, ALBANY, OR
- EIRS, 483S, WARNING LTRS, ETC 1/05
TO PRESENT
PDMA - EIRS, 483S 2/09 TO PRESENT

GENZYME CORP, ALLSTON, MA - 483S
2007 TO PRESENT

TEVA PHARMS (SICOR) - 483 1/09 TO
PRESENT

GENZYME CORP, ALLSTON, MA - EIR,
483S, CO RESP 5/09

DEN TEK ORAL CARE INC -
NIGHTGUARD K063483

AUXILIUM PHARMS, HORSHAM, PA -
XIAFELX (COLLAGENASE CLOSTRIDIUM
HISTOLYTICUM) 483
PHARMACEUTICAL, BIOLOGICS,
MEDICAL DVC MFG FACILITIES (IN &
OUTSIDE THE US)  - 483S 7/1-31/09
PHARMACEUTICAL, BIOLOGICS,
MEDICAL DVC MFG FACILITIES (IN &
OUTSIDE THE US) - 483S 6/1-30/09
2009-5483 - REQUEST & RESP LTR

IBR PLASMA CENTERS LLC, WICHITA,
KS - EIRS, 483S 5/29/09

VIACELL INC (VIACORD) - EIR, 483 2007
TO 2009

HEALTHCARE ID, BUFFALO GROVE, IL -
EIRS, 483S, UNTITLED WARNING LTRS,
ETC LAST 5 YRS
BOSTON SCIENTIFIC CORP,
WASHINGTON, DC - 483S 1999 TO 2005

BOSTON SCIENTIFIC CORP, VALENCIA,
CA - 483S 1999 TO 2005

Action Offices Status /
Status Date

09/22/2009

11/13/2009

12/30/2009

08/24/2009

08/07/2009

09/08/2009

08/10/2009

08/13/2009

08/14/2009

08/14/2009

08/21/2009

08/26/2009

09/28/2009

12/31/2009

08/27/2009

08/26/2009

No Record(s)

Closed

No Record(s)

Closed

No Record(s)

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed Denial

Closed

Closed

No Record(s)

Closed

Due Date
HEILMANN, NILES 

WESTERN CHEMICAL INC

PORZIO PHARMACEUTICAL SERVICES LLC

YOO, STEVE 

NATIXIS BLEICHROEDER INC

SIGMA CAPITAL MANAGEMENT LLC

CITRON, ANDREW 

JEFFERIES & CO

FDA NEWS

FDA NEWS

MERCK & CO., INC.

INTERNATIONAL BIORESOURCES LLC

CBR SYSTEMS INC

Hyman, Phelps & McNamara, P.C.

SNELL & WILMER LAW OFCS

SNELL & WILMER LAW OFCS

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

ORA/P-FO/SEA-DO/SCB/

ORA/

ORA/NE-FO/NYK-DO/NYDCB/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/

CDRH/OMO/DEMO/FOIB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/PHI-DO/PCB/

ORA/ORM/

ORA/ORM/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/CHI-DO/CCB/

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

ORA/P-FO/LOS-DO/LACB/
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2009-6555

2009-6557

2009-6558

2009-6559

2009-6560

2009-6561

2009-6562

2009-6573

2009-6576

2009-6585

2009-6597

2009-6605

2009-6610

2009-6612

2009-6613

Control #

08/11/2009

08/11/2009

08/11/2009

08/11/2009

08/11/2009

08/11/2009

08/11/2009

08/12/2009

08/12/2009

08/12/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

Recd Date / Requester

09/09/2009

09/09/2009

09/09/2009

09/09/2009

09/09/2009

09/09/2009

09/09/2009

09/10/2009

09/10/2009

09/10/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

Subject

BOSTON SCIENTIFIC CORP, FREEMONT,
SAN JOSE, CA - 483S 1999 TO 2005

BOSTON SCIENTIFIC CORP, MIAMI, FL -
483S 1999 TO 2005

BOSTON SCIENTIFIC CORP, SPENCER,
IN - 483S 1999 TO 2005

BOSTON SCIENTIFIC CORP,
MARLBOROUGH, WATERTOWN, NATICK,
QUINCY, MA - 483S 1999 TO 2005
BOSTON SCIENTIFIC CORP, MAPLE
GROVE, PLYMOUTH, ST PAUL, MN -
483S 1999 TO 2005
BOSTON SCIENTIFIC CORP, GLENS
FALLS, NY - 483S 1999 TO 2005

BASF, WASHINGTON, NJ - 483, 6/4/08

STRYKER CORP, KALAMAZOO, MI - 483,
CO RESP 6/09 TO PRESENT

MYLAN, MORGANTOWN, WV - EIR, 483
MOST RECENT

TEVA PHARMS, ST JOSEPH, MO - EIR,
483 2007

PENN PHARMACEUTICAL SERVICES
LTD, SOUTH WALES, UK - EIRS, 483S
1/04 TO PRESENT

RMJ LABS, EDISON, NJ - 483, CO RESP,
CORR 5/28/09 TO PRESENT

GEN-PROBE INC, PACIRA
PHARMACEUTICALS INC, SAN DIEGO,
CA; CEPHAZONE PHARMA LLC,
POMONA, CA, ETC - 483S 7/1-31-/09
STERIS CORP, ST LOUIS, MO;
DERMATOLOGIC LAB & SUPPLY INC,
COUNCIL BLUFFS, IA - 483S 7/1-31/09
CENTRAL ADMIXTURE PHARMACY
SERVICES INC, LANHAM, MD;
PHARMACEUTICS INTERNATIONAL INC,
HUNT VALLEY, MD; CSA MEDICAL INC,
BALTIMORE, MD - 483S 7/1-31/09

Action Offices Status /
Status Date

09/09/2009

09/03/2009

08/24/2009

09/08/2009

09/03/2009

10/27/2009

09/04/2009

09/04/2009

10/20/2009

09/08/2009

07/07/2010

09/22/2009

11/16/2009

08/21/2009

10/27/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
SNELL & WILMER LAW OFCS

SNELL & WILMER LAW OFCS

SNELL & WILMER LAW OFCS

SNELL & WILMER LAW OFCS

SNELL & WILMER LAW OFCS

SNELL & WILMER LAW OFCS

BAXTER HEALTHCARE CORPORATION

JP MORGAN SECURITIES INC

PERRIGO PLANT 5

ELI LILLY & CO

Center for Regulatory Services, Inc.

PATTON BOGGS, L.L.P.

FDA NEWS

FDANEWS

FDA NEWS

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/DET-DO/DCB/

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

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

CDER/ORP/DIDP/

CDRH/OMO/DEMO/FOIB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/BLT-DO/CB/
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2009-6615

2009-6620

2009-6621

2009-6623

2009-6624

2009-6625

2009-6626

2009-6627

2009-6628

2009-6630

2009-6631

Control #

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/13/2009

Recd Date / Requester

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/11/2009

Subject

MARLEN MANUFACTURING &
DEVELOPMENT CO, BEDFORD, OH;
AKRON COATING & ADHESIVES INC,
AKRON, OH; FOREST
PHARMACEUTICALS INC,
CINCINNATI,OH, ETC - 483S 7/1-31/09
KIMBALL ELECTRONICS, TAMPA, FL;
MERCEDES MEDICAL INC, SARASOTA,
FL; AXION WORLDWIDE LLC, TAMPA, FL
- 483S 7/1-31/09
BELL PHARMA INC, MINNEAPOLIS, MN;
GUY & ONEIL INC, FREDONIA, MN;
FONTAROME CHEMICAL INC, ST
FRANCIS, MN - 483S 7/1-31/09
DIAMOND DIAGNOSTICS INC,
HOLLISTON, MA; SIEMENS HEALTHCARE
DIAGNOSTICS INC, CAMBRIDGE, MA;
KIRWAN SURGICAL PRODUCTS LLC,
MARSHFIELD, MA - 483S 7/1-31/09
CONCORD LABS INC, FAIRFIELD, NJ;
EMCURE PHARMA USA INC, EAST
BRUNSWICK, NJ; OMEGA PACKAGING
CORP, TOTOWA, NJ - 483S 7/1-31/09
KEYSTONE LABS INC, MEMPHIS, TN;
CENTRAL ADMIXTURE PHARMACY
SERVICES INC, HOMEWOOD, AL - 483S
7/1-31/09
A TITAN INSTRUMENTS INC, HAMBURG,
NY; AR CUSTOM MEDICAL PRODUCTS
LT, COMMACK, NY; ARNOLD TUBER
INDUSTRIES DBA SCID, HAMBURG, NY -
483S 7/1-31/09
CAREMATIX INC, CHICAGO, IL; SAGE
PRODUCTS INC, CARY, IL; DENTAL
TECHNOLOGIES INC, LINCOLNWOOD, IL
- 483S 7/1-31/09
BRISAS DEL CARIBE CORP, BAYAMON,
PR; LILLY DEL CARIBE INC, CAROLINA,
PR - 483S 7/1-31/09
LEHIGH VALLEY TECHNOLOGIES INC,
ALLENTOWN, PA; CENTRAL ADMIXTURE
PHARMACY SERVICES INC, HORSHAM,
PA; DIGESTIVE CARE INC, AUBURN, PA -
483S 7/1-31/09
STERILE SURGICAL SYSTEMS LLC,
TUMWATER, WA; FRYE ELECTRONICS
INC, TIGARD, OR - 483S 7/1-31/09

Action Offices Status /
Status Date

09/09/2009

09/10/2009

09/11/2009

09/21/2009

09/23/2009

08/26/2009

01/25/2010

01/11/2010

09/10/2009

10/15/2009

10/07/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/SEA-DO/SCB/
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2009-6632

2009-6634

2009-6635

2009-6636

2009-6639

2009-6640

2009-6641

2009-6642

2009-6643

2009-6644

2009-6646

2009-6650

2009-6651

2009-6667

Control #

08/13/2009

08/13/2009

08/13/2009

08/13/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

Recd Date / Requester

09/11/2009

09/11/2009

09/11/2009

09/11/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

Subject

PEAK SURGICAL, PALO ALTO, CA;
WALLYS NATURAL PRODUCTS,
AUBURN, CA - 483S 7/1-31/09
XANACARE TECHNOLOGIES LLC,
DEVER, CO; THERMO PRODUCTS LLC,
CENTENNIAL, CO; TRANSTRACHEAL
SYSTEMS INC, ENGLEWOOD, CO - 483S
7/1-31/09
BIO-VAC INC & ORCHID BIO-COAT LLC,
SOUTHFIELD, MI; DOW CORNING
CORPORATION HEALTHCARE
INDUSTRIES MATERIALS SI, HEMLOCK,
MI, ETC - 483S 7/1-31/09 
STRYKER COMMUNICATIONS CORP &
STRYKER IMAGING, FLOWER MOUND,
TX; SMITH & NEPHEW INC ENDOSCOPY
DIV, OKLAHOMA CITY, OK - 483S 7/1-
31/09
SUMMIT RESEARCH LABS,
PHARMAFORCE INC, HAMILTON,
COLUMBUS, OH - 483S 6/1-30/09

CSL BEHRING LLC, BRADLEY, IL;
BALCHEM CORP, CHANNAHON, IL -
483S 6/1-30/09
LUNA INNOVATIONS INC, BLACKSBURG,
VA - 483S 6/1-30/09

MARLIN COMPANY INC, LENOIR, NC,
SCHOLLE CHEMICAL CORP, COLLEGE
PARK, GA - 483S 6/1-30/09
OREGON FREEZE DRY INC, ALBANY, OR
- 483S 6/1-30/09

ABBOTT DIAGNOSTICS INTERNATIONAL
LTD, BARCELONETA, PR - 483S 6/1-
30/09
TIME-CAP LABORATORIES INC,
FARMINGDALE, NY - 483S 6/1-30/09

HOSPIRA INC MANUFACTURING
FACILITY, MCPHERSON, KS - EIRS,
483S, PRE-APRVL INSP RPT 2009

CRYOBANK INC, LOS ANGELES, CA -
483 8/09

AMGEN MAUFACTURING FACILITIES -
483S PAST 6 MONTHS

Action Offices Status /
Status Date

09/10/2009

09/28/2009

08/31/2009

11/02/2009

09/10/2009

01/29/2010

09/22/2009

09/22/2009

10/07/2009

08/20/2009

12/15/2009

08/25/2009

08/14/2009

08/14/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed (Fee-related)

No Record(s)

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

GOTESMAN, NORBERT 

Celgene Corporation

JANUS CAPITAL GROUP INC

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

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

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/



Closed FOIAs - 483s since July 1, 2009
Records: 1337

July      12, 2010 10:52 AMPage 14 of 97

2009-6668

2009-6669

2009-6670

2009-6672

2009-6674

2009-6682

2009-6684

2009-6685

2009-6686

2009-6687

Control #

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

Recd Date / Requester

09/14/2009

09/15/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

Subject

NOVO-NORDISK MANUFACTURING
FACILITIES - 483S PAST SIX MONTHS

BAXTER MANUFACTURING FACILITIES -
483S PAST 6 MONTHS

SHIRE PHARMACEUTICAL
MANUFACTURING FACILITIES - 483S
PAST 6 MONTHS
COVIDIEN MANUFACTURING FACILITIES
- 483S PAST 6 MONTHS

WOODWARD IODINE CORP &
DEEPWATER CHEMICALS INC,
WOODWARD, OK; NATURES FORMULA &
LABORATORIES LLC, CARROLLTON, TX,
ETC - 483S 6/1-30/09
PROVIDENT PHARMACEUTICALS LLC,
COLORADO SPRINGS, CO; FMC CORP,
GREEN RIVER, WY; NEW VISTAS INC,
DENVER, CO, ETC - 483S 6/1-30/09
ENZON PHARMACEUTICALS INC,
INDIANAPOLIS, IN;  PAINEXX CORP,
DETROIT, MI; APOTHECARY PRODUCTS
INC, SAINT CHARLES, MO, ETC - 483S
6/1-30/09
LIFESTYLE GP COMPANY LLC,
SARASOTA, FL; COMPUTERIZED
RADIATION SCANNERS INC, VERO
BEACH, FL; EYEKON MEDICAL INC,
CLEARWATER, FL, ETC - 483S 6/5-24/09
CARE-TECH LABS INC, ST LOUIS, MO;
BAYER HEALTH CARE LLC, SHAWNEE,
KS; CENTRAL ADMIXTURE PHARMACY
SERVICES INC, KANSAS CITY, KS, ETC -
483S 6/1-30/09
PACIRA PHARMACEUTICALS INC, SAN
DIEGO, CA; VEGE-KURL INC,
GLENDALE, CA; COSMETIC
TECHNOLOGIES INC, NEWBURY PARK,
CA , ETC - 483S 6/4-26/09

Action Offices Status /
Status Date

08/14/2009

01/29/2010

08/14/2009

08/14/2009

11/02/2009

09/22/2009

08/31/2009

09/15/2009

08/31/2009

11/06/2009

No Record(s)

Closed

No Record(s)

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
JANUS CAPITAL GROUP INC

JANUS CAPITAL GROUP INC

JANUS CAPITAL GROUP INC

JANUS CAPITAL GROUP INC

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

OM/OSS/OPILS/DFI/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/SJN-DO/SJCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/
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2009-6688

2009-6689

2009-6690

2009-6691

2009-6692

2009-6713

2009-6714

2009-6760

2009-6812

2009-6814

2009-6859

2009-6866

2009-6867

2009-6868

Control #

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/14/2009

08/18/2009

08/18/2009

08/18/2009

08/19/2009

08/19/2009

08/20/2009

08/21/2009

08/21/2009

08/21/2009

Recd Date / Requester

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/16/2009

09/16/2009

09/16/2009

09/17/2009

09/17/2009

09/18/2009

09/21/2009

09/21/2009

09/21/2009

Subject

ARKEMA INC, MEMPHIS, TN - 483S 6/1-
30/09

G & W LABORATORIES INC, SOUTH
PLAINFIELD, NJ; CARDINAL HEALTH 414
LLC, EAST RUTHERFORD, NJ; EDM
CHEMICALS INC, GIBBSTOWN, NJ, ETC -
483S 6/1-30/09
PREESTIGE PRODUCTS INC,
MINNEAPOLIS, MO; PRESERVATION
SOLUTIONS INC, ELKHORN, WI;
VERTEBRAL TECHNOLOGIES INC,
MINNETONKA, MN, ETC - 483S 6/1-30/09
BRADFORD SOAP WORKS INC, WEST
WARWICK, RI; HYALURON INC,
BURLINGTON, MA; SPIRAL 8
CONNECTIONS LLC, WAKEFIELD, RI,
ETC - 483S 6/1-30/09
BAYER CORP, BERKELEY, CA; SIEMENS
MEDICAL SOLUTIONS USA INC,
CONCORD, CA; AVINGER INC,
REDWOOD CITY, CA, ETC - 483S 6/1-
30/09
BIORELIANCE CORP, ROCKVILLE, MD -
EIRS, 483S 2/2-18/09

ABBOTT LABS, ABBOTT PARK, IL - EIRS,
483S 3/26/08-4/29/08

SAVIENT PHARMS - 483S 2009

APTUIT, KANSAS CITY MO - EIRS, 483S
9/2/08

ACCUGENIX, NEWARK, DE - EIRS, 483S
10/28-31/08

ADVANTAGE DOSE LLC, SHREVEPORT,
LA - EIRS, 483S, CORR

L PERRIGO, ALLEGAN, MI - EIRS, 483S,
CO RESP 9/15/08-11/7/08

JOHNSON & JOHNSON
PHARMACEUTICAL RESEARCH &
DEVELOPMENT LLC, RARITAN, NJ -
EIRS, 483S, CO RESP 6/08
HOSPIRA INC, MORGAN HILL, CA - EIRS,
483S, CO RESP 4/21/09-5/22/09

Action Offices Status /
Status Date

08/25/2009

09/23/2009

09/11/2009

09/21/2009

09/14/2009

10/20/2009

12/18/2009

08/24/2009

08/26/2009

09/16/2009

08/26/2009

09/08/2009

09/23/2009

09/16/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ELI LILLY & CO

ELI LILLY & CO

PALO ALTO INVESTORS

ELI LILLY & CO

ELI LILLY & CO

VENABLE LLP

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SAN-DO/SFCB/

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

ORA/CE-FO/CHI-DO/CCB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/PHI-DO/PCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/NJ-DO/NJCB/

ORA/P-FO/SAN-DO/SFCB/
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2009-6869

2009-6888

2009-6921

2009-6922

2009-6923

2009-6924

2009-6925

2009-6926

2009-6927

2009-6936

2009-6937

2009-6939

2009-6940

2009-6942

Control #

08/21/2009

08/21/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

08/24/2009

Recd Date / Requester

09/21/2009

09/21/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

09/22/2009

Subject

GENENTECH, VACAVILLE, CA - EIRS,
483S, CO RESP 8/7-15/08

CSL BEHRING - BERINERT P 483 9/08

DAIRY FARMERS OF AMERICA INC,
CABOOL, MO - 483 8/5/08

PERRIGO FLORIDA INC, LAKE WORTH,
FL - 483S 8/2/07, 2/11/08, 1/27/09

CAMBROOKE FOODS LLC, RANDOLPH,
MA - EIRS, 483S, 12/22/08

MEAD JOHNSON NUTRITIONALS,
ZEELAND, MI - EIRS, 483S 6/14/06

CLEARLY SUPERIOR, SUPERIOR, WI -
EIRS, 483S 5/27/09; I F P INNOVATIVE
FOODS PROCESSORS, FAIRBAULT, MN
- 483 9/12/08; J-TEL INCDBA BUXTON
FOODS, BUXTON, ND - 483 11/24/08, ETC
ABBOTT NUTRITION ABBOTT LABS,
COLUMBUS, OH - EIRS, 483S 4/1/09;
HANDL-IT MANUFACTURING, WALTON
HILLS, OH - 483 9/8/06
SHS INTERNATIONAL, LIVERPOOL, UK -
EIRS, 483S 7/27/07, 7/25/08; MILUPA
GMBH, FULDA, GERMANY - EIRS, 483S
7/20/07, 7/31/08
CLINDATA SERVICES INC,
BLOOMINGTON, IN - EIRS, 483, CO
RESP, ETC 1/04 TO PRESENT
IRON MOUNTAIN INC, UNION CITY, CA -
EIRS, 483S, WARNING LTRS, ETC
01/01/04 TO PRESENT
MEDCOMM SOLUTIONS LLC,
EMERYVILLE, CA - EIRS, 483S,
WARNING LTRS, ETC 1/1/04 TO PRESENT
MAJARO INFOSYSTEMS INC, SANTA
CLARA, CA - EIRS, 483S, WARNING
LTRS, ETC  1/1/04 TO PRESENT
HYDE ENGINEERING & CONSULTING,
BOULDER, CO - EIRS, 483S, WARNING
LTRS, ETC 1/1//04 TO PRESENT

Action Offices Status /
Status Date

09/18/2009

10/09/2009

08/31/2009

09/21/2009

10/19/2009

09/10/2009

09/25/2009

09/21/2009

10/07/2009

09/04/2009

08/25/2009

08/25/2009

08/25/2009

09/22/2009

Closed

No Record(s)

Closed

Closed

Closed

Closed

Partial Denial

Closed

Closed

No Record(s)

No Record(s)

Closed

No Record(s)

No Record(s)

Due Date
THOMSON REUTERS

SIGMA CAPITAL MANAGEMENT LLC

HAMMANG, DENISE 

HAMMANG, DENISE 

HAMMANG, DENISE 

HAMMANG, DENISE 

HAMMANG, DENISE 

HAMMANG, DENISE 

HAMMANG, DENISE 

NEUROGESX INC

NEUROGESX INC

NEUROGESX INC

NEUROGESX INC

NEUROGESX INC

ORA/P-FO/SAN-DO/SFCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/CIN-DO/CCB/

CFSAN/OCD/EOS/

ORA/CE-FO/DET-DO/DCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/DEN-DO/COMP/
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2009-6943

2009-6944

2009-6945

2009-6975

2009-6979

2009-6993

2009-6994

2009-6995

2009-6996

2009-7069

2009-7084

2009-7086

2009-7087

Control #

08/24/2009

08/24/2009

08/24/2009

08/25/2009

08/25/2009

08/25/2009

08/25/2009

08/25/2009

08/25/2009

08/27/2009

08/28/2009

08/31/2009

08/31/2009

Recd Date / Requester

09/22/2009

09/22/2009

09/22/2009

09/23/2009

09/23/2009

09/23/2009

09/23/2009

09/23/2009

09/23/2009

09/25/2009

09/28/2009

09/29/2009

09/29/2009

Subject

FISHER CLINICAL SERVICES,
ALLENTOWN, PA - EIRS, 483S,
WARNING LTRS, ETC 1/1//04 TO
PRESENT
INTEGRATED COMMERCIALIZATION
SOLUTIONS, FRISCO, TX - EIRS, 483S,
WARNING LTRS, ETC 1/1/04 TO PRESENT
DRUG SAFETY ALLIANCE, DURHAM, NC
- EIRS, 483S, WARNING LTRS, ETC
01/01/04 TO PRESENT
RANEXA (RANOLAZINE) NDA 21-526 -
AERS, EIRS, 483S

AMERIDOSE LLC - EIRS, 483S, RECALLS
1/08 TO PRESENT

HOLLISTER-STIER, SPOKANE, WA - EIR,
483 6/08

HOLLISTER-STIER, SPOKANE, WA - EIR,
483 3/08

CAHRLES RIVER LABS, MALVERN, PA -
EIR, 483 7/08

JOHNSON & JOHNSON
PHARMACEUTICAL RESEARCH &
DEVELOPMENT LLC, RARITAN, NJ - EIR,
483 6/08
CDER, CDRH, CFSAN, CBER, CVW -
NUMBER OF 483S 2004-2008

E FLOW - PRE-MIXED COLISTIN CORR,
483S, INVESTIGTION, ETC

COVANCE, MADISON, WI - 482, 483 3/26-
30/09

COVANCE, MADISON, WI -  482, 483
9/22-25/08

Action Offices Status /
Status Date

10/01/2009

09/04/2009

09/22/2009

09/22/2009

11/19/2009

03/23/2010

11/23/2009

09/16/2009

09/23/2009

09/08/2009

10/20/2009

09/22/2009

09/22/2009

Closed

No Record(s)

Closed

Closed

Partial Denial

Closed

Closed

Closed

Closed

Closed for Other Reason

Closed

Closed

Closed

Due Date
NEUROGESX INC

NEUROGESX INC

NEUROGESX INC

MORGAN LEWIS & BOCKIUS LLP

RND SERVICES LLC

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

MMF CONSULT APS

SUTTER O'CONNELL ET AL

SCHARBERG, DAVID L 

SCHARBERG, DAVID L 

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/ATL-DO/ACB/

CDER/ORP/DIDP/

ORA/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/NJ-DO/NJCB/

CDER/ORP/DIDP/

ORA/

ORA/OE/

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

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/MIN-DO/MCB/
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2009-7088

2009-7124

2009-7125

2009-7126

2009-7127

2009-7128

2009-7146

2009-7153

2009-7154

2009-7155

2009-7157

2009-7159

Control #

08/31/2009

08/31/2009

08/31/2009

08/31/2009

08/31/2009

08/31/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

Recd Date / Requester

09/29/2009

09/29/2009

09/29/2009

09/29/2009

09/29/2009

09/29/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

Subject

TAYLOR TECHNOLOGY, EAST
PRINCETON, NJ - 482, 483 4/08

PROCTER & GAMBLE MFG,
GREENSBORO, NC - EIR, 483, CO RESP
5/5-9/08
CHRISTUS SCHUMPERT HEALTH
SYSTEM IRB, SHREVEPORT, LA - EIR,
483, CO RESP 4/24-25/08
RADIANT RESEARCH, SAN ANTONIO, TX
- EIR, 483, CO RESP 11/20/06-12/1/06

DATASAFE INFORMATION
MANAGENMENT SOLUTIONS, SOUTH
SAN FRANCISCO, CA - EIRS, 483S, CO
RESP, ETC 1//04 TO PRESENT
STIEFEL RESEARCH INSTITUTE,
RESEARCH TRIANGLE PARK, NC - EIR,
483, CO RESP 4/22/08
NON-CLNCL LAB FACILITIES IN THE USA
- 483, 482 4/05

LAS CRUCES BIOLOGICALS, GALLUP,
NM - 483S 8/08 TO 8/09

MASSACHUSETTS PUBLIC HEALTH
BIOLOGIC LABS, BOSTON, MA - 483S
8/08 TO 8/09
NOVARTIS VACCINES & DIAGNOSTICS
GMBH & CO, MARBURG, GERMANY -
483S 8/08 TO 8/09 
MEDIMMUNE INC, GAITHERSBURG, MD -
483S 8/08 TO 8/09

MID-FLORIDA BIOLOGICALS, MAITLAND,
FL - 483S 8/08 TO 8/09

Action Offices Status /
Status Date

09/23/2009

09/23/2009

09/17/2009

09/04/2009

09/08/2009

09/22/2009

10/20/2009

09/22/2009

11/13/2009

09/08/2009

10/20/2009

09/22/2009

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

No Record(s)

Closed

Withdrawn Closed w/o Charges

No Record(s)

No Record(s)

Due Date
SCHARBERG, DAVID L 

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

NEUROGESX INC

THOMSON REUTERS

SCHARBERG, DAVID L 

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

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

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/DEN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

CBER/OCTMA/DDOM/ALFB/

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

ORA/SE-FO/FLA-DO/FCB/
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2009-7161

2009-7162

2009-7164

2009-7165

2009-7166

2009-7167

2009-7168

2009-7169

2009-7171

2009-7172

2009-7173

2009-7175

2009-7178

2009-7205

2009-7206

2009-7207

Control #

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/01/2009

09/02/2009

09/02/2009

09/02/2009

Recd Date / Requester

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

09/30/2009

10/01/2009

10/01/2009

10/01/2009

Subject

NELCO LABORATORIES INC, DEER
PARK, NY - 483S 8/08 TO 8/09

MERCK & CO, WEST POINT, PA - 483S
8/08 TO 8/09

MEDI-PHYSICS INC (AMERSAM
HEALTH), PRINCETON, NJ - 483S 8/08 TO
8/09
MEDIC INC, KNOXVILLE, TN - 483S 8/08 T
O 8/09

MALLINKRODT INC, ST LOUIS, MO -
483S 8/08 TO 8/09

DYNPORT VACCINE CO, FREDERICK,
MD - 483S 8/08 TO 8/09

NOVARTIS VACCINES & DIAGNOSTICS
LTD, LIVERPOOL, UK - 483S 8/08 TO 8/09

LEDERLE LABORATORIES DIVISION
AMERICAN CYANAMID, PEARL RIVER,
NY - 483S 8/08 TO 8/09
MEKOS LABORATORIES, HILLEROD,
DENMARK - 483S 8/08 TO 8/09

NOVARTIS VACCINES & DIAGNOSTICS
INC, EMERYVILLE, CA - 483S 8/08 TO
8/09
MEDION DIAGNOSTICS GMBH,
DUDINGEN, SWITZERLAND - 483S 8/08
TO 8/09
OMRIX BIOPHARMACEUTICALS LTD,
RHODE ST GENESE,  BELGIUM - 483S
8/08 TO 8/09 
BASI, WEST LAFAYETTE, IN - EIRS, 483S
4/21-24/09 

UNIV OF MINNESOTA, MOLECULAR &
CELLULAR THERAPEUTICS LAB,  ST
PAUL, MN - RESP TO 483 4/14-17/09
PHARMACEUTICAL PRODUCT
DEVELOPMENT, MORRISVILLE, NC -
EIRS, 483S WARNING LTRS, ETC 1/04 TO
PRESENT
ASSOCIATES OF CAPE COD INC, EAST
FALMOUTH, MA - EIRS, 483S, 482S, ETC
1/07 TO PRESENT

Action Offices Status /
Status Date

12/31/2009

11/23/2009

09/22/2009

09/09/2009

09/03/2009

09/22/2009

09/10/2009

12/31/2009

10/13/2009

09/08/2009

09/04/2009

09/02/2009

09/24/2009

09/23/2009

09/28/2009

01/15/2010

No Record(s)

Closed

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

No Record(s)

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

Closed

Due Date
BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

ELI LILLY & CO

QUALITY SYSTEMS LLC

NEUROGESX INC

ELEOS INC

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

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

CBER/OCTMA/DDOM/ALFB/

ORA/NE-FO/NYK-DO/NYDCB/

CDER/ORP/DIDP/

ORA/P-FO/SAN-DO/SFCB/

CBER/OCTMA/DDOM/ALFB/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/
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2009-7208

2009-7253

2009-7255

2009-7257

2009-7260

2009-7261

2009-7262

2009-7263

2009-7264

2009-7267

2009-7268

2009-7271

2009-7290

2009-7327

2009-7328

Control #

09/02/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/03/2009

09/04/2009

09/08/2009

09/08/2009

Recd Date / Requester

10/01/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/02/2009

10/05/2009

10/06/2009

10/06/2009

Subject

RIVERS EDGE PHARMACEUTICALS LLC,
SUWANNE, GA - EIRS, 483S, CO RESP
PAST FIVE YRS
CBR SYSTEMS INC (STEM CELL BANK),
TUCSON, AZ - 483S

ICAD INC, WHITE PLAINS, NY; BEAVER
CREEK, OH; NASUA, NH - EIRS, 483S,
NOTES, ETC MOST RECENT

SONAR PRODUCTS INC - EIRS, 482S,
483S, ETC 1/07 TO PRESENT

BRECKENRIDGE PHARMACEUTICAL INC,
BOCA RATON, FL - EIRS, 483S, CO RESP
ETC 1/06 TO PRESENT
VIACORD PROCESSING LAB, HEBRON,
KY - 483

STRATUS PHARMACEUTICALS INC,
MIAMI, FL - EIRS, 483S, CO CORR, ETC
1/06 TO PRESENT
VIACORD, CAMBRIDGE, MA - 483

CRYO-CELL INTERNATIONAL,
OLDSMAR, FL - 483

SHEFFIELD PHARMACEUTICALS LLC,
NEW LONDON, CT  - EIRS, 483S, CORR,
ETC 1/06 TO PRESENT
PRASCO LABS, MASON, OH - EIRS,
483S, CORR, ETC 1/06 TO PRESENT

M-SCAN INC, WEST CHESTER, PA -
EIRS, 483S, CO RESPS, ETC 1/109 TO
PRESENT
NUMBER OF 483S ISSUED ON INITIAL
INSP & FOREIGN INSP

2008-4832, 2008-4825, 2008-4759

2008-4931, 2008-4919, 2008-4835

Action Offices Status /
Status Date

09/25/2009

09/08/2009

12/18/2009

09/21/2009

09/24/2009

09/30/2009

09/28/2009

09/21/2009

09/29/2009

10/07/2009

10/07/2009

09/14/2009

09/15/2009

09/14/2009

09/18/2009

Partial Denial

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
W PATRICK NOONAN

BIOBANC USA

MERGE HEALTHCARE

FULBRIGHT & JAWORSKI LLP

FULBRIGHT & JAWORSKI LLP

BIOBANC USA

FULBRIGHT & JAWORSKI LLP

BIOBANC USA

BIOBANC USA

FULBRIGHT & JAWORSKI LLP

FULBRIGHT & JAWORSKI LLP

ELEOS INC

MMF CONSULT APS

COMPLIANCE GURUS INC

COMPLIANCE GURUS INC

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/OE/

ORA/ORM/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2009-7414

2009-7415

2009-7418

2009-7425

2009-7512

2009-7513

Control #

09/10/2009

09/10/2009

09/10/2009

09/10/2009

09/14/2009

09/14/2009

Recd Date / Requester

10/08/2009

10/08/2009

10/08/2009

10/08/2009

10/13/2009

10/13/2009

Subject

STRYKER CORP - 483S, WARNING LTRS
1/08 TO PRESENT

LIST OF PHARMACEUTICAL, BIOLOGICS
& MEDICAL DVC MFG FACILITIES IN THE
USA & OUTSIDE THE USA - 483S 8/1-
31/09
BIOMENT INC, PARSIPPANY, NJ - 483S
1/04 TO PRESENT

2009-6483 - REQUEST LTR

FOLSOM METAL PRODUCTS INC,
PELHAM, AL - EIRS, 483S, CO RESP 2/3-
23/09
COLBY H GROSSMAN MD (PALMETTO
INTERNAL MEDICINE), SUMMERVILLE,
SC - EIRS, 483S, CO RESP MOST
RECENT

Action Offices Status /
Status Date

01/15/2010

09/11/2009

09/25/2009

09/21/2009

09/15/2009

09/23/2009

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
SHEARMAN & STERLING

FDA NEWS

CAPITAL RESEARCH & MANAGEMENT

MERCK & CO., INC.

THOMSON REUTERS

THOMSON REUTERS

CDRH/OMO/DEMO/FOIB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CHI-DO/CCB/

ORA/ORM/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/ATL-DO/ACB/
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2009-7528

2009-7529

2009-7530

2009-7531

2009-7532

2009-7533

2009-7534

2009-7535

2009-7536

2009-7537

2009-7538

Control #

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

Recd Date / Requester

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

Subject

COVIDIEN - 483 1/04 TO PRESENT

SMITH & NEPHEW - 483 1/04 TO
PRESENT

NOVARTIS PHARMACEUTICALS CORP,
HANOVER, NJ - 483 9/08 T0 9/09

NELCO LABORATORIES, DEER PARK, NY
- 483 9/08 TO 9/09

NORTHWOODS CIRCLE, NORCROSS, GA
- 483 9/08 TO 9/09

ORGANON TEKNIKA BV BOSEIND, RM,
NETHERLANDS - 483 9/08 TO 9/09

OMRIX BIOPHARMACEUTICALS LTD, ST
GENESE, BELGIUM - 483 9/08 TO 9/09

ORGANON TEKNIKA CORP, DURHAM,
NC - 483 9/08 TO 9/09

ORTHO BIOLOGICS LLC, MANATI, PR -
483 9/08 TO 9/09

ORTHO CLINICAL DIAGNOSTICS INC,
RARITAN, NJ - 483 9/08 TO 9/09

GENZYME BIOSURGERY, CAMBRIDGE,
MA - 483 9/08 TO 9/09

Action Offices Status /
Status Date

02/02/2010

11/23/2009

10/01/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/28/2009

Closed

Closed

Closed

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

Closed

Due Date
CAPITAL RESEARCH & MANAGEMENT

CAPITAL RESEARCH & MANAGEMENT

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

ORA/CE-FO/CHI-DO/CCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/NJ-DO/NJCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/
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2009-7539

2009-7540

2009-7541

2009-7542

2009-7543

2009-7544

2009-7545

2009-7546

2009-7547

2009-7573

2009-7577

2009-7591

2009-7592

2009-7593

Control #

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/15/2009

09/15/2009

09/16/2009

09/16/2009

09/16/2009

Recd Date / Requester

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/14/2009

10/14/2009

10/15/2009

10/15/2009

10/15/2009

Subject

MILLENMIUM & ILEX PARTNERS,
CAMBRIDGE, MA - 483 9/08 TO 9/09

NABI, BOCA RATON, FL - 483 9/08 TO
9/09

PHARMACIA & UPJOHN CO,
KALAMAZOO, MI - 483 9/08 TO 9/09 

NOVO NORDISK, PRINCETON, NJ - 483
9/08 TO 9/09

OMJ PHARMS, SAN GERMAN, PR - 483
9/08 TO 9/09

OVATION PHARMA, DEERFIELD, IL - 483
9/08 TO 9/09

NORTH AMERICAN VACCINES INC,
COLUMBIA, MD - 483 9/08 TO 9/09

PENINSULA LABS, SAN CARLOS, CA -
483 9/08 TO 9/09 

ORTHO BIOTECH INC, RARITAN, NJ -
483 9/08 TO 9/09

DR LUIS ESPINZA (LOUISANA STATE
UNIV HEALTH SCIENCES CENTER) - 483,
AUDIT RESP 2004

KV PHARMACEUTICAL CO - EIRS, 483S,
WARNING LTRS, ETC 1/00 TO PRESENT

CASCADIA MANUFACTURING INC
(ORAMELTS CORP), BELLEVUE, WA,
GENESIS NORTHWEST INC,
CLACKAMAS, WA, THE ELECTRODE
STORE INC, BUCKLEY, WA, ETC - 483S
8/1-31/09
TAPI PUERTO RICO INC, HUMACAO, PR;
WYETH PIPERACILLIN (WYETH
HOLDINGS CORP), CAROLINA, PR, AV
INDUSTRIES INC, CAGUAS, PR, ETC -
483S 8/1-31/09
IMPAX LABS, HAYWARD, CA,
OCUMETRICS INC, MOUNTAIN VIEW, CA,
APIERON INC, MENLO PARK, CA - 483S
8/1-31/09

Action Offices Status /
Status Date

09/21/2009

09/14/2009

09/24/2009

10/01/2009

09/30/2009

09/14/2009

09/14/2009

09/14/2009

09/14/2009

09/17/2009

11/04/2009

11/19/2009

10/14/2009

10/15/2009

No Record(s)

No Record(s)

Closed

Closed

Closed

No Record(s)

No Record(s)

No Record(s)

No Record(s)

Closed

Closed

Closed

Closed

Closed

Due Date
BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

HEALTH SCIENCES CENTER NEW
ORLEANS

LABATON SUCHAROW

FDA NEWS

FDA NEWS

FDA NEWS

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/SJN-DO/SJCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/

CDER/ORP/DIDP/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/P-FO/SAN-DO/SFCB/
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2009-7594

2009-7595

2009-7596

2009-7597

2009-7598

2009-7599

2009-7600

2009-7601

2009-7605

2009-7607

2009-7612

Control #

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

Recd Date / Requester

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

Subject

GLOBAL PHARMACEUTICAL SUPPLY
GROUP LLC, MALVERN, PA; GLYCADIA
INC (EXOCELL), PHILADELPHIA, PA ;
PROCESS TECHNOLOGIES &
PACKAGING INC, OLYPHANT, PA, ETC -
483S 8/1-31/09
NEW YORK BLOOD CENTER INC, LONG
ISLAND CITY, NY, PAR
PHARMACEUTICAL, SPRING VALLEY,
NY, OHM LABORATORIES INC,
GLOVERSVILLE, NY, ETC - 483S 8/1-
31/09
PHARMEDIUM SERVICES INC,
CLEVELAND, MS; VINTAGE
PHARMACEUTICALS LLC, HUNTSVILLE,
AL; RUSH PIN LLC, MERIDIAN, MS - 483S
8/1-31/09
BASF CORP, WAHINGTON, NJ,
HOFFMANN LA ROCHE INC, NUTLEY, NJ,
INOPOAK LTD, RINGWOOD, NJ, ETC -
483S 8/1-31/09
GENZYME CORP, CAMBRIDGE, MA,
DENISON PHARMACEUTICALS INC,
PAWTUCKET, RI, MILLENNIUM
PHARMACEUTICALS INC, CAMBRIDGE,
MA, ETC - 483S 8/1-31/09
AJD LABORATORIES INC, PARK RAPIDS,
MN, MODERN PRODUCTS INC, MEQUON,
WI, PMT CORP, CHANHASSEN, MN, ETC
- 483S 8/1-31/09
CREATIONS GARDEN NATURAL
PRODUCTS INC, VALENCIA, CA,
AMPHASTAR PHARMACEUTICAL INC,
RANCHO CUCAMONGA, CA, ALLEZS
PINE LLC, IRVINE, CA - 483S 8/1-31/09
MGP INGREDIENTS INC, ATCHISON, KS,
CELGENE CORP, OVERLAND PARK, KS,
UNIV OF IA PHARMACEUTICALS, IOWA
CITY, IA, ETC - 483S 8/1-31/09
CARE-TECH LABORATORIES INC, ST
LOUIS, MO - EIRS, 483S PAST FIVE YRS

BAXTER - 483S

BAXTER HEALTHCARE CORP, MARION,
NC - 483 8/09

Action Offices Status /
Status Date

10/22/2009

11/23/2009

09/18/2009

10/07/2009

11/17/2009

09/30/2009

11/16/2009

10/13/2009

10/13/2009

02/02/2010

09/22/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

CENTRAL SOLUTIONS INC

RBC CAPITAL MARKETS

FDA NEWS

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/MIN-DO/MCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

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

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/ATL-DO/ACB/
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2009-7613

2009-7614

2009-7615

2009-7616

2009-7617

2009-7619

2009-7653

2009-7674

2009-7676

2009-7738

2009-7743

2009-7744

2009-7745

2009-7746

Control #

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/16/2009

09/17/2009

09/18/2009

09/18/2009

09/21/2009

09/21/2009

09/21/2009

09/21/2009

09/21/2009

Recd Date / Requester

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/15/2009

10/16/2009

10/19/2009

10/19/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

Subject

NDAPHARM LLC, FT LAUDERDALE, FL;
MED-HOT THERMAL IMAGING INC,
LAKELAND, FL; SLEEP DEVICES INC,
KISSIMMEE, FL - 483 8/09
FERNDALE LABORATORIES INC,
FERNDALE, MI; INTEGRATED
BIOMEDICAL TECHNOLOGY INC,
ELKHART, IN; PANORAMIC CORP, FT
WAYNE; IN - 483 8/09
MEDSPRING GROUP INC, BOUNTIFUL,
UT; BARD ACESS SYSTEMS, SALT LAKE
CITY, UT; CAO GROUP, WEST JORDAN;
UT, ETC - 483 8/1-31/09
MORTON INTERNATIONAL INC, GRAND
SALINE, TX; DPT LABORATORIES LTD,
BROOKS CITY BASE, TX - 483 8/1-31/09
ACCUPACK MIDWEST INC, CINCINNATI,
OH; HITACHI MEDICAL SYSTEMS
AMERICA INC, TWINSBURG, OH; SO-
LOW ENVIRONMENTAL EQUIP CO,
CINCINNATI, OH, ETC - 483 8/1-31/09
CENTRAL ADMIXTURE PHARMACY
SERVICES INC, CHICAGO, IL; BVLISTEX
INC, OAK BROOK, IL; PRIMROSE CANDY
CO, CHICAGO, IL - 483 8/1-31/09
MED-PHARMEX INC, POMONA, CA -
EIRS, 483S 2001 TO PRESENT

BAYER HEALTH CARE LLC ANIMAL
HEALTH, SHAWNEE, KS - EIRS, 483S
WARNING LTRS, ETC
METAGENICS INC - WARNING LTR
10/1/03, EIR, 483 5/6-19/03, ETC

MALLINCKRODT - EIR, 483 3/08

RS CALIBRATION SERVICE INC,
PLEASANTON, CA - EIRS, 483S
WARNING LTRS, ETC 1/04 TOP RESENT
WASHINGTON HOMEOPATHIC
PRODUCTS INC, BERKELEY SPRINGS,
WV - EIR, 483, CO RESP 3/26/09-4/14/09
ANIP ACQUISITION CO, WOODLAWN, MD
- EIR, 483, CO RESP 2/10-19/09

HILL DERMACEUTICALS INC, SANFORD,
FL - EIR, 483, CO RESP 9/15-19/08

Action Offices Status /
Status Date

10/26/2009

10/09/2009

09/24/2009

11/02/2009

10/07/2009

01/11/2010

03/23/2010

09/18/2009

11/19/2009

10/13/2009

09/22/2009

10/20/2009

10/27/2009

10/26/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed (Fee-related)

Closed

Closed

No Record(s)

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

Center for Regulatory Services, Inc.

BAYER HEALTHCARE ANIMAL HEALTH
DIVISION

K & L GATES

NUCLEAR REGULATORY COMMISSION

NEUROGESX INC

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SAN-DO/SFCB/

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

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

ORA/SE-FO/FLA-DO/FCB/
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2009-7747

2009-7748

2009-7752

2009-7753

2009-7815

2009-7816

2009-7829

2009-7830

2009-7831

2009-7874

2009-7877

2009-7889

2009-7890

2009-7891

2009-7892

2009-7894

Control #

09/21/2009

09/21/2009

09/22/2009

09/22/2009

09/23/2009

09/23/2009

09/23/2009

09/23/2009

09/23/2009

09/24/2009

09/24/2009

09/24/2009

09/24/2009

09/24/2009

09/24/2009

09/24/2009

Recd Date / Requester

10/20/2009

10/20/2009

10/21/2009

10/21/2009

10/22/2009

10/22/2009

10/22/2009

10/22/2009

10/22/2009

10/23/2009

10/23/2009

10/23/2009

10/23/2009

12/02/2009

10/23/2009

11/18/2009

Subject

PHARMAFAB, GRAND PRAIRIE, TX - EIR,
483, CO RESP 3/20/06-5/2/06

LIFESOURCE, GLENVIEW, IL - EIR, 483,
CO RESP 4/14/08-5/2/08

AMNEAL PHARMACEUTICAL LLC,
PATTERSON, BRANCHBURG, NJ;
AMNEAL PHARMACEUTICALS OF NY,
HAUPPAUGE, BROOKAVEN, NY - EIRS,
483S, WARNING LTRS, ETC 2001 TO
PRESENT
BURNSHINE PRODUCTS (HERBERT
STANLEY CO), GURNEE, IL - EIRS, 483S,
AUDIT PAST FIVE YRS
EASTMAN CHEMICAL CO, KINGSPORT,
TN - EIRS, 483S 2006 TO PRESENT

DATCARD SYSTEMS INC, IRVINE, CA -
EIRS, 483S, CO RESP, ETC PAST FIVE
YRS
APP PHARMS, IL - EIR, 483, CO RESP
3/10-18/09

APP PHARMS, IL - EIR, 483, CO RESP
1/12/09-3/3/09

ABRAXIS BIOSCIENCE, IL - EIR, 483, CO
RESP 12/15/08-2/26/09

MALLINCKRODT INC, ST LOUIS, MO - CO
RESP TO 483

DR GRATTAN C WOODSON, DECATUR,
GA - 483 4/13-17/09

CALVERT PRECLINICAL SERVICES,
OLYPHANT, PA - EIR, 483 5/09

NOVARTIS VACCINES & DIAGNOSTICS,
VACAVILLE, CA - EIR, 483, CO RESP
7/22-31/08
BAYER HEALTHCARE, EMERYVILLE, CA
- EIR, 483, CO RESP 1/15/09-2/5/09

ORTHO-MCNEIL-JANSSEN (OMJ)
PHARMACEUTICALS INC, SAN GERMAN,
PR - EIR, 483, CO RESP 6/8-11/09
DPT LABS, SAN ANTONIO, TX - EIRS,
483S, CO RESP 1/05 TO PRESENT

Action Offices Status /
Status Date

03/26/2010

01/05/2010

11/23/2009

02/02/2010

09/23/2009

04/06/2010

01/15/2010

01/15/2010

05/21/2010

10/13/2009

09/24/2009

10/13/2009

10/20/2009

12/03/2009

10/20/2009

04/09/2010

Closed (Fee-related)

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
THOMSON REUTERS

THOMSON REUTERS

WORKERS UNITED

CENTRAL SOLUTIONS INC

HANFORD PHARMS

W PATRICK NOONAN

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

DRUID OAKS HEALTH CENTER

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/
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2009-7908

2009-7923

2009-7935

2009-7940

2009-7942

2009-7944

2009-7945

2009-7948

2009-7952

2009-7953

2009-7954

2009-7955

2009-7956

2009-7957

2009-7958

2009-7959

2009-7961

Control #

09/25/2009

09/25/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

09/28/2009

Recd Date / Requester

10/26/2009

10/26/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

10/27/2009

Subject

DR TRACY L HULL, CLEVELAND CLINIC -
EIRS, 483S 7/16-18/07

SANOFI PASTEUR, SWIFTWATER, PA -
EIRS, 483S, CO RESP, ETC 3/18/05

LORICON TESTING SERVICES,
KEYPORT, NJ - 483S

CATALENT PHARMA SOLUTIONS,
WOODSTOCK, IL - EIR, 483, CO RESP
3/26/07-8/27/08
BRISTOL MYERS SQUIBB, MANATI, PR -
EIR, 483, CO RESP 2/20/09-3/27/09

CARDINAL HEALTH, WOODSTOCK, IL -
EIR, 483, CO RESP 3/26/07-4/11/07

LIFESOURCE, GLENVIEW, IL - EIR, 483,
CO RESP 4/14/08-5/2/08

HILL PHARMACEUTICALS INC,
SANFORD, FL - EIR, 483, CO RESP 9/15-
19/08
FENWAL INTERNATIONAL, MARICAO, PR
- EIR, 483, CO RESP 1/21/9-2/2/09

WASHINGTON HOMEOPATHIC
PRODUCTS INC, BERKELEY SPRINGS,
WV - EIR, 483, CO RESP 3/26/09-4/14/09
PHARMAFAB, GRAND PRAIRIE, TX - EIR,
483, CO RESP 3/20/06-5/2/06

PFIZER, CAGUAS, PR - EIR, 483, CO
RESP 3/3-19/09

PF LABS, TOTOWA, NJ - EIR, 483, CO
RESP 5/5-16/08

PATHEON, MANATI, PR - EIR, 483, CO
RESP 1/14/09-2/4/09

MYLAN, CAGUAS, PR - EIR, 483, CO
RESP 1/26/09-2/27/09

MOVA PHARM, CAGUAS, PR - EIR, 483,
CO RESP 3/23/09-4/8/09

ANIP ACQUISTION CO, WOODLAWN, MD
- EIR, 483, CO RESP 2/10-19/09

Action Offices Status /
Status Date

11/02/2009

10/28/2009

10/06/2009

12/31/2009

01/15/2010

01/15/2010

01/05/2010

10/19/2009

10/13/2009

10/20/2009

10/05/2009

05/05/2010

10/20/2009

09/30/2009

10/13/2009

01/15/2010

10/27/2009

Closed

Closed for Other Reason

No Record(s)

Closed

Closed

Closed

Closed

Duplicate Request

Partial Denial

Duplicate Request

Duplicate Request

Closed

Closed

Closed

Partial Denial

Closed

Closed

Due Date
MEDTRONIC INC

FOI SERVICES INC

JUNE JACOBS LABS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/SJN-DO/SJCB/

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

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/NJ-DO/NJCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/SJN-DO/SJCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/BLT-DO/CB/
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2009-7962

2009-7977

2009-7986

2009-7987

2009-8029

2009-8069

2009-8077

2009-8092

2009-8129

2009-8131

2009-8132

2009-8159

2009-8160

2009-8161

2009-8162

2009-8163

Control #

09/28/2009

09/29/2009

09/29/2009

09/29/2009

10/01/2009

10/02/2009

10/02/2009

10/02/2009

10/05/2009

10/05/2009

10/05/2009

10/06/2009

10/06/2009

10/06/2009

10/06/2009

10/06/2009

Recd Date / Requester

10/27/2009

10/28/2009

10/28/2009

10/28/2009

10/30/2009

11/02/2009

11/02/2009

11/02/2009

11/03/2009

11/03/2009

11/03/2009

11/04/2009

11/04/2009

11/04/2009

11/04/2009

11/04/2009

Subject

ACTAVIS MID-ATLANTIC, BALTIMORE,
MD - EIR, 483, CO RESP 8/20-26/08

APACE PACKAGING LLC, FOUNTAIN
RUN, KY - EIRS, 483S, WARNING LTRS
TWO MOST SRECENT
VISTA CORD LLC, STARKVILLE, MI - 483
7/13-27/09

CALIFORNIA CRYOBANK INC, LOS
ANGELES, CA - 483 MOST RECENT

DR ALAN L BUCHMAN MD - 483,
WARNING LTR 11/30/00

SAVIENT PHARMACEUTICALS INC,
ISRAEL - EIR, 483 MOST RECENT

TAIZHOU HISOAR PHARM, ZHIJIANG,
CHINA - 483 4/5-8/08

2009-3483

OHIO MEDICAL CORP, GURNEE, IL - EIR,
482, 483, ETC 5/11-19/09

OHIO MEIDCAL CORP, GURNEE, IL - 483,
WARNING LTR

JOHN M KIRKWOOD MD, UNIV OF
PITTSBURGH CANCER INSTITUTE,
PITTSBURGH, PA - EIR, 483, CO RESP
3/18/09-4/24/09
ABBOTT LABS, CHICAGO, IL - EIR, 483
3/09 TO 4/09

ABBOTT LABS, CHICAGO, IL - EIR, 483
9/08

BASIL KASIMIS, VAMC EAST ORANGE,
EAST ORANGE, NJ - EIR, 483, CORR,
ETC 3/89 TO 8/09
IRA KLIMBERG, UROL CTR FLORIDA,
OCALA, FL - EIR, 483, CORR, ETC 10/01
TO 8/09
MYRON MURDOCK, 206 RES
ASSOCIATION, GREENBELT, MD - EIR,
483, CORR, ETC 9/00 TO 8/09

Action Offices Status /
Status Date

10/20/2009

11/02/2009

09/29/2009

10/14/2009

11/03/2009

10/20/2009

10/20/2009

10/07/2009

12/31/2009

12/31/2009

10/22/2009

06/10/2010

05/24/2010

10/09/2009

10/27/2009

10/20/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

No Record(s)

Due Date
THOMSON REUTERS

AMERICAN HEALTH PACKAGING

Celgene Corporation

CELEGENE CORP

SCHERING-PLOUGH CORP

JANUS CAPITAL GROUP INC

FOI SERVICES INC

FOI SERVICES INC

GE HALTHCARE

GE HALTHCARE

THOMSON REUTERS

ELI LILLY & CO

ELI LILLY & CO

Celgene Corporation

Celgene Corporation

Celgene Corporation

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

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

CDER/ORP/DIDP/

CDER/ORP/DIDP/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CHI-DO/CCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/BLT-DO/CB/
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2009-8164

2009-8165

2009-8166

2009-8167

2009-8168

2009-8171

2009-8183

2009-8213

2009-8235

2009-8239

2009-8258

2009-8261

2009-8262

2009-8263

2009-8264

Control #

10/06/2009

10/06/2009

10/06/2009

10/06/2009

10/06/2009

10/06/2009

10/07/2009

10/08/2009

10/08/2009

10/08/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

Recd Date / Requester

11/04/2009

11/04/2009

11/04/2009

11/04/2009

11/04/2009

11/04/2009

11/05/2009

11/06/2009

11/06/2009

11/06/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

Subject

JOSEPH FONTANA, UNIV OF MARYLAND
CANCER CENTER, BALTIMORE, MD -
EIR, 483, CORR, ETC 8/02 TO 8/09
JOACHIM DEEG, FRED HUTCHINSON
CANCER CENTER, SEATTLE, WA - EIR,
483, CORR, ETC 4/95 TO 8/09
ANDREAS HOCHHAUS, KLINIKUM
MANNHEIM DER UNIV HEIDELBERG,
MANNHEIM, GERMANY - EIR, 483,
CORR, ETC 5/06 TO 9/09
EUGENE DULA, WEST COAST CLINICAL
RES, VAN NUYS, CA - EIR, 483, CORR,
ETC 8/97 TO 8/09
MARC GITTELMAN, SOUTH FLORIDA
MED RES, AVENTURA, FL - EIR, 483,
CORR, ETC 3/96 TO 8/09
CARDIAC SCIENCE CORP -  483 MOST
RECENT

ZHEJIANG WILLING - HEPARIN
INVESTIGATION, EIRS, 483S, ETC

MOLECULAR AND CELLULAR
THERAPEUTICS, UNIV OF MINNESOTA -
EIR, 483 4/14-17/09
GARDENBURGER INC , CLEARFIELD, UT
- 483S, EIRS 2007 & 2008 

ROCKY MOUNTAIN POISON & DRUG
CTR, DENVER CO - 483, EIR 6/25/09

JOSEPH GIMBEL, ARIZONA RES CTR,
PHOENIX, AZ - 483, EIR, CORR, ETC 1/00
TO PRESENT 
NW CLINICAL RES CTR, ARIFULLA
KUHN, BELLEVUE, WA - EIR, 483, CORR,
ETC 8/00 TO PRESENT 
UNIVERSITY CLINICAL RES, BRUCE
RANKIN, DELAND, FL - EIR, 483, CORR,
ETC 1/01 TO PRESENT 
SHASHI KANT, UNIVERSITY OF
CINCINNATI COLLEGE OF MEDICINE,
CINCINNATI, OH - 483, EIR, CORR, ETC
8/06 TO PRESENT 
MICHAEL WEINBLATT, BRIGHAM &
WOMENS HOSPITAL/ARTHRITIS CTR,
BOSTON, MA - 483, EIR, CORR, ETC 9/86
TO PRESENT 

Action Offices Status /
Status Date

10/20/2009

11/24/2009

10/26/2009

10/08/2009

10/27/2009

12/01/2009

06/25/2010

10/19/2009

10/20/2009

10/20/2009

10/20/2009

02/10/2010

10/28/2009

11/17/2009

11/04/2009

No Record(s)

Closed

Closed

No Record(s)

Closed

Closed

Withdrawn Closed w/o Charges

Partial Denial

No Record(s)

No Record(s)

Closed

Closed

Closed

Closed

No Record(s)

Due Date
Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

BORLASE, CHARLES 

NEW YORK TIMES COMPANY

MINNEAPOLIS STAR TRIBUNE

KLEINFELD KAPLAN & BECKER

R & R REGISTRATIONS 

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

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

ORA/P-FO/SEA-DO/SCB/

CDER/ORP/DIDP/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/P-FO/SEA-DO/SCB/

CDER/ORP/DIDP/

ORA/CE-FO/MIN-DO/MCB/

CFSAN/OCD/EOS/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/DEN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NWE-DO/NWECB/
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2009-8265

2009-8267

2009-8269

2009-8270

2009-8271

2009-8272

2009-8274

2009-8276

2009-8283

2009-8311

2009-8312

2009-8313

2009-8314

2009-8316

2009-8317

2009-8318

Control #

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

Recd Date / Requester

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

Subject

NICHOLAS MESSINA, VISTA MED RES,
MESA, AZ - 483, EIR, CORR, ETC 7/06 TO
PRESENT 
STANLEY COHEN, METROPLEX
CLINICAL RES CTR, DALLAS, TX - EIR,
483, CORR, ETC 12/96 TO PRESENT 
STEVEN ELLIOTT, METROPLEX
CLINICAL RES CTR, DALLAS, TX - EIR,
483, CORR, ETC 9/06 TO PRESENT 
ROBERT TURNER, ARTHRITIS CTR,
WEST PALM BEACH, FL - EIR, 483,
CORR, ETC 6/80 TO PRESENT 
ROY FLEISHMANN, METROPLEX
CLINICAL RES CTR, DALLAS, TX - 483,
EIR, CORR, ETC 8/87 TO PRESENT 
ANTALOE BESARAB, PHILADELPHIA, PA
- EIR, 483, CORR, ETC 6/90 TO PRESENT

ALLEN NISSENSON, UNIVERSITY
CALIFORNIA LOS ANGELES, LOS
ANGELES, CA - EIR, 483, CORR, ETC
3/98 TO PRESENT 
IAN TANNOCK, PRINCESS MARGARET
HOSPITAL ONTARIO CA CTR - 483, EIR,
CORR, ETC 9/96 TO PRESENT 
PHARMACEUTICALS, BIOLOGICS,
MEDICAL DVC MFR FACILITIES  - 483
9/1-30/09
ALMAC CLINICAL SERVICES, AUDUBON,
PA - EIR, 483, CO RESP 4/09 TO 9/09

CELSIS LABORATORY GROUP, ST
LOUIS, MO - EIR, 483, CO RESP 4/09 TO
9/09
J KNIPPER & COPANY INC, LAKEWOOD,
NJ - EIR, 483, CO RESP 4/09 TO 9/09

LANCASTER LABS, LANCASTER, PA -
EIR, 483, CO RESP 4/09 TO 9/09

MEDCOMM SOLUTIONS, EMERYVILLE,
CA - EIR, 483, CO RESP 4/09 TO 9/09

NEXT BREATH LLC, BALTIMORE, MD -
EIR, 483, CO RESP 4/09 TO 9/09

NORWICH PHARMACEUTICALS INC,
NORWICH, NY - EIR, 483, CO RESP 4/09
TO 9/09

Action Offices Status /
Status Date

11/19/2009

01/14/2010

10/16/2009

10/20/2009

10/16/2009

10/16/2009

10/15/2009

10/26/2009

10/19/2009

10/16/2009

11/04/2009

10/15/2009

10/16/2009

10/20/2009

03/02/2010

01/11/2010

Closed

Closed

No Record(s)

No Record(s)

Closed

No Record(s)

No Record(s)

Closed

Closed

No Record(s)

Closed

No Record(s)

No Record(s)

Closed

Closed

Closed

Due Date
Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

FDA NEWS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/LOS-DO/LACB/

CDER/ORP/DIDP/

ORA/ORM/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/SAN-DO/SFCB/

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

ORA/NE-FO/NYK-DO/NYDCB/
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2009-8319

2009-8321

2009-8323

2009-8324

2009-8326

2009-8327

2009-8328

2009-8329

2009-8330

2009-8331

2009-8333

2009-8334

2009-8335

2009-8336

2009-8337

2009-8338

Control #

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

10/13/2009

Recd Date / Requester

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

Subject

PACE ANALYTICAL LIFE SCIENCES LLC,
OAKDALE, MN - EIR, 483, CO RESP 4/09
TO 9/09
PFIZER INC, KALAMAZOO, MI - EIR,
483,CO RESP 4/09 TO 9/09

PHARMACEUTICS INTERNATIONAL INC,
HUNT VALLEY, MD - EIR, 483, CO RESP
4/09 TO 9/09
3M PHARMACEUTICALS (3M DRUG
DELIVERY SYSTEMS DIV),
NORTHRIDGE, CA - EIRS, 483S, CO
RESP 4/1/09-9/30/09
CATALENT PHARMA SOLUTIONS,
WOODSTOCK, IL - EIRS, 483S, CO RESP
4/1/09-9/30/09
ABC LABS, COLUMBIA, MO - EIRS, 483S,
CO RESP 4/1/09-9/30/09

DOW CHEMICAL CO, MIDLAND, MI -
EIRS, 483S, CO RESP 4/1/09-9/30/09

HOLOPACK, COLUMBIA, SC - EIRS,
483S, CO RESP 4/1/09-9/30/09

PATHEON, CINCINNATI, OH - EIRS, 483S,
CO RESP 4/1/09-9/30/09

PPD LABS, MIDDLETON, WI - EIRS, 483S,
 CO RESP 4/1/09-9/30/09

PATHEON (MOVA PHARMACEUTICAL
CORP), MANATI, PR - EIRS, 483S, CO
RESP 4/1/09-9/30/09
PHARMAGISTICS LLC, SOMERSET, NJ -
EIRS, 483S, CO RESP 4/1/09-9/30/09

UNIV OF IOWA (PHARMACEUTICAL
SERVICES DIV, COLLEGE OF
PHARMACY), IOWA CITY IA - EIRS, 483S,
CO RESP 4/1/09-9/30/09
UPS SUPPLY CHAIN SOLUTIONS,
LOUISVILLE, KY - EIRS, 483S,  CO RESP
4/1/09-9/30/09
UPS SUPPLY CHAIN SOLS (UNIT C&D),
RENO, NV - EIRS, 483S, CO RESP 4/1/09-
9/30/09
WEST ANALYTICAL SERVICES LLC,
MAUMEE, OH - EIRS, 483S,  CO RESP
4/1/09-9/30/09

Action Offices Status /
Status Date

10/28/2009

10/15/2009

03/02/2010

10/15/2009

02/08/2010

10/15/2009

10/21/2009

11/10/2009

11/17/2009

11/12/2009

01/25/2010

10/15/2009

11/04/2009

11/17/2009

10/20/2009

11/17/2009

No Record(s)

No Record(s)

Closed

No Record(s)

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

No Record(s)

Closed

Closed

No Record(s)

Closed

Due Date
KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/DET-DO/DCB/

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

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/CIN-DO/CCB/
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2009-8369

2009-8370

2009-8372

2009-8382

2009-8386

2009-8391

2009-8393

2009-8394

2009-8395

2009-8401

2009-8418

2009-8567

2009-8568

2009-8569

2009-8570

2009-8580

Control #

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/14/2009

10/19/2009

10/19/2009

10/19/2009

10/19/2009

10/19/2009

Recd Date / Requester

11/12/2009

11/12/2009

11/12/2009

11/18/2009

11/12/2009

11/12/2009

11/12/2009

11/12/2009

11/12/2009

11/12/2009

11/12/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

Subject

PHILLIP MEASE, MINOR JAMES
MEDICAL, SEATTLE, WA - 483, EIR,
CORR ETC 4/07 TO PRESENT

JOEL KREMER, ALBANY MEDICAL
COLLEGE, ALBANY, NY - 483, EIR,
CORR, ETC 5/05 TO PRESENT 
DAVID FRIED, OMEGA MEDICAL RES,
PROVIDENCE, RI - EIR, 483, CORR, ETC
5/02 TO PRESENT 
IMPAX LABS, HAYWARD, CA - EIR, 483
MOST RECENT

XENOBIOTIC LABS, PLIANSBORO, NJ -
482, 483 9/09

ENDOGASTRIC SOLUTIONS - ESOPHGX
483S 6/09 TO PRESENT

CHESTER FISHER, TIDEWATER PHYS
MULTIS GRP, NEWPORT, VA - EIRS,
483S, CORR 8/26/96 TO PRESENT
ERIC SHELDON, MIAMI RESEARCH
ASSOCS, SOUTH MIAMI, FL - EIRS, 483S,
CORR 5/09 TO PRESENT
BARRY LUBIN, HAMPTON RD CTR CLINL
RES INC, VIRGINIA BEACH, VA - EIRS,
483S, CORR 2/08 TO PRESENT
MONOGEN, LINCOLNSHIRE, IL - 483S,
WARNING LTRS, CO RESP 11/07 TO 10/08

NORTH AMERICAN NUTRITION
COMPANIES, LEWISBURG, OH - EIR, 483
6/24-26/09
PHOENIX MEDICAL DEVICES LLC,
IRVINE, CA -  EIRS, 483S, CO RESP
3/19/09-5/13/09
SCINOPHARM, TAIWAN -  EIRS, 483S,
CO RESP 2005

UNIV OF COLORADO, DENVER, CO -
EIRS, 483S, CO RESP 2/11-15/08

MOUNTAIN MEADOW HERBS INC,
KALISPELL, MT - EIRS, 483S, CO RESP
5/13-15/09
GLAXOSMITHKLINE BIOLOGICALS,
RIXENSART, BELGIUM - EIRS, 483S, CO
RESP 6/16-25/08

Action Offices Status /
Status Date

02/17/2010

11/23/2009

11/16/2009

11/18/2009

11/12/2009

11/16/2009

10/27/2009

11/17/2009

03/02/2010

05/21/2010

11/17/2009

03/31/2010

01/14/2010

11/17/2009

02/05/2010

10/21/2009

Closed

Closed

Closed

Withdrawn w/Charges

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Partial Denial

Closed

Closed

Closed

Closed

Due Date
Celgene Corporation

Celgene Corporation

Celgene Corporation

Center for Regulatory Services, Inc.

SCHARBERG, DAVID L 

POWERS MCNALIS TORRES & TEEBAGY

Celgene Corporation

Celgene Corporation

Celgene Corporation

GUT, MIKE 

ELI LILLY & CO

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SEA-DO/SCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/FLA-DO/FCB/

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

ORA/SE-FO/FLA-DO/FCB/

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

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/P-FO/LOS-DO/LACB/

CDER/ORP/DIDP/

ORA/SW-FO/DEN-DO/COMP/

ORA/P-FO/SEA-DO/SCB/

CBER/OCTMA/DDOM/ALFB/
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2009-8597

2009-8599

2009-8608

2009-8610

2009-8611

2009-8612

2009-8613

2009-8620

2009-8636

2009-8637

2009-8638

2009-8645

2009-8647

Control #

10/19/2009

10/19/2009

10/19/2009

10/19/2009

10/19/2009

10/19/2009

10/19/2009

10/19/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

Recd Date / Requester

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

Subject

MICRONISIERUNGS-KONTOR OBERROT
GMBH (MCKO), OBERROT, GERMANY -
EIRS, 483S, CO RESP 4/09 TO 9/09
PATHEON INC, BOURGOIN-JALLIEU,
CEDEX, FRANCE -  EIRS, 483S, CO RESP
4/09 TO 9/09
PATHEON INC, ONTARIO, CANADA -
EIRS, 483S, CO RESP 4/09 TO 9/09

PATHEON INC, WHITBY, ONTARIO,
CANADA -  EIRS, 483S, CO RESP 4/09 TO
9/09
PATHEON, MISSISSAUGA, ONTARIO,
CANADA -  EIRS, 483S, CO RESP 4/09 TO
9/09
AEROCAN FRANCE SAS (ALCAN CEBAL
AEROSOLS) BELLEGARDE, FRANCE -
EIRS, 483S, CO RESP 4/09 TO 9/09
BESPAK EUROPE LTD, NORFOLK,
ENGLAND -   EIRS, 483S, CO RESP 4/09
TO 9/09
GLP (NON CLNCL LABS) CP 7348.808, CP
7348.808A - 483S 5/6/09-10/7/09

WHITEHOUSE ANALYTICAL LABS,
WHITEHOUSE, NJ - EIRS, 483S 10/06 TO
PRESENT 
POREX, FAIRBURN, GA - EIRS, 483S
10/06 TO PRESENT 

SCHOTT NORTH AMERICA  INC,
ELMSFORD, NY - EIRS, 483S 10/06 TO
PRESENT 
MID-YORK PRESS, SHERBURNE, NY  -
EIRS, 483S, RECALL RECS 10/06 TO
PRESENT
MICROBIOLOGICAL CONSULTANTS,
HUNTINGTON, WV  - EIRS, 483S,
RECALL RECS 10/06 TO PRESENT

Action Offices Status /
Status Date

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

12/21/2009

11/12/2009

11/13/2009

11/23/2009

11/30/2009

10/27/2009

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

CHARLES RIVER LABS

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

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

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SEA-DO/SCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/BLT-DO/CB/
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2009-8648

2009-8649

2009-8651

2009-8652

2009-8653

2009-8654

2009-8658

2009-8683

2009-8685

2009-8686

2009-8687

2009-8688

2009-8695

2009-8696

2009-8697

2009-8698

Control #

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/20/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

Recd Date / Requester

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

Subject

GIBRALTAR LABS, FAIRFIELD, NJ  -
EIRS, 483S, RECALL RECS 10/06 TO
PRESENT
GERRESHEIMER, VINELAND, NJ  - EIRS,
483S, RECALL RECS 10/06 TO PRESENT

ATLANTIC SCALE, NUTLEY, NJ  - EIRS,
483S, RECALL RECS 10/06 TO PRESENT

FLUOROSEAL, ALLENTOWN, PA  - EIRS,
483S, RECALL RECS 10/06 TO PRESENT

EN MURRAY, DENVER, CO  - EIRS, 483S,
RECALL RECS 10/06 TO PRESENT

ACCU-GLASS LLC, ST LOUIS, MO  -
EIRS, 483S, RECALL RECS 10/06 TO
PRESENT
NOVARTIS PHARMS, EAST HANOVER,
NJ - EIR, 483, CORR 4/09

VIRBAC INC, FT WORTH, TX - 483S,
RESP LTRS, CORR 7/21-29/08

HAMMILL MANUFACTURING CO,
MAUMEE, OH - 483S, RESP LTRS, CORR
9/408-10/10/08
ACCUMED - EIRS,  483S 1/1509-2/5/09,
3/11-12/09

ANIP - EIRS, 483S 2/09

BIOLOGICAL TESTING CENTER, IRVINE,
CA - EIRS, 483S 1/1/06 TO 9/30/09

AMRESCO INC, SOLON, OH - EIRS, 483S,
RECALL RECS 10/06 TO PRESENT

AMPOLLETAS, SA (GERRESHEIMER),
SANTIAGO DE QUERETARO, MEXICO -
- EIRS, 483S, RECALL RECS 10/06 TO
PRESENT
BERJE', BLOOMFIELD, NJ -  - EIRS,
483S, RECALL RECS 10/06 TO PRESENT

EQUISTAR CHEMICALS, CINCINNATI, OH
- EIRS, 483S, RECALL RECS 10/06 TO
PRESENT

Action Offices Status /
Status Date

11/12/2009

10/29/2009

10/29/2009

10/21/2009

10/20/2009

11/12/2009

10/30/2009

11/30/2009

11/24/2009

11/19/2009

10/21/2009

04/14/2010

11/17/2009

10/21/2009

10/29/2009

11/24/2009

Closed

No Record(s)

No Record(s)

No Record(s)

No Record(s)

Closed

Withdrawn Closed w/o Charges

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

No Record(s)

Closed

Due Date
JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

NOVARTIS

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

PERRIGO PLANT 5

PERRIGO PLANT 5

GRIFOLS BIOLOGICALS INC

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/CIN-DO/CCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/CIN-DO/CCB/
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2009-8700

2009-8701

2009-8702

2009-8703

2009-8705

2009-8708

2009-8716

2009-8724

2009-8726

2009-8750

2009-8751

2009-8752

2009-8753

2009-8754

2009-8755

Control #

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/21/2009

10/22/2009

10/22/2009

10/22/2009

10/22/2009

10/22/2009

10/22/2009

Recd Date / Requester

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/19/2009

11/20/2009

11/20/2009

11/20/2009

11/20/2009

11/20/2009

11/20/2009

Subject

FISHER SCIENTIFIC (A THERMOFISHER
CO), PITTSBURGH, PA - EIRS, 483S,
RECALL RECS 10/06 TO PRESENT
CORCO CHEMICAL CO, FAIRLESS HILLS,
PA - EIRS, 483S, RECALL RECS 10/06 TO
PRESENT
EXXONMOBILE CHEMICAL CO,
HOUSTON, TX - EIRS, 483S, RECALL
RECS 10/06 TO PRESENT
HOUGHTON CHEMICAL CORP,
CARLSTADT, NJ  - EIRS, 483S, RECALL
RECS 10/06 TO PRESENT
PENTA MANUFACTURING CO,
LIVINGSTON, NJ - EIRS, 483S, RECALL
RECS 10/06 TO PRESENT
SAGE PRODUCTS INC, CARY, IL - 483
6/2/08-7/10/08

APOTEX - 483, EIR 12/08

GEORGE J BREWER MD, UNIV OF
MICHIGAN MEDICAL SCHOOL, ANN
ARBOR, MI - 483, EIR 5/20/08-6/9/08

LARRY M PERICH DO, PERICH EYE CTR,
NEW PORT RICHEY, FL - 483, EIR
8/25/08-9/9/08
RICHARD WRIGHT MD, LOUISVILLE, KY -
483 4/29/08-5/28/08

TARO PHARMACEUTICALS USA,
HAWTHORNE, NY - 483 7/28-31/O8

SUNY DOWNSTATE MEDICAL CTR IRB,
BROOKLYN, NY - 483 9/22/08-10/1/08

PRIME ENTERPRISES, MIAMI LAKE, FL -
483 7/28/08-8/1/08

OMEGA LABS, MOGADORE, OH - 483
2/14/08-3/4/08

ALBA BIOSCIENCE LTD, EDINBURGH,
SCOTLAND, UK - 483, 10/6-13/08

Action Offices Status /
Status Date

10/21/2009

10/21/2009

10/30/2009

10/29/2009

11/12/2009

01/13/2010

11/03/2009

11/02/2009

11/23/2009

11/24/2009

12/03/2009

11/30/2009

11/23/2009

11/24/2009

03/04/2010

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

Closed

No Record(s)

Partial Denial

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

JAMES ALEXANDER CORP

WASHINGTON INFORMATION SOURCE

PERRIGO COMPANY

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CIN-DO/CCB/

CDRH/OMO/DEMO/FOIB/

OM/OSS/OPILS/DFI/

CDRH/OMO/DEMO/FOIB/

CBER/OCTMA/DDOM/ALFB/
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2009-8756

2009-8757

2009-8758

2009-8759

2009-8761

2009-8763

2009-8778

2009-8812

2009-8813

2009-8814

2009-8852

2009-8853

2009-8889

2009-8895

2009-8896

2009-8897

Control #

10/22/2009

10/22/2009

10/22/2009

10/22/2009

10/23/2009

10/23/2009

10/23/2009

10/26/2009

10/26/2009

10/26/2009

10/27/2009

10/27/2009

10/28/2009

10/28/2009

10/28/2009

10/28/2009

Recd Date / Requester

11/20/2009

11/20/2009

11/20/2009

11/20/2009

11/23/2009

11/23/2009

11/23/2009

11/24/2009

11/24/2009

11/24/2009

11/25/2009

11/25/2009

11/27/2009

11/27/2009

11/27/2009

11/27/2009

Subject

MEDICAL & CLINICAL CORSORTIUM,
CITY OF INDUSTRY, CA - 483 3/18-20,
25, 31/08
CYCLOTRON CENTER OF NE FLORIDA,
ORANGE, FL - 483 7/31/08-8/7/08

CHRISTOPHER CHAPPEL MD,
KISSIMMEE, FL - 483 10/22/07-11/21/07

AMEDICA CORP, SALT LLAKE CITY, UT -
483 8/7-20/08

BOSTON SCIENTIFIC CORP - HYDRO-
THERMABLATOR 483S 4/01 TO PRESENT

MERCK & CO INC - EZETIMBE, ZETIA,
EZETROL, ETC ISRS 6255938-X,
6262483-4, 6266215-5
DOW CORNING, HEMLOCK, MI - EIRS,
483S 2006 TO PRESENT

PHILIPS HEALTHCARE INC, ANDOVER,
MA - EIR, 483, CO RESP 1/21/09-3/10/09

DYNAMIC SURGERY INC, WARWICK,RI -
EIR, 483, CO RESP 9/9-17/09

LUITPOLD, SHIRLEY, NY - EIR, 483, CO
RESP 11/25/08-12/16/08

PURE TEK CORP, SAN FERNANDO, CA -
EIRS, 483S 1/01 TO PRESENT

CORIUM MANUFACTURING GROUP,
GRAND RAPIDS, MI - EIRS, 483S MOST
RECENT
MILLIPORE, CORK, IRELAND - 483S

BOSTON SCIENTIFIC CORP - HYDRO-
THERMABLATOR 483S 4/01 TO PRESENT

ROBERT BAUGHMAN, UNIV CINCINNATI
SCH MED, CINCINNATI, OH - EIRS, 483S,
CO RESP 10/94 TO 10/09
MARK GOTFRIED, PULMONARY ASSOC
PA - EIRS, 483S, CO RESP 5/91 TO 10/09

Action Offices Status /
Status Date

11/23/2009

11/23/2009

11/24/2009

10/22/2009

11/16/2009

10/30/2009

11/12/2009

10/26/2009

10/26/2009

10/26/2009

11/16/2009

10/29/2009

10/28/2009

11/16/2009

10/29/2009

10/29/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed

Closed (Fee-related)

No Record(s)

Duplicate Request

Closed (Fee-related)

Closed (Fee-related)

Due Date
WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

COPELAND COOK TAYLOR ET AL

MERCK & CO., INC.

G C HANFORD MANUFACTURING CO

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

CENTRAL SOLUTIONS INC

COBALT PHARMACEUTICALS INC

CAMSTAR SYSTEMS INC

COPELAND COOK TAYLOR ET AL

Celgene Corporation

Celgene Corporation

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

CDER/ORP/DIDP/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2009-8898

2009-8928

2009-8933

2009-8985

2009-8992

2009-8993

2009-8994

2009-9008

2009-9009

2009-9010

2009-9011

2009-9012

Control #

10/28/2009

10/29/2009

10/29/2009

11/02/2009

11/02/2009

11/02/2009

11/02/2009

11/03/2009

11/03/2009

11/03/2009

11/03/2009

11/03/2009

Recd Date / Requester

11/27/2009

11/30/2009

11/30/2009

12/02/2009

12/02/2009

12/02/2009

12/02/2009

12/03/2009

12/03/2009

12/03/2009

12/03/2009

12/03/2009

Subject

OWENS & MINORS, PELHAM, AL,
TOLLESON, AZ, CITY OF INUSTRY, CA,
ETC - QUALITY PROFILES FOR DRUGS
& MEDICAL DVCS, EIRS, 483S, WARNING
LTRS, ETC
J ROBIN DEANDRADE, EMORY CLINIC,
ATLANTA, GA - EIR, 483, CO RESP 12/95
TO PRESENT
HEXION SPECIALTY CHEMICALS,
DEMOPOLIS, AL - EIRS, 483S, WARNING
LTRS, ETC 2008- TO PRESENT
DR SHIOVITZ, CALIFORNIA
NEUROSCIENCE RESEARCH, SHERMAN
OAKS, CA - EIRS, 483S 5/09
YEAR-TO-YEAR COMPARISON OF 483S
FOR DVCS  2004 TO PRESENT

YEAR-TO-YEAR COMPARISON OF 483S
FOR BIOLOGICS  2004 TO PRESENT

YEAR-TO-YEAR COMPARISON OF 483S
FOR DRUGS  2004 TO PRESENT

DANIEL GRABICKI, MICHAEL KLAPAL,
OHM LABS, NORTH BRUNSWICK, NJ -
EIRS, 483S, CO RESP 1/20/09-2/19/09
ERIN MCCAFFERY, DOUGLAS KOVACS,
ACTAVIS TOTOWA, LITTLE FALLS, NJ -
EIRS, 483S, CO RESP 2/10/09-3/31/09
KIMBERLY MARTIN, ELAINE MOEN,
INDIANAPOLIS, IN - EIRS, 483S, CO
RESP 12/18/07 TO 2/15/08
KIMBERLY MARTIN, GERANDO GOMEZ,
INDIANAPOLIS, IN - EIRS, 483S, CO
RESP 1/30/09-2/25/09
BAXTER HEALTHCARE, CHERRY HILL,
NJ - EIRS, 483S, CO RESP 2/17/09-3/10/09

Action Offices Status /
Status Date

11/03/2009

11/04/2009

11/03/2009

11/23/2009

12/08/2009

01/07/2010

01/07/2010

11/03/2009

11/03/2009

11/03/2009

11/03/2009

11/03/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Due Date
FOLEY & LARDNER LLP

Celgene Corporation

WESTERN CHEMICAL INC

ELI LILLY & CO

ZAVIER LEADERSHIP CENTER

ZAVIER LEADERSHIP CENTER

ZAVIER LEADERSHIP CENTER

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/LOS-DO/LACB/

ORA/OE/

ORA/OE/

ORA/OE/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2009-9026

2009-9027

2009-9028

2009-9033

2009-9046

2009-9047

2009-9048

2009-9074

2009-9100

2009-9102

Control #

11/03/2009

11/03/2009

11/03/2009

11/04/2009

11/04/2009

11/04/2009

11/04/2009

11/04/2009

11/05/2009

11/05/2009

Recd Date / Requester

12/03/2009

12/03/2009

12/03/2009

12/04/2009

12/04/2009

12/04/2009

12/04/2009

12/04/2009

12/07/2009

12/07/2009

Subject

DIETARY SUPPLEMENT FACILITIES US
OR FOREIGN - 483S 6/25/09 TO
PRESENT

DIETARY SUPPLEMENT INDUSTRY -
483S 9/1/08 TO 9/1/09

H&A SCIENTIFIC, GREENVILLE, NC -
EIRS, 483S, WARNING LTRS, ETC 1/04 TO
PRESENT
STERIGENICS EAST CORP, ROCKAWAY,
NJ - EIRS, 483S 7/05

LESLIE ARNOLD, CINCINNATI, OH - 483
2/4/08

SASOL CHEMICAL, HOUSTON, TX -
483S, RECALLS 11/06 TO PRESENT

UNITED METRO DISTRIBUTION CO,
INDIANAPOLIS, IN - EIRS  6/18-19/09,
6/22/09, & 6/5/27/09, 483S, CO RESP 6/15/09

MATRIXX INITIATIVES, SCOTTSDALE, AZ
- 483 6/1/09 T0 10/26/09

WASHINGTON HOMEOPATHIC PRODS,
BERKLEY SPRINGS, WV - 483 3/26/09-
4/14/09
LUV N' CARE, MONROE, LA - 483 5/29/09

Action Offices Status /
Status Date

12/10/2009

04/24/2010

11/04/2009

12/07/2009

01/04/2010

11/09/2009

12/01/2009

02/17/2010

03/02/2010

11/05/2009

Closed

Closed

No Record(s)

Closed

Closed

No Record(s)

Partial Denial

Closed

Closed

No Record(s)

Due Date
UNITED NATURAL PRODUCTS ALLIANCE

Young Living Essential Oils

NEUROGESX INC

FOI SERVICES INC

FOREST RESEARCH INSTITUTE

JAMES ALEXANDER CORP

WRTV-6

LEXIS NEXIS

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/P-FO/LOS-DO/LACB/

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

ORA/SE-FO/NOL-DO/NOCB/
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2009-9104

2009-9106

2009-9107

2009-9109

2009-9115

2009-9137

2009-9142

2009-9194

2009-9207

2009-9209

2009-9210

2009-9211

2009-9212

2009-9226

2009-9253

Control #

11/05/2009

11/05/2009

11/05/2009

11/05/2009

11/05/2009

11/06/2009

11/06/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/10/2009

11/12/2009

11/13/2009

Recd Date / Requester

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/08/2009

12/08/2009

12/10/2009

12/10/2009

12/10/2009

12/10/2009

12/10/2009

12/10/2009

12/11/2009

12/14/2009

Subject

EVENFLO CO, MIAMISBURG, OH - 483S
1/5/09-2/2/09

COOLEY DICKENSON HOSPITAL,
NORTHHAMPTON, MA - 483S 7/6-20/09

DR GEORGE BREWER (UNIV OF
MICHIGAN MED SCHOOL), ANN ARBOR,
MI - 483S 5/20/08-6/9/08

DR LARRY M PERICH, PERICH EYE CTR,
NEW PORT RICHEY, FL - 483S 8/25/08-
9/9/08

GENENTECH - RAPTIVA (EFALIZUMAB)
EIRS, 483S, AERS 

APOTHECURE INC - EIRS 5/17/07, 6/12/07,
483 8/6/07-8/13/07

LIST OF BIOLOGICS & MEDICAL DVC
MFG FACILITIES IN US & OUTSIDE US -
483S 10/1-31/09
GLAXOSMITHKLINE, CIDRA, PR -
CONSENT DECREE, EIRS 2/28/02, 2/12-
14/02, 2/20/22/09, ETC; SB PHARMO
PUERTO RICO INC, SMITHKLINE
BEEECHAM PHARMACEUTICALS CO,
CIDRA, PR - 483S 2001, 2009
UNIV OF IOWA, IOWA CITY, IA - EIRS,
483S, CORR, ETC 2/14/08 TO PRESENT

BEN VENUE LABORATORIES INC, OH -
EIRS, 483S, 4/6/09-5/13/09

BEN VENUE LABORATORIES INC, OH -
EIRS, 483S 2/12/08-3/20/08

BEN VENUE LABORATORIES INC, OH -
EIRS, 483S 6/23/08-7/17/08

SANDOZ INC, WILSON, NC - EIRS, 483S
3/08

AMIDE PHARMACEUTICAL INC, BERTEK
PHARMACEUTICALS INC - DIGITEK
(DIGOXIN) 483S, WARNING LTRS

CHESTER PACKAGING, CINCINNATI, OH
- 483S 2009

Action Offices Status /
Status Date

01/04/2010

11/16/2009

11/17/2009

12/10/2009

01/19/2010

12/09/2009

11/12/2009

04/20/2010

11/23/2009

01/04/2010

01/04/2010

01/04/2010

11/23/2009

02/01/2010

01/04/2010

Closed

Closed

Closed

Closed

Duplicate Request

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

AUDET & PARTNERS, LLP

CHAMBLEE & RYAN

FDA NEWS

3M CENTER

ELEOS INC

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

BLIZZARD MCCARTHY & NABERS LLP

GOJO INDUSTRIES INC

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

CDER/ORP/DIDP/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/ORM/

ORA/SE-FO/SJN-DO/SJCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CIN-DO/CCB/
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2009-9254

2009-9259

2009-9261

2009-9321

2009-9333

2009-9334

2009-9335

2009-9337

2009-9339

2009-9340

2009-9341

2009-9342

2009-9343

2009-9344

Control #

11/13/2009

11/13/2009

11/13/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

Recd Date / Requester

12/14/2009

12/14/2009

12/14/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

Subject

BELCHER PHARMACEUTICALS INC,
LARGO, FL - 483S 1/04 TO PRESENT

LUV N' CARE, MONROE, LA - 483S, RSP
LTRS, CORR 5/29/09

IMMUCOR INC - EIRS, 483S 2008 TO
PRESENT

GENZYME, ALLSTON, MA - LUMIZYME
(ALGLUCOSIDASE ALFA) BLA 483

GENZYME CORP, ALLSTON
MANUFACTURING PLANT -  483

GENZYME CORP, ALLSTON, MA -  483
11/13/09

GLOBAL MED TECHNOLOGIES,
LAKEWOOD, ELDORADO HILLS, CA;
PEOPLEMED, ELDORADO HILLS, CA;
EDONOR, PHOENIX, AZ, ETC - 483S 1/02
TO PRESENT

OKAMI INC, DENVER, CO - EIRS, 483S,
WARNING LTRS, ETC 7/20-23/04, 7/26-
28/05, 7/6-10/09
ARROW CHEMICAL PRODUCTS INC,
DETROIT, MI - 483S 10/1-31/09

UNIT DRUG CO LLC, LITTLETON, CO; DO
WEAVER & CO, AURORA, CO - 483S
10/1-31/09

BABY YOUR BOTTOM, DALLAS, TX; PDS
MANUFACTURING INC, SOUTHLAKE, TX;
MUELLER WATER CONDITIONING INC,
HOUSTON, TX -  483S 10/1-31/09
PRECISION HERBS LLC, KILLBUCK, OH;
FRANTZ MEDICAL DEVELOPMENT LTD,
MENTOR, OH - 483S 10/1-31/09
SAGE PRODUCTS INC, CARY, IL;
NANOPHASE TECHNOLOGIES CORP,
BURR RIDGE, IL & ROMEOVILLE,  IL -
483S 10/1-31/09
MERCK & CO, ELKTON, MD; CAPRICORN
PHARMA INC, FREDERICK, MD; CADISTA
PHARMACEJUTICALS INC, SALISBURY,
MD - 483S 10/1-31/09

Action Offices Status /
Status Date

12/17/2009

11/13/2009

12/01/2009

12/02/2009

12/02/2009

12/02/2009

12/08/2009

12/03/2009

11/24/2009

11/19/2009

02/01/2010

01/04/2010

06/21/2010

03/30/2010

Closed

No Record(s)

Partial Denial

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
Center for Regulatory Services, Inc.

WASHINGTON INFORMATION SOURCE

MCCANN, JOE 

JEFFERIES & CO

YOO, STEVE 

TOCHIHARA, RYAN 

GOODWIN PROCTER LLP

ERIC F GREENBERG PC

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NWE-DO/NWECB/

CBER/OCTMA/DDOM/ALFB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/DEN-DO/COMP/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/BLT-DO/CB/
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2009-9345

2009-9346

2009-9347

2009-9348

2009-9349

2009-9350

2009-9355

2009-9356

2009-9357

2009-9358

2009-9360

2009-9368

2009-9383

Control #

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/17/2009

11/18/2009

Recd Date / Requester

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/17/2009

Subject

ALARM ELECTRONICS MFG CO INC,
TAYLORSVILLE, NC - 483S 10/1-31/09

OMEGA TECH LABS LLC, BOISE, IA;
CARDIAC SCIENCE CORP, BOTHELL, WA
- 483S 10/1-31/09
INTEGRA NEUROSCIENCES PR INC,
ANASCO, PR - 483S 10/1-31/09

APPLIED OZONE SYS, AUBURN, CA -
483S 10/1-31/09

MEDLMMUNE LLC, PHILADELPHIA, PA; J
& J PHARMACEUTICAL RESEARCH &
DEVELOPMENT LLC, HORSHAM, PA -
483S 10/1-31/09
TISHCON CORP, WESTBURY NY; SAN-
MAR LABORATORIES INC, ELMSFORD,
NY; JR RAND CORP, DEER PARK, NY,
ETC - 483S 10/1-31/09
STERIS CORP, MONTGOMERY, AL -
483S 10/1-31/09

EXCELLIUM PHARMACEUTICALS INC,
FAIRFIELD, NJ; ACTAVIS ELIZABETH
LLC, ELIZABETH, NJ; H&P INDUSTRIES,
LAWRENCEVILLE, NJ, ETC - 483S 10/1-
31/09
ORACEUTICAL LLC, LEE, MA; RADIUS
MEDICAL TECHNOLOGIES INC, ACTON,
MA - 483S 10/1-31/09
CRS MEDICALS DIAGNOSTICS INC, NEW
BERLIN, WI - 483S 10/1-31/09

OLD 97 CO, TAMPA, FL; LINVATEC
CORP, LARGO, FL; INVIVIO CORP,
ORLANDO, FL, ETC - 483S 10/1-31/09
SHAMROCK MEDICAL SOLUTIONS
GROUP, EAST TAUNTON, MA - EIRS,
483S, WARNING LTRS, ETC (MOST
RECENT)
VSIONARY MEDICAL SUPPLIES INC,
MADISON, WI; JOHNSON CREEK
ENTERPRISES LLC, JOHNSON CREEK,
WI; EPIEN MEDICAL INC, ST PAUL, MN,
ETC - 483S 9/1-30/09

Action Offices Status /
Status Date

12/09/2009

12/15/2009

05/05/2010

12/08/2009

12/30/2009

12/15/2009

06/25/2010

12/16/2009

12/16/2009

01/14/2010

12/22/2009

12/28/2009

12/10/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

MEDPHARMA PARTNERS LLC

FDA NEWS

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/OCI/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/MIN-DO/MCB/
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2009-9384

2009-9385

2009-9386

2009-9387

2009-9388

2009-9389

2009-9390

2009-9391

2009-9393

2009-9394

2009-9395

Control #

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

Recd Date / Requester

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

Subject

SEPRACOR INC, MARBOROUGH, MA;
LONZA BIOLOGICS, INC, PORTSMOUTH,
MA; AMERICAN DISTILLING &
MANUFACTURING CO INC, EAST
HAMPTON, MA, ETC - 483S 9/1-30/09
SCHERING CORP, KENILWORTH, NJ;
COREPHARMA LLC, MIDDLESEX, NJ;
TRI-MED LABORATORIES INC,
SOMERSET, NJ, ETC - 483S 9/1-30/09
PHARMEDIUM SERVICES LLC, MEMPHIS,
TN; PHARMA PAC LLC, DE KALB, MS;
CHATTEM INC, CHATTANOOGA, TN, ETC
- 483S 9/1-30/09
NEW YORK BLOOD CENTER INC,
WESTBURY, NY; APP PHARMACEUTICAL
LLC, GRAND ISLAND, NY; ABBE
LABORATORIES INC, FARMINGDALE, NY,
ETC - 483S 9/1-30/09
FRAGRANCE MANUFACTURING INC,
ALLENTOWN, PA; SIGMAPHARM
LABORATORIES LLC, BEN SALEM, PA;
POWER MEDICAL INTERVENTIONS INC,
LANGHOME, PA, ETC - 483S 9/1-30/09
AMGEN MANUFACTURING LIMITED,
JUNCOS, PR; PUERTO RICO BEVERAGE
INC, MAUNABO, PR - 483S 9/1-30/09
MECTA CORP, TUALATIN, OR; ASEPTICO
INC, WOODINVILLE, WA; ENDOGASTRIC
SOLUTIONS INC, REDMOND, WA - 483S
9/1-30/09
GENESIS PHARMACEUTICALS INC,
HENDERSON, NV; ASI MARKETING, LAS
VEGAS, NV; GENENTECH INC,
SUNNYVALE, CA, ETC - 483S 9/1-30/09
SIGMA-ALDRICH MFG LLC, ST LOUIS,
MO; CONTINENTAL MFG CHEMIST INC,
MADRID, IA; CHEM-TECH LTD,
PLEASANTVILLE, IA, ETC - 483S 9/1-
30/09
ROBAINA R MANUFACTURING INC,
MIAMI, FL; WATSON LABORATORIES
INC, FT LAUDERDALE, FL; BIOESOURCE
TECHNOLOGY INC, MIRAMAR, FL, ETC -
483S 9/1-30/09
ROCKWELL MEDICAL TECHNOLOGIES
INC, WIXOM, MI; PIONEER SURGICAL
TECHNOLOGIES, MARQUETTE, MI; KING
SYSTEMS CORP, NOBLESVILLE, IN, ETC
- 483S 9/1-30/09

Action Offices Status /
Status Date

01/15/2010

12/16/2009

12/02/2009

12/15/2009

12/30/2009

05/05/2010

12/18/2009

12/16/2009

11/30/2009

12/12/2009

12/02/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/
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2009-9396

2009-9397

2009-9398

2009-9399

2009-9400

2009-9415

2009-9416

2009-9466

2009-9467

2009-9472

2009-9473

2009-9481

2009-9515

Control #

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/18/2009

11/19/2009

11/19/2009

11/20/2009

11/20/2009

11/20/2009

11/20/2009

11/20/2009

11/23/2009

Recd Date / Requester

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/17/2009

12/18/2009

12/18/2009

12/21/2009

12/21/2009

12/21/2009

12/21/2009

12/21/2009

12/22/2009

Subject

CHINOOK MEDICAL GEAR INC,
DURANGO, CO; VICON MOTION
SYSTEMS INC, CENTENNIAL, CO;
ROBINSON MEDSURG LLC, LONE TREE,
CO - 483S 9/1-30/09
HAMMIL MANUFACTURING COMPANY,
MAUMEE, OH; BARTON-CAREY
MEDICAL PRODUCTS INC, MAUMEE, OH;
M & S ACQUISITION CO LLC, MENTOR,
OH, ETC - 483S 9/1-30/09
VVF ILLINOIS SERVICES LLC,
MONTGOMERY, IL; HNC PRODUCTS INC,
CLINTON, IL; TAKEDA GLOBAL
RESEARCH & DEVELOPMENT,
DEERFIELD, IL, ETC - 483S 9/1-30/09
TISHCON CORP, SALISBURY, MD;
HUMAN GENOME SCIENCES INC,
ROCKVILLE, MD; MERCK & COMPANY
INC, ELKTON, MD, ETC - 483S 9/1-30/09
NOVO NORDISK PHARMACEUTICAL INC,
CLAYTON, GA; PFEIFFER
PHARMACEUTICAL INC, ATLANTA, GA;
PERFECTO PRODUCTS MFG INC,
ATLANTA GA, ETC - 483S 9/1-30/09
CARDINAL HEALTH, EAST
RUTHERFORD, NJ; FOUNDATION CARE
PHARMACY, ST LOUIS, MO; AMGEN,
JUNCOS, PR; ETC - EIRS, 483S 1/9-15/08,
10/08 TO 12/08
HOFFMAN-LAROCHE, NUTLEY, NJ;
LUITPOLD PHARMS, SHIRLEY, NY; PRO
CHEMICALS, GEEN BAY, WI, ETC - EIRS,
483S 4/15/08-5/22/08, 11/25/08-12/16/08,
3/31/09-4/8/09, ETC
AUXILIUM PHARMACEUTICALS,
MALVERN, PA - 483S LAST 12 MONTHS

GENZYME CORP, CAMBRIDGE, MA -
483S PAST 12 MONTHS

2009-7617, 2009-7890, 2009-7908, ETC -
EIRS, 483S, CO RESP

SENORX, IRVINE, CA - EIRS, 483S 9/09

SANOFI PASTEUR, SWIFTWATER, PA -
EIRS, 483S, CO RESP ETC 1/05-06/05

IMPAX LABS, HAYWORD, CA - EIRS,
483S CO RESP 9/20/09 TO 10/15/09

Action Offices Status /
Status Date

11/19/2009

01/19/2010

06/15/2010

05/04/2010

01/26/2010

11/19/2009

11/19/2009

11/20/2009

12/21/2009

11/24/2009

04/12/2010

01/11/2010

11/23/2009

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed (Fee-related)

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

COLLINS STEWART LLC

COLLINS STEWART LLC

WASHINGTON INFORMATION SOURCE

FOI SERVICES INC

FOI SERVICES INC

THOMSON REUTERS

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/CHI-DO/CCB/

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

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/PHI-DO/PCB/

OM/OSS/OPILS/DFI/
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2009-9516

2009-9517

2009-9518

2009-9519

2009-9520

2009-9524

2009-9529

2009-9530

2009-9531

2009-9532

2009-9533

2009-9534

2009-9535

2009-9536

2009-9537

2009-9538

2009-9539

Control #

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

Recd Date / Requester

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

Subject

BAY HEALTH CARE, SHAWNEE, KS -
EIRS, 483S, CO RESP 5/19/09 TO 6/19/09

ANTHONY DALLAS  MD (FAMILY HEALTH
CARE OF HENDERSONVILLE),
HENDERSONVILLE, TN - EIRS, 483S, CO
RESP 3/16/09 TO 4/8/09
BEN VENUE LABS - EIRS, 483S, CO
RESP - 7/09

ARNOLD TUBER INDUSTRIES LLC,
HAMBURG, NY - EIRS, 483S, CO RESP
7/27-31/09
NOSTRUM LABS, KANSAS CITY, MO -
EIRS, 483S, CO RESP 2/15/08 TO 3/11/08

FEI 10013003 - EIRS, 483S, CO RESP
2001

MIDWEST TRANSPLANT NETWORK,
WESTWOOD, KS - 483, EIR

COMMUNITY BLOOD CTR OF GREATER
KANSAS CITY, KANSAS CITY, MO - 483,
EIR 2006 T0 2008
GIFT OF HOPE , ELMHURST, IL - 483, EIR
2006 TO 2008 

RTI BIOLOGICS INC, ALACHUA, FL - EIR,
483 2006 TO 2008 

LABS INC, CENTENNIAL, CO - EIR, 483
2006 TO 2008 

IOWA LIONS EYE BANK, IOWA CITY, IA -
EIR, 483 2006 TO 2008 

INDIANA LIONS EYE & TISSUE
TRANSPLANT BANK, INDIANAPOLIS, IN -
EIR, 483 2006 T0 2008 
THE NORTH CAROLINA EYE BANK,
WINSTON SALEM, NC - EIR, 483 2006 TO
2008 
LIONS EYE BANK OF OREGON,
PORTLAND, OR - EIR, 483 2006 TO 2008 

SIGHTLIFE, SEATTLE, WA - EIR, 483
2006 TO 2008 

MID AMERICA TRANSPLANT SERVICES,
ST LOUIS, MO - EIR, 483 2006 TO 2008 

Action Offices Status /
Status Date

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/23/2009

11/30/2009

11/25/2009

11/24/2009

06/21/2010

12/22/2009

12/03/2009

11/30/2009

12/01/2009

11/27/2009

04/06/2010

04/06/2010

11/30/2009

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

SOUTH BEND CLINIC LLP

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

HEARTLAND LIONS EYE BANKS

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SEA-DO/SCB/

ORA/SW-FO/KAN-DO/COMP/
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2009-9590

2009-9607

2009-9628

2009-9630

2009-9631

2009-9633

2009-9634

2009-9636

2009-9637

2009-9643

2009-9722

2009-9723

2009-9725

2009-9733

2009-9749

2009-9750

2009-9751

Control #

11/27/2009

11/30/2009

12/01/2009

12/01/2009

12/01/2009

12/01/2009

12/01/2009

12/01/2009

12/01/2009

12/01/2009

12/03/2009

12/03/2009

12/03/2009

12/04/2009

12/07/2009

12/07/2009

12/07/2009

Recd Date / Requester

12/28/2009

12/29/2009

12/30/2009

12/30/2009

12/30/2009

12/30/2009

12/30/2009

12/30/2009

12/30/2009

12/30/2009

01/04/2010

01/04/2010

01/04/2010

01/05/2010

01/06/2010

01/06/2010

01/06/2010

Subject

DR ADAM LERNER (BOSTON MED CTR,
CTR FOR CANCER & BLOOD
DISORDERS), BOSTON, MA - EIRS, 483S,
CORR 5/4/09
IMPERIAL SUGAR CO, PORT
WENTWORTH, GA - EIRS, 483,
CMPLNTS, ETC 1/90 TO 12/08
CHERI HILL INVESTIGATOR SITE,
STANWOOD, MI - EIRS, 483 8/24-26/09

DSM, NC - EIRS, 483S 8/24/09-9/2/09

HOSPIRA, MCPHERSON, KS - EIRS, 483
8/09

AMYLIN, SAN DIEGO, CA - EIRS, 483S
9/21-25/09

SUSAN BATES MD, NATIONAL CANCER
INSTITUTE, BETHESDA, MA - EIR, 483
4/27/09-5/18/09
MEDICAL COLLEGE OF GEORGIA,
AUGUSTA, GA - EIRS, 483S 9/14-19/09

SOUTHEAST RETINA CTR, AUGUSTA, GA
- EIRS, 483S 9/14-19/09

GENZYME, ALLSTON, MA - 483,
WARNING LTR, RECS 11/09

SUREFIL LLC, GRAND RAPIDS, MI -
483S, CO RESP LAST 2

MEDTRONIC - PACEMAKERS/LEADS
EIRS, 483S, CORR, ETC 6/8/09-8/6/09

GENZYME CORP - 483 WARNING LTR
11/09

LUITPOLD PHARMS, SHIRLEY, NY -
EIRS, 483S CO RESP 10/20/09-11/05/09

SHIRE BIOLOGICS, SANTE FOY, CANADA
- 483S 11/08 TO 11/09

SCHERING CORP, KENILWORTH, NJ -
483S 11/08 TO 11/09

SMITHKLINE BEECHMAN BIOLOGICALS,
BELGIUM - 483S 11/08 TO 2009

Action Offices Status /
Status Date

01/15/2010

03/05/2010

12/29/2009

02/09/2010

12/22/2009

04/22/2010

03/30/2010

12/04/2009

12/04/2009

12/21/2009

12/21/2009

06/11/2010

12/17/2009

01/11/2010

12/11/2009

01/04/2010

12/10/2009

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

No Record(s)

No Record(s)

Closed

Closed

Closed

Withdrawn Closed w/o Charges

Closed

Withdrawn w/Charges

Closed

Closed

Due Date
GLOUCESTER PHARMACEUTICALS

O'NEAL BROWN & CLARK LAW OFCS

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

ELI LILLY & CO

GLOUCESTER PHARMACEUTICALS

ELI LILLY & CO

ELI LILLY & CO

JACOB, NAVIN 

VI JON LABORATORIES INC

RIFF STEVENSON LAW FIRM LLP

DAIN RAUSCHER WESSELS

FOI SERVICES INC

BIOQUALITY

BIOQUALITY

BIOQUALITY

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

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

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/DET-DO/DCB/

CDRH/OMO/DEMO/FOIB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/NJ-DO/NJCB/

CBER/OCTMA/DDOM/ALFB/
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2009-9752

2009-9757

2009-9758

2009-9759

2009-9760

2009-9761

2009-9767

2009-9768

2009-9769

2009-9770

2009-9771

2009-9779

2009-9789

2009-9790

2009-9792

2009-9793

2009-9794

2009-9795

Control #

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

12/07/2009

Recd Date / Requester

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

Subject

SERAGEN INC, HOPKINGTON, MA - 483S
11/08 TO 11/09

TALECRIS BIOTHERAPEUTICS,
CLAYTON, NC - 483S 11/08 TO 11/09

GLAXOSMITHKLINE BIOLOGICALS,
BELGIUM - 483S 11/08 TO 11/09

V I TECHNOLOGIES, MELVILLE, NY -
483S 12/08 TO 12/09

WYETH PHRMS, ANDOVER, MA - 483S
12/08 TO 12/09

SOMERSSET LABORATORIES INC,
RARITAN, NJ - 483S 11/08 TO 11/09

SERONO INC, ROCKLAND, MA - 483
11/08 to 11/09

SWISS SERUM & VACCINE, BERNE,
SWITZERLAND - 483 12/08 TO 12/09

UNITED BIOMEDICAL INC, HAUPPAUGE,
NY - 483 11/08 TO 11/09

WAKO CHEMICALS USA INC,
RICHMOND, VA - 483 12/08 TO 12/09

WYETH PHARMACEUTICALS INC, PEARL
RIVER, NY - 483 12/08 TO 12/09

JOHNSON & JOHNSON - 483S 1/07 TO
12/09

SANOFI SYNTHELABO, MALVERN, PA -
483 11/08 TO 11/09

UNITED BIOMEDICAL, HAUPPAUGE, NY -
483 12/08 TO 12/09

ZYMO GENETICS INC, SEATTLE, WA -
483 12/08 TO 12/09

WYETH LABS, MARIETTA, PA - 483 12/08
TO 12/09

TITAN PHARMS, SAN FRANCISCO, CA -
483 12/08 TO 12/09 

UNIVERSAL REAGENTS, INDIANAPOLIS,
IN - 483 12/08 TO 12/09 

Action Offices Status /
Status Date

12/21/2009

12/11/2009

12/14/2009

12/15/2009

12/21/2009

01/04/2010

12/21/2009

12/11/2009

12/15/2009

03/30/2010

12/31/2009

12/07/2009

12/08/2009

12/15/2009

12/31/2009

12/08/2009

12/08/2009

12/17/2009

No Record(s)

Closed

Closed

No Record(s)

No Record(s)

No Record(s)

No Record(s)

Withdrawn w/Charges

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

No Record(s)

Due Date
BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

SAC CAPITAL ADVISORS LP

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/ATL-DO/ACB/

CBER/OCTMA/DDOM/ALFB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

CBER/OCTMA/DDOM/ALFB/

ORA/NE-FO/NYK-DO/NYDCB/

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

ORA/NE-FO/NYK-DO/NYDCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/DET-DO/DCB/
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2009-9826

2009-9827

2009-9828

2009-9829

2009-9830

2009-9831

2009-9832

2009-9833

2009-9834

2009-9835

2009-9853

2009-9881

2009-9883

2009-9884

2009-9885

2009-9886

Control #

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/09/2009

12/10/2009

12/10/2009

12/10/2009

12/10/2009

Recd Date / Requester

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/07/2010

01/08/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

Subject

RESEARCH FOUNDATION FOR
MICROBIAL DISEASE, OSKAKA, JAPAN -
483 11/08 TO 12/09  
IPSEN BIOPHARM LTD, WREXHAM, UK -
483 12/08 TO 12/09 

SANOFI PASTEUR, LYON, FRANCE - 483
12/08 TO 12/09 

SANOFI DIAGNOSTICS, CEDEX, FRANCE
- 483 11/08 TO 11/09 

SPEYWOOD BIOPHARM LTD, CLWYD, UK
- 483 11/08 TO 11/09 

STATENS SERUM INSTITUTE,
COPENHAGEN, DENMARK - 483 11/08 TO
12/09
STATENS SERUM INSTITUTE,
COPENHAGEN, DENMARK - 483 12/08 TO
12/09 
WELLCOME FOUNDATION, BECKENHAM
KENT, UK - 483 12/08 TO 12/09 

WELLCOME FOUNDATION LTD
RESEARCH LABS, BECKENHAM KENT,
UK - 483 12/08 TO 12/09 
TAKEDA CHEMICAL INDUSTRIES, HIKARI
CITY, JAPAN - 483 12/08 TO 12/09 

SEROLOGICALS LTD, LIVINGSTON, UK -
483 11/08 TO 11/09

INSPECTIONS TO BE CONDUCTED
UNDER THE DIETARY SUPPLEMENT
CURRENT GOOD MFG PRACTICE
REGULATIONS; DIETARY SUPPLEMENT
FIRMS - EIRS, 483S 7/09 TO PRESENT
PHILIPS MEDICAL SYSTEMS, SEATTLE,
WA - EIRS, 483S 8/15/06-9/14/06

PHILIPS MEDICAL SYSTEMS, BOTHELL,
WA - EIRS, 483S 6/16-24/03

CARDIAC SCIENCE INC, MINNEAPOLIS,
MN - EIRS, 483S 1/13-28/04

CARDIAC SCIENCE INC, DEERFIELD, WI
- EIRS, 483S 4/11-26/09

Action Offices Status /
Status Date

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

12/08/2009

01/25/2010

01/08/2010

05/04/2010

05/04/2010

01/14/2010

01/14/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

BIOQUALITY

NATURAL PRODUCTS ASSOCIATION

MEDTRONIC

MEDTRONIC

MEDTRONIC

MEDTRONIC

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

CBER/OCTMA/DDOM/ALFB/

CFSAN/OCD/EOS/

OM/OSS/OPILS/DFI/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/MIN-DO/MCB/
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2009-9887

2009-9898

2009-9919

2009-9920

2009-9921

2009-9922

2009-9923

2009-9924

2009-9925

2009-9926

2009-9927

2009-9933

2009-9939

2009-9974

2009-9975

2009-9976

Control #

12/10/2009

12/10/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/14/2009

12/14/2009

12/14/2009

Recd Date / Requester

01/11/2010

01/11/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/12/2010

01/14/2010

01/13/2010

01/13/2010

01/13/2010

Subject

ZOLL MEDICAL CORP, BURLINGTON, MA
- EIRS, 483S 9/15/97-10/7/97

PHARMACEUTICAL, BIOLOGICS,
MEDICAL DVCS MFG FACILITIES - 483S
11/1-30/09
ZUTRON MEDICAL, KANSAS CITY, MO -
EIRS, 483S, CO RES 4/28/09-5/6/09

HOSPIRA N, CHICAGO, IL - EIRS, 483S,
CO RESP 1/28/08-2/29/08

MERCK, WEST POINT, PA - EIRS, 483S,
CO RESP 4/11-21/08

DRX PHARMACEUTICAL CONSULTANTS,
LAKE FOREST, IL - EIRS, 483S, CO RESP
2/5-20/08
CENTRAL HEALTH (INSTITUTIONAL
REVIEW BOARD), LYNCHBURG, VA -
EIRS, 483S, CO RESP 9/1-14/09
ABBOTT, N CHICAGO, IL - EIRS, 483S,
CO RESP 9/18-30/08

L PERRIGO, ALLEGAN, MI - EIRS, 483S,
CO RESP 9/5-13/07

JOHN DIPERSIO, ST LOUIS, MO - EIRS,
483S CO RESP 5/25/05-6/10/05

CODY LABS, CODY, WY - EIRS, 483S, CO
RESP 4/17-27/07

DIAGNOSTIC DEVICES INC, DORAL, FL;
DIAGNOSTIC DEVICES INC, CHARLOTTE,
NC - EIRS, 483S, 482S, ETC 

IMMUCOR INC - EIRS, 483S, MEMOS,
ETC 1/1/06-12/8/09

JUSTUS FIECHTNER (GOOD CLNCL
PRACTICE-MICHIGAN CORP), EAST
LANSING, MI - 483, EIRS, CORR, ETC
9/00 TO PRESENT 
W SPRUELL, DECATUR, GA - 483, EIRS,
CORR, ETC 1/93 TO PRESENT 

GINO DIVITTORIO (COASTAL CLNCL
RES), MOBILE, AL - 483, EIRS, CORR,
ETC 2/01 TO PRESENT 

Action Offices Status /
Status Date

12/21/2009

12/16/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/11/2009

12/24/2009

02/25/2010

12/15/2009

12/15/2009

12/15/2009

No Record(s)

Closed

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed

Closed

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Due Date
MEDTRONIC

FDA NEWS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

NEWS & OBSERVER

KAPLAN FOX & KILSHEIMER LLP

Celgene Corporation

Celgene Corporation

Celgene Corporation

ORA/NE-FO/NWE-DO/NWECB/

ORA/ORM/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2009-9977

2009-9978

2009-9979

2009-9980

2009-9981

2009-9982

2009-9983

2009-9984

2009-9985

2009-9990

2009-9991

2009-10000

2009-10001

2009-10018

2009-10046

Control #

12/14/2009

12/14/2009

12/14/2009

12/14/2009

12/14/2009

12/14/2009

12/14/2009

12/14/2009

12/14/2009

12/15/2009

12/15/2009

12/15/2009

12/15/2009

12/16/2009

12/16/2009

Recd Date / Requester

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/14/2010

01/14/2010

01/14/2010

01/28/2010

01/15/2010

01/15/2010

Subject

ANTHONY HOU, UPLAND, CA - 483,
EIRS, CORR, ETC 11/08 TO PRESENT 

JOEL BLOCK (RUSH PRESBY ST LUKES
MED CTR), CHICAGO, IL - 483, EIRS,
CORR, ETC 8/01 TO PRESENT  
ROBERT HOLMES (FORSYTH MED
SPEC), WINSTON SALEM, NC - 483, EIR,
CORR, ETC 9/05 TO PRESENT 
JOHN GRESH ( RENSTAR MED RES),
OCALA, FL - 483, EIR, CORR, ETC 7/07
TO PRESENT 
WILLIAM ABRAMOVITS (TEXAS DERM
ASSOC), DALLAS, TX - 483, EIRS, CORR,
ETC 5/09 TO PRESENT 
ERIC RUDERMAN (RUSH
PRESBYTERIAN ST LUKES MEDICAL
CTR) CHICAGO, IL - 483, EIR, CORR, ETC
12/98 TO PRESENT  
HARRIS McILWAIN (TAMPA MED
GROUP), TAMPA, FL - 483, EIR, CORR,
ETC 4/87 TO PRESENT 
STEVEN BOWMAN (TAMPA BAY MED
RES INC), CLEARWATER, FL - 483, EIR,
CORR, ETC 6/95 TO PRESENT 
ALLAN GOLDMAN (RHEUMATIC DISEASE
CTR), MILWAUKEE, WI - 483, EIR, CORR,
ETC 11/80 TO PRESENT 
ANTIGEN LABS, LIBERTY, MO - 483S
LAST TWO YRS

NELCO LABORATORIES INC, DEER
PARK, NY - 483S LAST TWO YRS

NAVILYST MEDICAL INC,
MARLBOROUGH, MA - EIRS, 483S,
WARNING LTRS
DENDREON CORP - EIRS, 483S 2/12-
16/07 TO PRESENT

WYETH, MARIETTA, PA - TEAM BIO
EIRS, 483S, CO RESP 3/09 TO PRESENT

ROBERT BAUGHMAN (UNIV CINCINNATI
SCHOOL MED) CINCINNATI, OH - 483,
EIR, CORR, ETC 10/94 TO 10/09 

Action Offices Status /
Status Date

12/15/2009

12/15/2009

12/15/2009

12/15/2009

12/15/2009

12/15/2009

12/15/2009

12/16/2009

12/15/2009

12/18/2009

12/31/2009

01/06/2010

05/28/2010

12/21/2009

01/19/2010

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed

No Record(s)

Closed

Closed

No Record(s)

Closed

Due Date
Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

GREER LABORATORIES INC

GREER LABORATORIES INC

BAXTER HEALTHCARE

MCCANN, JOE 

FOI SERVICES INC

Celgene Corporation

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/NJ-DO/NJCB/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/PHI-DO/PCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CIN-DO/CCB/
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2009-10048

2009-10051

2009-10052

2009-10053

2009-10054

2009-10055

2009-10058

2009-10073

2009-10100

2009-10109

2009-10110

2009-10111

2009-10112

2009-10113

2009-10114

2009-10115

Control #

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/16/2009

12/17/2009

12/18/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

Recd Date / Requester

01/15/2010

01/15/2010

01/15/2010

01/15/2010

01/15/2010

01/15/2010

01/15/2010

01/19/2010

01/20/2010

01/22/2010

01/22/2010

01/22/2010

01/22/2010

01/22/2010

01/22/2010

01/22/2010

Subject

DIETARY SUPPLEMENT FACILITIES -
GMP 483S, CORR 7/08 TO PRESENT

INSTITUTO GRIFOLS, BARCELONA,
SPAIN - 483, EIR 4/27/09-5/7/09 

MEDTRONIC, MINEAPOLIS, MN - 483,
EIR 6/8/09-8/6/09 

LONZA WALKERSVILLE, WALKERSVILLE,
MD - 483, EIR 10/6-10/08

ITTRIUM LABS, CHICAGO, IL - 483, EIR
10/27/08-12/31/08

TENEO IRB, TULSA, OK - 483, EIR 3/12-
18/09

GLOBAL PHARMS, HAYWOOD, CA -
EIRS, 483, 482 11/07 TO PRESENT 

IRISYS INC, SAN DIEGO, CA - EIRS,
483S, 482, ETC 1/07 TO PRESENT

BROOKSTONE PHARMACEUTICALS LLC
- EIRS, 483S, WARNING LTRS ETC

MEDTRONIC PUERTO RICO
OPERATIONS CO, MINNEAPOLIS, MN -
EIRS, 483S, CO RESP 11/12/08-12/15/08
ICON CLINICAL RESEARCH (CONTRACT
MONITORING ORGANIZATION CRO),
NORTH WALES, PA - EIRS, 483S, CO
RESP 5/26/08-6/12/09
HUAIYIN MEDICAL INSTRUMENTS CO,
HUAIAN, CHINA -  EIRS, 483S, CO RESP
3/30/09-4/2/09
BIORELIANCE CORP, ROCKVILLE, MD -
EIRS, 483S, CO RESP 9/08

CARDINAL HEALTH, BELTSVILLE, MD -
EIRS, 483S, CO RESP 1/9-15/09

ADVANCED MEDICAL OPTICS UPPSALA
AB, UPPSALA, SWEDEN - EIRS, 483S,
CO RESP 3/16-19/09
BAXTER ONCOLOGY, WESTFALEN,
GERMANY - EIRS, 483S, CO RESP 6/8-
18/09

Action Offices Status /
Status Date

12/16/2009

02/26/2010

12/18/2009

03/30/2010

06/11/2010

01/06/2010

12/16/2009

12/23/2009

12/18/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

Closed

Closed

Partial Denial

Closed

Closed

Partial Denial

Closed (Fee-related)

No Record(s)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Due Date
FOI SERVICES INC

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

FULBRIGHT & JAWORSKI LLP

FULBRIGHT & JAWORSKI LLP

FULBRIGHT & JAWORSKI LLP

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

OM/OSS/OPILS/DFI/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/MIN-DO/MCB/

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

ORA/CE-FO/CHI-DO/CCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2009-10116

2009-10117

2009-10118

2009-10119

2009-10120

2009-10135

2009-10178

2009-10194

2009-10200

2009-10202

2009-10203

2009-10204

2009-10205

2009-10206

2009-10207

2009-10208

Control #

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/24/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

Recd Date / Requester

01/22/2010

01/22/2010

01/22/2010

01/22/2010

01/22/2010

01/22/2010

01/26/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

Subject

BAXTER HEALTHCARE CORP,
DEERFIELD, IL; LOS ANGELES, VAN
NUYS, WESTLAKE VILLAGE CA - EIRS,
483S, CO RESP 4/2-22/09
DRX PHARMACEUTICAL CONSULTANTS,
LAKE FOREST, IL - EIRS, 483S, CO RESP
 2/5-20/08
ZACH SYSTEM SA, ARVILLE, FRANCE -
EIRS, 483S, CO RESP 6/8-11/09

ZXTTRIUM LABS, CHICAGO, IL - EIRS,
483S, CO RESP 10/27/08-12/31/08

SORIN BIOMEDICA CRM, SALUGGIA,
ITALY - EIRS, 483S, CO RESP 6/29/09-
7/2/09
SCIENTIFIC PROTEIN LABORATORIES
LLC, WAUNAKEE, WI - EIR, 483 11/30/09-
12/1-4,7,8,15/09
STERIS ISOMEDIX SERVICES,
LIBERTYVILLE, IL - 483, WARNING LTR,
CONSENT DECREE, ETC 
AMGEN, JUNCOS, PR; THOUSAND OAKS,
CA - EIRS, 483S 3/25/03, 1/22/03, 6/11/01,
1/22/03, 122/01

CORIUM MANUFACTURING GROUP,
GRAND RAPIDS, MI - EIRS, 483S, CO
RESP
PURE ENCAPSULATIONS, SUDBURY, MA
- EIRS, 483S 9/22/09

NBTY INC, BOHEMIA, NY - EIRS, 483S
11/25/08

NATURES VALUE INC, CORAM, NY -
EIRS, 483S 8/24/09

BEAUTY SUPPLY INTERNATIONAL INC,
BROOKLYN, NY - EIRS, 483S 4/28/09

KUEHNE & NAGEL, BLASDELL, NY -
EIRS, 483S 5/1/09

FRAGRANCE MANUFACTURING INC/FMI,
ALLENTOWN, PA - EIRS, 483S 9/21/09

UNITED NUTRITION LABS INC,
REEDSVILLE, PA - EIRS, 483S 8/13/09

Action Offices Status /
Status Date

12/22/2009

12/22/2009

12/22/2009

12/22/2009

12/22/2009

03/11/2010

05/21/2010

01/20/2010

12/28/2009

02/24/2010

12/31/2009

12/31/2009

12/31/2009

12/31/2009

01/26/2010

01/28/2010

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Partial Denial

No Record(s)

Withdrawn Closed w/o Charges

Closed (Fee-related)

Closed

Duplicate Request

Duplicate Request

Duplicate Request

Duplicate Request

Closed

Closed

Due Date
THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

DIGESTIVE CARE INC

VOLCANO  CORP 

TENG, ALICE 

COBALT PHARMACEUTICALS INC

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/SJN-DO/SJCB/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/PHI-DO/PCB/
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2009-10209

2009-10210

2009-10211

2009-10212

2009-10213

2009-10214

2009-10216

2009-10219

2009-10221

2009-10222

2009-10224

2009-10225

2009-10226

2009-10227

Control #

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

Recd Date / Requester

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

Subject

CRS  MEDICAL DIAGNOSTICS INC, NEW
BERLIN, WI; CONVENTIS INC, ST PAUL,
MN - 483S 11/1-30/09
MILK SPECIALTIES GLOBAL FOOD
SOLUTIONS, WAUTOMA, WI - EIRS,
483S, 9/22/09
MERCK & CO INC, ELKTON, MD;
CAPRICORN PHARMA, FREDERICK MD;
CADISTA PHARMACEUTICALS INC,
SALISBURY, MD - 483S 11/1-30/09
ALARM ELECTRONICS MFG CO INC,
TAYLORSVILLE, NC - 483S 11/1-30/09

WASHINGTON UNIV SCHOOL OF
MEDICINE, ST LOUIS, MO - EIRS, 483S
10/14-23/09
SAGE PRODUCTS INC, CARY, IL;
NANOPHASE TECHNOLOGIES CORP,
BURR RIDGE, IL, ROMEOVILLE, IL, ETC -
483S 11/1-30/09
ALLERGY LABORATORIES OF OHIO INC,
COLUMBUS, OH; PRECISION HERBS
LLC, KILLBUCK,  OH; FRANTZ MEDICAL
DEVELOPMENT LTD, MENTOR, OH -
483S 11/1-30/09
UNIT DRUG CO LLC, CENTENNIAL, CO;
DO WEAVER & CO, AURORA, CO - 483S
11/1-30/09
ARROW CHEMICAL PRODUCTS INC,
DETROIT, MI; NEXT MOBILIITY, CANTON,
MI; CYBERNET SYSTEMS CORP, ANN
ARBOR, MI - 483S 11/1-30/09
OLD 97 CO, TAMPA, FL; LINVATEC
CORP, LARGO, FL; INVIVO CORP,
ORLANDO, FL, ETC - 483S 11/1-30/09
BALCHEM CORP, CHANNAHON, IL - EIR,
483 6/10/09

E EXCEL INTERNATIONAL, SANDY, UT -
EIR, 483 9/10/09

AMT LABS INC, NORTH SALT LAKE, UT -
EIR, 483 9/15/09

DAVID FIORENTINO, STANFORD UNIV
DEPT OF DERMATOLOGY, STANFORD,
CA - EIRS, 483S, CO RESP 8/08 TO 12/09

Action Offices Status /
Status Date

01/29/2010

05/10/2010

03/30/2010

01/13/2010

01/20/2010

05/25/2010

01/19/2010

01/12/2010

01/22/2010

01/15/2010

05/20/2010

01/12/2010

01/12/2010

03/09/2010

Closed

Closed

Closed

No Record(s)

Partial Denial

Closed

Closed

Closed

Closed

Duplicate Request

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

COUNCIL FOR RESPONSIBLE NUTRITION

FDA NEWS

FDA NEWS

INFINITY PHARMACEUTICALS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

Celgene Corporation

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/MIN-DO/MCB/

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

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/DEN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/
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2009-10228

2009-10229

2009-10230

2009-10231

2009-10234

2009-10237

2009-10242

2009-10243

2009-10244

2009-10245

2009-10246

2009-10247

2009-10251

Control #

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/28/2009

12/29/2009

12/29/2009

12/29/2009

12/29/2009

12/29/2009

12/29/2009

12/29/2009

Recd Date / Requester

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

Subject

DAVID FIVENSON, HENRY FORD
HOSPITAL, DETROIT, MI - EIRS, 483S CO
RESP 11/99 TO 12/09

GLAXOSMITHKLINE CONSUMER
HEALTHCARE, ST LOUIS, MO - EIR, 483
9/11/09
ALAN KIVITZ, ADULT PED
RHEUMATOLOGY, ALTOONA, PA - EIRS,
483S, CO RESP 10/98 TO12/09

UNILEVER INC, SIKESTON, MO - EIR, 483
6/12/09

SUNNY DELIGHT BEVERAGES CO
(VERYFINE PRODUCTS) - EIR, 483 9/9/09

FIRST BOSTON PHARMA LLC,
GLOUCESTER, MA - EIR, 483 9/4/09

STERIS CORP, MONTGOMERY, AL - EIR,
483 11/1-30/09

LONZA BIOLOGICS INC, HOPKINTON,
MA; ORACEUTICAL LLC, LEE, MA;
THORATEC CORP, BURLINGTON, MA -
EIR, 483 11/1-30/09
VILS PHARMA COATING INC, EDISON,
NJ; ACTAVIS ELIZABETH LLC,
ELIZABETH, NJ; CARDO MEDICAL,
CLIFTON, NJ, ETC -  EIR, 483 11/1-30/09
TISHCON CORP, WESTBURY, NY; SAN-
MAR LABORATORIES INC, ELMSFORD,
NY; JR RAND CORP, DEER PARK, NY,
ETC -  EIR, 483 11/1-30/09
MEDIMMUNE LLC, PHILADELPHIA, PA;
JOHNSON & JOHNSON
PHAMRACEUTICAL RESEARCH &
DEVELOPMENT, HORSHAM, PA; BIO-
PHARM INC, LEVITTOWN, PA -  EIR, 483
11/1-30/09
OMEGA TECH LABS LLC, GARDEN CITY,
ID; TEC LABS INC, ALBANY, OR;
CARDIAC SCIENCE CORP, BOTHELL,
WA, ETC -  EIR, 483 11/1-30/09
APPLIED OZONE SYSTEMS, AUBURN,
CA -  EIR, 483 11/1-30/09

Action Offices Status /
Status Date

01/22/2010

01/15/2010

02/12/2010

01/15/2010

04/28/2010

03/22/2010

01/06/2010

02/11/2010

01/26/2010

12/31/2009

02/12/2010

01/27/2010

01/05/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Due Date
Celgene Corporation

COUNCIL FOR RESPONSIBLE NUTRITION

Celgene Corporation

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

COUNCIL FOR RESPONSIBLE NUTRITION

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SAN-DO/SFCB/
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2009-10254

2009-10255

2009-10278

2010-32

2010-33

2010-34

2010-36

2010-37

2010-38

2010-39

2010-40

2010-41

2010-42

Control #

12/29/2009

12/29/2009

12/30/2009

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

01/06/2010

Recd Date / Requester

01/28/2010

01/28/2010

01/29/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

02/04/2010

Subject

CARDIAC RTHYTHM DVCS - EIRS, 483S
LTRS, ETC 1/1/07 TO 12/8/09

AMELIA LANGSTON, ATLANTA, GA -
EIRS, 483S CO RESP 8/06 TO 12/09

SENORX INC - 483 9/30/09

ALLAN GOLDMAN, RHEUMATIC DISEASE
CTR, MILWAUKEE, WI - EIRS, 483S,
CORR 11/80 TO PRESENT
GINO DIVITTORIO, COASTAL CLINL RES,
MOBILE, AL - EIRS, 483S, CORR 1/01 TO
PRESENT

ERIC RUDERMAN, RUSH
PRESBYTERIAN ST LUKE'S MEDICAL
CTR, CHICAGO, IL - EIRS, 483S, CORR
12/98 TO PRESENT
HARRIS MCILWAIN, TAMPA MED GRP,
TAMPA, FL - EIRS, 483S, CORR 4/87 TO
PRESENT 
ROBERT HOLMES, FORSYTH MED SPEC,
WINSTON SALEM, NC - EIRS, 483S,
CORR 9/05 TO PRESENT
STEVEN BOWMAN, TAMPA BAY MED
RES INC, CLEARWATER, FL - EIRS,
483S, CORR 6/95 TO PRESENT

JOHN GRESH, RENSTAR MED RES,
OCALA, FL - EIRS, 483S, CORR 7/07 TO
PRESENT
JOEL BLOCK, RUSH PRESBY ST LUKES
MED CTR, CHICAGO, IL - EIRS, 483S,
CORR 8/01 TO PRESENT
WILLIAM ABRAMOVITS, TEXAS DERM
ASSOC, DALLAS, TX - EIRS, 483S, CORR
5/09 TO PRESENT
W SPRUELL, DECATUR, GA - EIRS, 483S,
CORR 1/93 TO PRESENT

Action Offices Status /
Status Date

07/07/2010

02/09/2010

01/20/2010

01/14/2010

06/29/2010

01/20/2010

02/05/2010

02/09/2010

03/23/2010

03/26/2010

04/24/2010

02/25/2010

02/02/2010

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Due Date
FOI SERVICES INC

Celgene Corporation

BARD PERIPHERAL VASCULAR INC

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

CDRH/OMO/DEMO/FOIB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/NOL-DO/NOCB/

CDER/ORP/DIDP/

ORA/CE-FO/CHI-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/ATL-DO/ACB/
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2010-43

2010-85

2010-104

2010-152

2010-165

2010-166

2010-173

2010-174

2010-175

2010-176

2010-177

2010-178

2010-179

2010-180

2010-181

2010-183

Control #

01/06/2010

01/07/2010

01/07/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

Recd Date / Requester

02/04/2010

02/05/2010

02/05/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

Subject

JUSTUS FIECHTNER, GOOD CLINL
PRACTICE-MICHIGAN CORP, EAST
LANSING, MI - EIRS, 483S, CORR 9/00 TO
PRESENT

NYCOMED GMBH ( ALTANA), SINGEN
GERMANY - EIR, 483S, CO RESP 6/1/06-
8/31/06
SHAKER DAKHIL MD, CANCER CENTER
OF KANSAS, WICHITA, KS - EIR, 483,
CORR, ETC 1/09 TO PRESENT
HILLCREST BAKERY INC, BOTHELLL, WA
- 483 11/09, RESP TO WARNING LTR 

SAFECOR HEALTH LLC, WOBURN, MA -
EIRS, 483S, WARNING LTRS MOST
RECENT
CARDINAL HELATH, ZANESVILLE, OH -
EIRS, 483S, WARNING LTRS MOST
RECENT
B BRAUM MEDICAL, IRVINE, CA - EIRS,
483S, CO RESP 2/23/09-3/5/09

CONTINUUM HEALTH PARTNERS, NEW
YORK, NY - EIRS, 483S, CO RESP 4/09

NEIL R FEINS MD, BOSTON, MA - EIRS,
483S, CO RESP 2/4-17/09

FLORIDA ATLANTIC UNIV IRB, BOCA
RATON, FL - EIRS, 483S, CO RESP 8/3-
14/09
DABUR ONCOLOGY PLC, BORDON, UK -
EIR, 483, CO RESP 8/21-29/09

GENETICS & IVF INSTITUTE, FAIRFAX,
VA - EIRS, 483S, CO RESP 6/23-30/09

AKORN, SOMERSET, NJ - EIRS, 483S,
CO RESP 7/24/08-8/7/08

THOMAS GAZDA MD (MEADOWBROOK
RESEARCH INC), SCOTTSDALE, AZ -
EIRS, 483S, CO RESP 1/20/09-2/6/09
APOTHECA, INC, PHOENIX, AZ - EIRS,
483S, CO RESP 1/28-29/09

CHRISTUS ST PATRICK HOSPITAL (IRB),
LAKE CHARLES, LA - EIRS, 483S, CO
RESP 3/9-19/09

Action Offices Status /
Status Date

02/03/2010

01/29/2010

01/14/2010

01/28/2010

02/11/2010

02/02/2010

01/19/2010

01/19/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/19/2010

01/20/2010

01/20/2010

01/20/2010

Partial Denial

No Record(s)

Closed

Closed

No Record(s)

Closed

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Due Date
Celgene Corporation

KENDLE REGULATORY AFFAIRS

Celgene Corporation

SEATTLE GENETICS INC

MEDPHARMA PARTNERS LLC

MEDPHARMA PARTNERS LLC

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

CDER/ORP/DIDP/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SEA-DO/SCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/CIN-DO/CCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2010-184

2010-185

2010-186

2010-187

2010-188

2010-189

2010-190

2010-191

2010-192

2010-193

2010-194

2010-263

2010-280

2010-282

2010-283

2010-284

Control #

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/11/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

01/13/2010

Recd Date / Requester

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/09/2010

02/11/2010

02/11/2010

02/11/2010

02/11/2010

02/11/2010

Subject

BIORELIANCE, ROCKVILLE, MD - EIRS,
483S, CO RESP 2/2-18/09

LINZER DOVE MD, PEMBROKE PINES, FL
- EIRS, 483S, CO RESP 12/3-15/08

SAAD HIJAZI MD, POCATELLO, ID - EIRS,
483S, CO RESP 10/27/08-12/2/08

VINTAGE PHARMS, HUNTSVILLE, AL -
EIRS, 483S, CO RESP 8/12-22/08

SUNY DOWNSTATE MEDICAL CTR (IRB,
HEALTH SCIENCE CTR BROOKLYN
KINGS COUNTY), BROOKLYN, NY - EIRS,
483S, CO RESP 9/22/08-10/1/08 
PATHEON, SWINDON, UK - EIRS, 483S,
CO RESP  12/1-9/08

SITEK RESEARCH LABS, ROCKVILLE,
MD - EIRS, 483S, CO RESP 11/18-24/08

ROBERT A PHILLIPS MD, FLORENCE, SC
- EIRS, 483S, CO RESP 1/20/09-3/31/09

MI HOPE INC (CENTER FOR COMPLEX
INFECTIOUS DISEASES), SOUTH
PASADENA, CA - EIRS, 483S, CO RESP -
EIRS, 483S, CO RESP 5/4-27/09
MICROMED TECHNOLOGY INC,
HOUSTON, TX - EIRS, 483S, CO RESP
7/27/09-8/6/09 
HOLLISTER STIER, SPOKANE, WA -
EIRS, 483S, CO RESP 3/16-26/09

AVEVA DRUG DELIVERY SYSTEMS INC -
483S 2009

TYSON, FORT WORTH, TX - EIRS, 483S,
CORR, ETC 11/13/09 TO PRESENT

CRAIG M BUETTNER MD, TUSCALOOSA,
AL - 483 5/4-6/09

BURZYNSKI RESEARCH INSTITUTE
(IRB), HOUSTON, TX - 483, 12/1-19/08

JOHN A WARD MD (CAPSTONE CLINICAL
TRIALS INC), BIRMINGHAM, AL - 483
5/12-20/09

Action Offices Status /
Status Date

01/19/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/20/2010

01/19/2010

02/10/2010

02/04/2010

01/15/2010

02/01/2010

01/15/2010

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed

Partial Denial

Closed

Closed

Closed

Due Date
THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

BIODELIVERY SCIENCES INTERNATIONAL

STAR-TELEGRAM

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/NOL-DO/NOCB/
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2010-297

2010-303

2010-324

2010-325

2010-330

2010-344

2010-345

2010-368

2010-380

2010-452

2010-453

Control #

01/14/2010

01/14/2010

01/15/2010

01/15/2010

01/15/2010

01/19/2010

01/19/2010

01/19/2010

01/20/2010

01/22/2010

01/22/2010

Recd Date / Requester

02/12/2010

02/12/2010

02/16/2010

02/16/2010

02/16/2010

02/17/2010

02/17/2010

02/17/2010

02/18/2010

02/22/2010

02/22/2010

Subject

PENUMBRA INC, ALAMEDA, CA - EIRS,
483S 1/1/05-1/12/10

SHIN NIPPON BIOMEDICAL
LABORATORIES LTD, EVERETT, WA -
EIRS, 483S 1/09 TO 12/09
FRONTAGE LABORATORIES INC,
EXTON, PA - 483S, CO RESP 4/04-15/08
& 7/21/06-8/2/06
AMYLIN PHARMACEUTICALS INC, WEST
CHESTER, OH - 483S 6/1/09-1/10/10

PARETO ANALYSIS OF MEDICAL DVC
483 & WARNING LTR CITATIONS  2007
TO 2009

AMYLIN PHARMS - 483 12/31/09

ULTIMATE NUTRITION INC,
FARMINGTON, CT - EIR, 483 1/8/10

BAXTER HEALTHCARE CORP, LARGO,
FL - EIR, 483 10/09 TO 12/09

BAXTER HEALTHCARE - 483S 1/09 TO
12/31/09

SUN PHARMACEUTICALS INDUSTRIES
INC, BRYAN, OH - EIRS, 483S LAST 5
YRS
SUN PHARMACEUTICALS INC,
CRANBURY, NJ - EIRS, 483S LAST 5 YRS

Action Offices Status /
Status Date

02/17/2010

06/24/2010

02/12/2010

02/02/2010

03/23/2010

02/12/2010

02/03/2010

02/08/2010

06/16/2010

03/03/2010

02/23/2010

Closed

Partial Denial

Closed

Closed

Closed

Closed

Duplicate Request

Closed

Closed

Closed

Closed

Due Date
ARDIAN INC

CHARLES RIVER LABS

STOEDTER, BILL 

ROBERT W BAIRD & CO INC

RANDALL, KEVIN 

RICHARDS KIBBE & ORBE LLP

ROBINSON & COLE

DEKA RESEARCH & DEVELOPMENT CORP

FOI SERVICES INC

W PATRICK NOONAN

W PATRICK NOONAN

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/CIN-DO/CCB/

CDRH/OMO/DEMO/FOIB/

ORA/

ORA/ORM/

ORA/OE/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/SJN-DO/SJCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/
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2010-467

2010-471

2010-472

2010-475

2010-504

2010-505

2010-506

2010-507

2010-508

2010-513

Control #

01/25/2010

01/25/2010

01/25/2010

01/25/2010

01/26/2010

01/26/2010

01/26/2010

01/26/2010

01/26/2010

01/26/2010

Recd Date / Requester

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/24/2010

02/24/2010

02/24/2010

02/24/2010

02/24/2010

02/24/2010

Subject

APOTEX CORP - 483 12/10-19/08

KAREN GROSSER PHD MBA, JOHNSON
& JOHNSON PHARMAEUTICAL
RESEARCH & DEVELOPMENT LLC,
RARITAN, NJ - EIRS, 483S, CORR, ETC
5/08 TO PRESENT
HENRY WAGNER, MOFFITT CA CTR RES
INST, TAMPA , FL - EIRS, 483S, CORR,
ETC 1/98 TO PRESENT

BROOKSTONE PHARMACEUTICALS LLC,
ALPHARETTA, GA - 482S, 483S,
WARNING LTRS, ETC
BOEHRINGER INGELHEIM  CHEMICALS
INC, PETERSBURG, VA -483 4/28/09-
5/13/09; MERCK & COMPANY INC,
ELKTON, VA -483 9/21-29/09;
SIGMAPHARM LABORATORIES LLC,
BENSALEM, PA - 483 9/21-25/09, ETC
CUSTOM ANALYTICS LLC, SUMTER, SC
- 483 5/4-5/09; HAEMONETICS CORP,
UNION, SC - 483 9/14-18/09;
PHARMACEUTICAL ASSOCIATES INC
GREENVILLE, SC - 483 8/3-24/09, ETC
AKORN INC, DECATUR, IL - 483 6/2-
30/09; AMERICAN BLENDING & FILLING
COMPANY INC, WAUKEGAN, IL - 483
8/20/09-9/22/09; APP PHARMACEUTICALS
LLC, SCHAUMBERG, IL - 483 8/17/09-
9/25/09, ETC
ARKEMA INC, MEMPHIS, TN - 483 6/29-
30/09; ACCUPACK MIDWEST INC,
CINCINNATI, OH - 483 8/4-12/09; BEN
VENUE LABORATORIES INC, BEDFORD,
OH - 483 4/6/09-5/13/09, ETC
MISSISSIPPI STATE DEPARTMENT OF
HEALTH PHARMACY, JACKSON, MS -
483 3/27/09-4/2/09; PHARMA PAC LLC, DE
KALB, MS - 483 9/15-23/09; JOHNSON
LABORATORIES INC, TROY, AL - 483
4/15-23/09, ETC
BAYER HEALTHCARE
PHARMACEUTICALS INC, LYNNWOOD,
WA - 483 10-21-28/09; CARDINAL
HEALTH 414 INC, SEATTLE, WA - 483
4/16-17/09; CASCADIA MANUFACTURING
INC (ORAMELTS CORP), BELLEVUE, WA
- 8/3-14/09, ETC

Action Offices Status /
Status Date

02/11/2010

07/08/2010

02/17/2010

03/10/2010

06/14/2010

03/05/2010

06/21/2010

03/03/2010

02/02/2010

02/26/2010

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
GOFF, JENNIFER 

Celgene Corporation

Celgene Corporation

FULBRIGHT & JAWORSKI LLP

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/NJ-DO/NJCB/

CDER/ORP/DIDP/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

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

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/SEA-DO/SCB/
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2010-520

2010-522

2010-524

2010-541

2010-557

2010-558

2010-559

2010-561

2010-562

2010-563

2010-564

2010-567

Control #

01/27/2010

01/27/2010

01/27/2010

01/27/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

01/28/2010

Recd Date / Requester

02/25/2010

02/25/2010

02/25/2010

02/25/2010

02/26/2010

02/26/2010

02/26/2010

02/26/2010

02/26/2010

02/26/2010

02/26/2010

02/26/2010

Subject

AMYLIN PHARMACEUTICALS, SAN
DIEGO, CA - EIRS, 483S 1/09 TO
PRESENT
PROFESSIONAL LABORATORY &
RESEARCH SERVICES, CORAPEAKE, NC
- EIRS 483S, 482S, ETC 6/5/07, 1/31/06,
1/18/05
EVERETT LABORATORIES INC, WEST
ORANGE, NJ - 483, FMD 145

CRYSTAL COVE - WARNING LTR 87666,
483

CODY LABORATORIES INC, CODY, WY;
FMC CORP, GREEN RIVER, WY;
AMERIFILL INTERNATIONAL INC,SALT
LAKE CITY, UT ETC - 483S 2009
ARROW CHEMICAL PRODUCTS INC,
DETROIT, MI; ASH STEVENS INC,
RIVERVIEW, MI; CARACO
PHARMACEUTICAL LABORATORIES,
LTD, DETROIT, MI ETC  - 483S 2009
CAMBRIDGE MAJOR LAABORATORIES
INC, GERMANTOWN, WI; FORNAROME
CHEMICAL INC, ST FRANCIS, WI; GUY &
O'NEILL INC, FREDONIA, WI - 483S 2009
ACCUPAC INC, MAINLAND, PA;
ADHESIVES RESEARCH INC, GLEN
ROCK, PA; ALCAN PACKAGING
PHARMACEUTICAL & PERSONAL CARE
INC, BETHLEHEM, PA - 483S 2009
ACTAVIS ELIZABETH LLC, ELIZABETH,
NJ; BASF CORP, WASHINGTON, NJ;
CARDINAL HEALTH 414 LLC, EAST
RULTHERFORD, NJ ETC - 483S 2009
DENISON PHARMACEUTICALS INC,
PAWTUCKET, RI; SPIRAL 8
CONNECTIONS LLC (FEEL GREAT
PHARM), WAKEFIELD, RI; BIO-CONCEPT
LAABORATORIES, INC, DERRY, NH ETC
- 483S 2009
ABBE LABORATORIES INC,
FARMINGDALE, NY; ABRAXIS
BOISCIENCE, GRAND ISLAND, NY;
ALTAIRE PHARMACEUTICALS INC,
AQUEBOGUE, NY ETC - 483S 2009
ANDAPHARM LLC, FORT LAUDERDALE,
FL; AUBREY ORGANICS INC, TAMPA FL;
CARDINAL HEALTH 414 LLC, FORT
LAUDERDALE, FL ETC - 483S 2009

Action Offices Status /
Status Date

04/24/2010

02/18/2010

02/23/2010

03/04/2010

01/28/2010

02/16/2010

02/17/2010

03/02/2010

03/15/2010

04/28/2010

03/11/2010

02/11/2010

Closed

Closed

No Record(s)

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
MCCANN, JOE 

BAYER HEALTHCARE ANIMAL HEALTH
DIVISION

Center for Regulatory Services, Inc.

REGISTRY STEAKS & SEAFOOD

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/FLA-DO/FCB/
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2010-569

2010-572

2010-575

2010-621

2010-630

2010-634

2010-694

2010-697

2010-701

2010-803

2010-814

2010-815

2010-816

2010-817

2010-818

2010-819

Control #

01/28/2010

01/28/2010

01/28/2010

01/29/2010

01/29/2010

01/29/2010

02/02/2010

02/02/2010

02/03/2010

02/12/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

Recd Date / Requester

02/26/2010

02/26/2010

02/26/2010

03/01/2010

03/01/2010

03/01/2010

03/03/2010

03/03/2010

03/04/2010

03/15/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

Subject

NOVARTIS CONSUMER HEALTH,
LINCOLN, NE; UNIVAR USA INC, OMAHA,
NE; CARE-TECH LABS INC, SAINT
LOUIS, MO ETC - 483S 2009
TRIAD GROUP, HARTLAND WI - EIRS
483S 7/09

AMYLIN PHARMACEUTICALS INC,
AMYLIN OHIO LLC - EIRS, 483, RECS
ETC 2009 TO PRESENT

MCNEIL CONSUMER & SPECIALTY
PHARMS, PUERTO RICO - EIR, 483 1/10 

DRUMMOND SCIENTIFIC CO - 483, 482,
RPTS, CORR 1976 TO PRESENT 

UNIVERSAL TASTE INC - EIRS, 483S,
MEMOS, ETC 

PHARM PRO, AURORA, IL - 483 2008 TO
2009

GANGAGEN INC - INAD 00011483
SUBMISSION 

AMYLIN PHARMS, SAN DIEGO, CA - 483
LAST 12 MONTHS

CLOSED FOIA REQUESTS - EIRS, 483S
2/1-5/10

CENTAUR, OLATHE, KS - EIRS, 483S, CO
RESP 6/17-26/09

ELA MEDICAL SAS, MONTROUGE,
FRANCE - EIRS, 483S, CO RESP 6/22-
25/09
GDMI INC, GARLAND, TX - EIRS, 483S,
CO RESP 6/11-29/09

NASRA SAMYA MD, ANN ARBOR, MI -
EIRS 483S, CO RESP 7/20/09 TO 8/25/09

NIDEK GAMAGORI AICHI, JAPAN - EIRS,
483S, CO RESP 8/20-23/07

OST MEDICAL INC, WARWICK, RI - EIRS,
483S, CO RESP 11/23/09 TO 12/31/09

Action Offices Status /
Status Date

02/03/2010

02/23/2010

03/03/2010

03/19/2010

04/09/2010

03/22/2010

05/20/2010

03/03/2010

02/09/2010

02/22/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

Closed

Closed

Closed

No Record(s)

Closed

Closed

No Record(s)

Duplicate Request

Closed

Closed

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Due Date
THOMPSON, RAY 

Amerifit Brands

GREAT POINT PARTNERS LLC

FOI SERVICES INC

DRANOFF AND PATRIZIO PC

UNIVERSAL TASTE INC 

CARY PHARMACEUTICALS

CHR HANSEN INC

COLLINS STEWART LLC

EXPERTBRIEFINGS.COM

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CHI-DO/CCB/

CDER/ORP/DIDP/

CVM/OCD/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/
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2010-820

2010-821

2010-822

2010-823

2010-844

2010-877

2010-878

2010-889

2010-892

2010-897

2010-905

2010-913

2010-914

2010-922

2010-923

Control #

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/16/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

Recd Date / Requester

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

04/13/2010

03/17/2010

03/17/2010

03/17/2010

03/23/2010

Subject

NOVARTIS, SUFFERN, NY - EIRS, 483S,
CO RESP 6/30/09, 7/25/05, 4/28/09

PENUMBRA INC, ALAMEDA, CA - EIRS
483S CO RESP 7/29/09 TO 8/28/09

CHANDI M SAADEH MD (SENTARA
MEDICAL GROUP), NORFOLK, VA -
EIRS,483S, CO RESP 12/8/08 TO 2/4/09
SUNRISE PHARMACEUTICALS INC,
RAHWAY, NJ - EIRS 483S CO RESP
6/19/09 TO 7/17/09
BRANAN MEDICAL CORP, IRVINE, CA -
EIR, 483, CO RESP 7/15/09-10/9/09

PAREXEL INTERNATIONAL, POITIERS,
FRANCE - EIR, 483, CO RESP 11/27/06-
12/1/06
BEAVER VALLEY PHARMACY SERVICES
INC, UT - EIRS, 483S, WARNING LTRS
1/03 TO PRESENT
OHM LABS, GLOVERSVILLE, NY 483
7/13/09-8/12/09

TALEARIS BIOTHERAPEUTICS,
CLYATON, NC - 483 4/14-24/09 

ANIKA THERAPEUTICS, WOBURN, MA -
EIR, 483 2/09, 6/09, 10/09 

IMMUCOR INC - 483, WARNING LTRS,
EIRS, NOIR 1/1/98 TO 12/31/05 

BAXTER HEALTHCARE CORP,
CLEVELAND, MS - 483 2/5/10

BAXTER HEALTHCARE INC, CLEVELAND,
MS - 483 2/5/10

NELSON LABORATORIES, ELK GROVE
VILLAGE, IL - EIRS, 483, WARNING LTRS
LAST FIVE YRS
PACIFIC BIOLABS, HERCULES, CA -
EIRS, 483S, WARNING LTRS LAST 5 YRS

Action Offices Status /
Status Date

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

05/12/2010

02/16/2010

03/11/2010

03/08/2010

04/19/2010

06/23/2010

02/17/2010

02/17/2010

05/20/2010

03/10/2010

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed (Fee-related)

Closed

Closed (Fee-related)

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Withdrawn Closed w/o Charges

Due Date
THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

LINCARE INC

COVIDIEN

PRIESMEYER, SIDNEY 

NELSON, ALANA 

KAPLAN FOX & KILSHEIMER LLP

BANK, PATTI  L 

ATHANASIA SYRENGELA MD

BIOSCREEN TESTING SERVICES, INC

BIOSCREEN TESTING SERVICES, INC

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

CDER/ORP/DIDP/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

CBER/OCTMA/DDOM/ALFB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/P-FO/SAN-DO/SFCB/
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2010-924

2010-938

2010-942

2010-946

2010-947

2010-950

2010-951

2010-953

2010-954

2010-980

2010-1032

2010-1035

2010-1039

2010-1041

2010-1043

Control #

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/17/2010

02/18/2010

02/19/2010

02/19/2010

02/19/2010

02/19/2010

02/19/2010

Recd Date / Requester

04/05/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/18/2010

03/19/2010

03/19/2010

03/19/2010

03/19/2010

03/19/2010

Subject

NELSON LABORATORIES, SALT LAKE
CITY, UT - EIRS, 483S, WARNING LTRS
LAST 5 YRS
DENDREON CORP, HANOVER, NJ - 483,
WARNING LTR 1/10

BAXTER - CADENCE PHARMACEUTICAL
IV ACETAMINOPHEN (OFIRMEV) - 483
2/5/10
HUVEPHARMA INC, ST LOUIS, MO - 483,
EIR 9/8-10/09

PHARMACEUTICAL, BIOLOGICAL &
MEDICAL DVC MFG IN THE US &
OUTSIDE US - EIRS, 483S 1/1-31/10
PHARMACEUTICAL, BIOLOGICAL &
MEDICAL DVC MFG IN THE US &
OUTSIDE US - EIRS, 483S 1/1-31/09
NYCOMED USA, MELVILLE, NY - 483, EIR
11/09 TO 1/10 

NYCOMED USA, MELVILLE, NY - EIR, 483
8/08 

NYCOMED USA, MELVILLE, NY - EIR, 483
10/07 

CAUDILL SEED & WAREHOUSE
COMPANY INC, LOUISVILLE, KY,
GRANITE OK - ALFALFA SEEDS
SALMONELLA OUTBREAK EIRS, 483S,
PHOTOGRAPHS, ETC 1/04 TO PRESENT,
12/08, 5/09
PERRY'S ICE CREAM CO INC, AKRON,
NY -482, 483, QUESTIONNAIRE FOR
ALLERGEN INSPS
CRYOLIFE - 483 4/6/01; QUALITY
ENGINEERING STUDY 7/9/01; PMA INSP
4/16-26/01, ETC
BAXTER HEALTHCARE, CLEVELAND, MS
- 483 2/5/10

LUITPOLD PHARMACEUTICALS,
SHIRLEY, NY - 483, EIR 10/20/09 TO
11/5/09
J & J MCNEIL CONSUMER HEALTHCARE,
LAS PIEDRAS, PR - 483, EIR 10/09 TO
1/8/10

Action Offices Status /
Status Date

03/18/2010

03/15/2010

02/17/2010

02/24/2010

02/25/2010

02/24/2010

03/23/2010

03/25/2010

03/25/2010

03/09/2010

02/25/2010

03/10/2010

02/22/2010

03/10/2010

03/19/2010

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Partial Denial

Closed

Closed

Duplicate Request

Closed

Partial Denial

Due Date
BIOSCREEN TESTING SERVICES, INC

OGG, RYAN 

PUNK ZIEGEL & KNOELL

PFIZER

FDA NEWS

FDA NEWS

PFIZER

PFIZER

PFIZER

MARLER CLARK ATTYS

PERRY'S ICE CREAM CO INC

HITE FANNING & HONEYMAN LLP

SYRENGELAS, ATHANASIA 

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/ORM/

ORA/ORM/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/SJN-DO/SJCB/
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2010-1044

2010-1045

2010-1056

2010-1063

2010-1077

2010-1081

2010-1083

2010-1096

2010-1097

2010-1109

2010-1110

2010-1111

2010-1114

2010-1117

2010-1119

Control #

02/19/2010

02/19/2010

02/19/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/22/2010

02/23/2010

02/23/2010

Recd Date / Requester

03/19/2010

03/19/2010

03/19/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/23/2010

03/23/2010

Subject

HUNTINGTON REPRODUCTIVE CENTER,
LAGUNA HILLS, CA - 483, EIR 6/16-30/09

OHM LABS INC, GLOVERSVILLE, NY -
483, EIR 7/13/09 TO 8/12/09

ST JOSEPH'S HOSPITAL INC, TAMPA, FL
- SPL 483335, 483336 INVESTIGATION
5/09 

JEFFREY ROSEN, CLINICAL RESEARCH
OF SOUTH FLORIDA, CORAL GABLES, FL
- 483S, WARNING LTRS 1997, 4/02
AUSTIN QUALITY FOODS, CARY, NC -
EIRS, 483S, CO, ETC 1/08 TO PRESENT

KIRK M MAXEY MD, CAYMAN CHEMICAL
CO, ANN ARBOR, MI - EIRS, 483S, CO
5/12-18/09
VIVIMED - EIRS, 483S, CO RESP 1/05 TO
PRESENT

GOODIER COSMETICS, DALLAS, TX -
483 MOST RECENT

BEAUTY MANUFACTURING SOLUTIONS
CORP, DALLAS, TX - 483 MOST RECENT

CYBERNET SYSTEMS CORP, ANN
ARBOR, MI - EIR, 483, CO RESP 9/9/09-
10/30/09

DENNIS S RIFF MD, ADVANCED
CLINICAL RESEARCH INSTITUTE,
ANAHEIM, CA - EIR, 483, CO REP 1/09

STEVEN A BOWMAN MD, TAMPA BAY
MEDICAL RESEARCH, CLEARWATER, FL
- EIR, 483, CO RESP 1/09
BAXTER HEALTHCARE, BAXTER
BIOLOGICS, CLEVELAND, MS - 483 2/5/10

TAKEDA - EIRS, 483S, CO RESP 2/00 TO
PRESENT

CSL LIMITED, VICTORIA, AUSTRALIA -
483S 1/09 TO PRESENT

Action Offices Status /
Status Date

04/14/2010

03/18/2010

02/26/2010

03/22/2010

03/23/2010

03/04/2010

02/22/2010

04/14/2010

04/09/2010

03/08/2010

03/16/2010

03/18/2010

02/22/2010

06/23/2010

06/08/2010

Closed

Partial Denial

Closed

Closed

Closed

Partial Denial

Closed

Closed

Closed

Partial Denial

Closed

Closed

Closed

Closed

Closed

Due Date
WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

MACFARLANE FERGUSON & MCMULLEN

FOI SERVICES INC

FOI SERVICES INC

THOMSON REUTERS

KENDLE REGULATORY AFFAIRS

ASTRAL BRANDS

ASTRAL BRANDS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

FISTER, PAUL 

FOI SERVICES INC

WASHINGTON INFORMATION SOURCE

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/LOS-DO/LACB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

CDER/ORP/DIDP/

ORA/CE-FO/CHI-DO/CCB/

CBER/OCTMA/DDOM/ALFB/
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2010-1120

2010-1125

2010-1145

2010-1153

2010-1188

2010-1189

2010-1190

2010-1191

2010-1192

2010-1193

2010-1194

2010-1195

2010-1196

2010-1198

2010-1199

2010-1203

Control #

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/23/2010

02/24/2010

02/24/2010

02/24/2010

Recd Date / Requester

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/24/2010

03/24/2010

03/24/2010

Subject

CSL BIOTHERAPIES, KING OF PRUSSIA,
PA - 483S 1/09 TO PRESENT

CADENCE PHARMACEUTICALS
(BAXTER) - OFIRMEV IV
(ACETAMINAPHEN) 483S
LIQUID MANUFACTURING LLC,
BRIGHTON, MI - EIRS, 483S 1/10

BAXTER, CLEVELAND, MS - OFIRMEV
(INTRAVENOUS ACETAMINOPHEN) 483,
CO RESP 2/18/10, CADENCE RESP 2/10/10
SANOFI PASTEUR AVENTIS,
SWIFTWATER, PA - 483, CORR, CO
RESP 2009 TO PRESENT 
WYETH PHARMS, PEARL RIVER, NY -
483, CORR, CO RESP 2009 TO PRESENT 

WYETH PHARMS, SANFORD, NC - 483,
CORR, CO RESP 2009 TO PRESENT 

PASTEUR MERIEUX SERUMS ET
VACCINS SA, LYON, FRANCE - 483,
CORR, CO RESP 2009 TO PRESENT  
NOVARTIS VACCINES & DIAGNOSTICS
LTD, LIVERPOOL, UK - 483, CORR, CO
RESP 2009 TO PRESENT 
NOVARTIS VACCINES & DIAGNOSTICS,
MARBURG, GERMANY - 483, CORR, CO
RESP 2009 TO PRESENT 
NOVARTIS VACCINES & DIAGNOSTICS,
CAMBRIDGE, MA - 483, CO RESP, CORR
2009 TO PRESENT 
MEDIMMUNE VACCINES, SPEKE, UK -
483, CORR, CO RESP 2009 TO PRESENT 

MEDIMMUNE VACCINES INC,
GAITHERSBURG, MD - 483, CO RESP,
CORR 2009 TO PRESENT 
THOMAS MARBURY, ORLANDO
CLINICAL RES CTR, ORLANDO, FL -
EIRS, 483S CO RESP 9/97 TO PRESENT
ELLIOT WINTON, EMORY UNIV,
ATLANTA, GA - EIRS, 483S CO RESP
11/81 TO PRESENT
DENDREON PHARMACEUTICAL
MANUFACTURING FACILITY, MORRIS
PLAINS, NJ - 483S 12/1/09 TO 2/22/10

Action Offices Status /
Status Date

03/08/2010

03/02/2010

03/15/2010

03/02/2010

04/06/2010

03/03/2010

04/20/2010

06/29/2010

05/25/2010

03/05/2010

02/24/2010

04/27/2010

03/29/2010

03/29/2010

02/26/2010

03/15/2010

No Record(s)

Withdrawn w/Charges

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

No Record(s)

Closed

Closed

No Record(s)

Closed

No Record(s)

No Record(s)

Due Date
WASHINGTON INFORMATION SOURCE

CANACCORD ADAMS

KIDDO COMPANY LLC

BARCLAYS

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

Celgene Corporation

Celgene Corporation

CR INTRINSIC LLC

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/ATL-DO/ACB/

CBER/OCTMA/DDOM/ALFB/

CBER/OCTMA/DDOM/ALFB/

CBER/OCTMA/DDOM/ALFB/

CBER/OCTMA/DDOM/ALFB/

ORA/NE-FO/NWE-DO/NWECB/

CBER/OCTMA/DDOM/ALFB/

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

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/
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2010-1223

2010-1236

2010-1258

2010-1289

2010-1291

2010-1293

2010-1314

2010-1341

2010-1349

2010-1350

2010-1351

2010-1352

2010-1354

Control #

02/24/2010

02/25/2010

02/25/2010

02/26/2010

02/26/2010

02/26/2010

03/01/2010

03/02/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

Recd Date / Requester

04/15/2010

03/25/2010

03/25/2010

03/26/2010

03/26/2010

03/26/2010

03/29/2010

03/30/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

Subject

CARACO PHARMACEUTICAL LABS (SUN
PHARMACEUTICAL  INDUSTRIES LTD) -
EIRS, 483S, SEIZURE RESULTS ETC

NEWBORN BLOOD BANKING INC, LAND
O LAKES, FL - 483S 10/14-28/09

VIACORD, HEBRON, KY - EIR, 483 2007
TO 2009

ELECTRI-CORD MANUFACTURING CO,
WESTFIELD, PA -  EIR, 483 2009, 2010

CDER, CBER EIRS & 483S, PRE-APRVD
EIRS & 483 ISSUED, ETC - 2003 TO 2009 

KELLOGG, NC, GA - 483S, CO RESP
LAST 18 MONTHS

EPL ARCHIVES, STERLING, VA - EIR,
WARNING LTR, 483, INVESTIGATIONS
1/1/05 TO PRESENT 
TEXAS DEPARTMENT OF STATE
HEALTH SERVICES - EXCEL
SPREADSHEET CONTAINING THE
CURRENT 483 CITATIONS TEMPLATE
TURBO 483 STATEMENTS
ENZYMATIC THERAPY INC, GREEN BAY,
WI; INTEGRATIVE THERAPEUTICS INC,
GREEEN BAY, WI - EIRS, 483S 1/1/05 TO
1/31/10
RHG & COMPANY INC (VITAL
NUTRIENTS), MIDDLETOWN, CT - EIRS,
483S 1/1/05 TO 1/31/10
FOLSUM METAL PRODUCTS INC (USA) -
483S

BIOMEDICARE INC USA  483S

MIDWEST TRANSPLANT NETWORK,
KANSAS CITY, KS 7/22/09; LIONS EYE
BANK OF NEBRASKA INC, OMAHA, NE
11/16/09 - 483S

Action Offices Status /
Status Date

06/24/2010

03/18/2010

03/29/2010

03/08/2010

03/23/2010

04/21/2010

05/19/2010

05/04/2010

03/29/2010

03/29/2010

03/04/2010

03/15/2010

03/05/2010

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed Denial

Closed

No Record(s)

Closed

Due Date
BAILEY & GLASSER

Celgene Corporation

CBR SYSTEMS INC

HOGAN LOVELLS US LLP 

NERA ECONOMIC CONSULTING FIRM

GENERAL MILLS

NEUROGESX INC

URIEGAS, VALENTINO R 

HEALTH BUSINESS STRATEGIES

HEALTH BUSINESS STRATEGIES

DIO CORP

DIO CORP

BIOPHARMA COMPLIANCE SERVICES LLC

CDER/ORP/DIDP/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/OE/

CBER/OCTMA/DDOM/ALFB/

CDER/ORP/DIDP/

ORA/ORM/

ORA/SE-FO/ATL-DO/ACB/

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

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/
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2010-1355

2010-1356

2010-1357

2010-1358

2010-1359

2010-1360

2010-1361

2010-1362

2010-1363

2010-1364

2010-1367

Control #

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

03/03/2010

Recd Date / Requester

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

Subject

ADVANCED BIOSCIENCE RESOURCE
INC, ALAMEDA, CA 5/1/09; NEVADA
DONOR NETWORK INC, LAS VEGAS, NV
8/20/09 -  483S
ALLOGRAFT INNOVATIONS LLC,
GAINESVILLE, FL 5/5/09; UNIVERSITY OF
MIAMI MILLER SCHOOL OF MEDICINE
TISSUE BANK, MIAMI, FL 10/1/09 -  483S
ALLOSOURCE, CENTENNIAL, CO 5/26/09;
OCULAR SYSTEMS INC, AURORA, CO
9/9/09 -  483S
LIONS MEDICAL EYE BANK & RESEARCH
CENTER OF EASTERN VA, NORFOLK, VA
9/18/09; TRANSPLANT RESOURCE OF
CENTER OF MARYLAND, BALTIMORE,
MD 9/24/09 -  483S
MUSCULOSKELETAL TRANSPLANT
FOUNDATION, EDISON, NJ 3/13/09; NEW
JERSEY ORGAN & TISSUE SHARING
NETWORK INC, NEW PROVIDENCE, NJ
12/23/09 -  483S
MISSISSIPPI ORGAN RECOVERY
AGENCY INC, FLOWOOD, MS - 483S
1/19/10
GEORGIA EYE BANK, ATLANTA, GA
5/21/09; SERVY INSTITUTE FOR
REPRODUCTIVE ENDOCRINOLOGY,
AUGUSTA, GA 10/30/09; REPRODUCTIVE
MEDICINE & INFERTILITY ASSOCIATES,
AUGUSTA, GA 11/3/09, ETC -  483S
ONELEGACY-LOS ANGELES, LOS
ANGELES, CA - 483S 6/8/09

CENTER FOR WOMENS REPRODUCTIVE
CARE 9/17/09; NEW YORK FIREFIGHTERS
SKIN BANK NEW YORK PRESBYTERIAN
HOSPITAL, NEW YORK, NY 6/9/09;
MUSCULOSKELETAL TRANSPLANT
FOUNDATION, SYRACUSE, NY 8/19/09,
ETC -  483S
AUSTIN AREA OB/GYN & FERTILITY,
AUSTIN, TX 1/22/10; SOUTH TEXAS
BLOOD & TISSUE CENTER, SAN
ANTONIO, TX 3/5/09; LONE STAR LIONS
EYE BANK, MANOR, TX 10/7/09, ETC -
483S
LYNE LABORATORIES INC, BROCKTON,
MA - EIRS, 483S 1/09 TO PRESENT

Action Offices Status /
Status Date

04/01/2010

05/03/2010

03/18/2010

05/03/2010

03/31/2010

03/08/2010

03/30/2010

03/09/2010

03/30/2010

03/17/2010

05/12/2010

Closed

Withdrawn Closed w/o Charges

Closed

Withdrawn Closed w/o Charges

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BIOPHARMA COMPLIANCE SERVICES LLC

BRAINTREE LABORATORIES INC

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DEN-DO/COMP/

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

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/LOS-DO/LACB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/NE-FO/NWE-DO/NWECB/
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2010-1375

2010-1392

2010-1408

2010-1409

2010-1412

2010-1438

2010-1448

2010-1473

2010-1474

2010-1481

2010-1482

2010-1487

2010-1492

2010-1533

2010-1534

2010-1542

Control #

03/03/2010

03/04/2010

03/04/2010

03/04/2010

03/04/2010

03/05/2010

03/05/2010

03/08/2010

03/08/2010

03/08/2010

03/08/2010

03/08/2010

03/08/2010

03/09/2010

03/09/2010

03/09/2010

Recd Date / Requester

03/31/2010

04/01/2010

04/01/2010

04/01/2010

04/01/2010

04/02/2010

04/02/2010

04/05/2010

04/05/2010

04/05/2010

04/05/2010

04/05/2010

04/05/2010

04/06/2010

04/06/2010

04/06/2010

Subject

MED-PHARMEX INC, POMONA, CA - EIR,
483 MOST RECENT

DIETARY SUPPLEMENT & FOOD
COMPANIES - EIRS, 483S 6/1/09-3/3/10

MCNEIL HEALTHCARE LLC, LAS
PIEDRAS, PR - EIR, 483, CO RESP 10/09
TO 1/10

DR G H TICHENOR ANTISEPTIC CO,
NEW ORLEANS, LA - EIR, 483, CO RESP
1/05 TO PRESENT
RHODIA INC, SPARTANBURG, SC - EIRS,
483S, CO RESP 1/00 TO PRESENT

BEAVER VALLEY PHARMACY SERVICES
INC, UT - EIRS, 483S, WARNING LTRS
1/03 TO PRESENT
KOREA BONE BANK CO LTD, SEOUL,
KOREA 9/18/09; CG BIO CO LTD,
SUNGNAM SI, SOUTH KOREA 9/25/09;
BIOLMPLANT SSME OF MINISTRY OF
HEALTH, KIEV, UKRAINE 6/12/09 - 483S
SORIN GROUP, ARVADA, CO - EIRS,
483S, CO RESP 7/22-25/08

ELI LILLY CORP (LILLY DEL CARIBE INC),
CAROLINA, PR - EIRS, 483S CO RESP
7/8-31/09
PDMA INSP - EIRS, 483S, ETC

AMYLIN,  WEST CHESTER/HAMILTON,
OH - 483S

BASIC FOOD FLAVORS INC, LAS VEGAS,
NV - EIRS, 483S

GYNECARE INC - 483S 2000 TO
PRESENT

HI-TECH PHARMACAL CO INC,
AMITYVILLE, NY - EIRS, 483S, CO RESP,
ETC 3/00 TO PRESENT
HEALTH CARE PRODUCTS, AMITYVILLE,
NY - EIRS, 483S, CO RESP, ETC 3/00 TO
PRESENT
KING PHARMACEUTICALS INC, BRISTOL,
TN - 483, EIR 

Action Offices Status /
Status Date

03/31/2010

03/10/2010

03/19/2010

03/10/2010

04/21/2010

03/18/2010

03/26/2010

05/25/2010

05/05/2010

03/12/2010

04/26/2010

03/11/2010

03/26/2010

03/09/2010

03/09/2010

03/11/2010

Partial Denial

Closed

Partial Denial

Closed

Closed

No Record(s)

Closed

Closed

Closed

No Record(s)

Closed

Partial Denial

No Record(s)

Closed (Fee-related)

Closed (Fee-related)

Closed

Due Date
SPARHAWK LABORATORIES INC

Country Life

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

LINCARE INC

BIOPHARMA COMPLIANCE SERVICES LLC

THOMSON REUTERS

THOMSON REUTERS

PORZIO PHARMACEUTICAL SERVICES LLC

JEFFERIES & CO

ABC NEWS, INC.

MEDTECH GROUP, INC

MCNEIL CONSUMER HEALTHCARE

MCNEIL CONSUMER HEALTHCARE

PORZIO PHARMACEUTICAL SERVICES LLC

ORA/P-FO/LOS-DO/LACB/

ORA/ORM/

ORA/SE-FO/SJN-DO/SJCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/DEN-DO/COMP/

CBER/OCTMA/DDOM/ALFB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/SJN-DO/SJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/NJ-DO/NJCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/
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2010-1547

2010-1580

2010-1581

2010-1601

2010-1608

2010-1610

2010-1612

2010-1642

2010-1655

2010-1667

2010-1671

2010-1674

Control #

03/09/2010

03/10/2010

03/10/2010

03/10/2010

03/10/2010

03/10/2010

03/10/2010

03/11/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

Recd Date / Requester

04/06/2010

04/07/2010

04/07/2010

04/07/2010

04/07/2010

04/07/2010

04/07/2010

04/08/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

Subject

GILEAD SCIENCES INC, SAN DIMAS, CA
- EIRS, 483S 1/25/10-2/12/10

R&S SALES INC, FOUNTAIN RUN, KY;
FPP DISTRIBUTION INC, CINCINNATI, OH
- EIRS, 483S
BAXTER, CLEVELAND, MS - RESP TO
483 2/5/10

PDMA INSP - EIRS, 483S

FERNDALE LABS INC, FERNDALE, MI -
EIR, 483 2006; ELI LILLY & CO,
INDIANAPOLIS, IN - EIR 2006
CROSS VETPHARM, TORONTO, CANADA
- EIR, 483 MOST RECENT

ETHICON INC - 483 2000 TO PRESENT

2007-9871 - ADDITIONAL INFO EIRS,
483S, RECS RELATED TO PDMA 2007 TO
PRESENT
PJUR GROUP USA, MIAMI BEACH, FL -
EIRS, 483, CO RESP, ETC LAST 5 YRS

HI TECH PHARMACAL CO INC,
AMITYVILLE, NY; GERITREX CORP,
MOUNT VERNON, NY; TOPIDERM INC,
NORTH AMITYVILLE, NY 483S 12/1-31/09
483S ISSUED BY SAN FRANCISCO
DISTRICT 12/1-31/09

INTELIFUSE INC, METAIRIE, LA 483S
12/1-31/09

Action Offices Status /
Status Date

06/24/2010

06/11/2010

03/18/2010

03/30/2010

03/15/2010

04/15/2010

05/25/2010

03/15/2010

04/20/2010

05/06/2010

03/15/2010

03/18/2010

Partial Denial

Closed

Closed

Closed

No Record(s)

Closed

Closed

Duplicate Request

No Record(s)

Closed

No Record(s)

Closed

Due Date
PFIZER GLOBAL MANUFACTURING

PORZIO BROMBERG & NEWMAN PC

LEERINK SWANN & CO

PORZIO PHARMACEUTICAL SERVICES LLC

PORZIO PHARMACEUTICAL SERVICES LLC

SPARHAWK LABORATORIES INC

MEDTECH GROUP, INC

PORZIO PHARMACEUTICAL SERVICES LLC

W PATRICK NOONAN

FDA NEWS

FDA NEWS

FDA NEWS

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

CVM/OCD/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/SJN-DO/SJCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/NOL-DO/NOCB/
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2010-1675

2010-1676

2010-1678

2010-1682

2010-1683

2010-1684

2010-1687

2010-1688

2010-1690

2010-1691

2010-1692

2010-1711

2010-1719

Control #

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/12/2010

03/15/2010

03/15/2010

Recd Date / Requester

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/09/2010

04/12/2010

04/12/2010

Subject

BALLARD HOMEOPATHIC LLC, SEATTLE,
WA; EMERALD KALAMA CHEMICALS
LLC, KALAMA, WA 483S 12/1-31/09
CEDARBURG PHARMS INC, GRAFTON,
WI; SCIENTIFIC PROTEIN LABS LLC,
WAUNAKEE, WI 483S 12/1-31/09
UNETTE CORP, WHARTON, NJ; VLV
ASSOCIATES INC, EAST HANOVER, NJ -
483S 12/1-31/09
TOLMAR INC, FORT COLLINS, CO;
ENCISION INC, BOULDER, CO 483S 12/1-
31/09
VMM ENTERPRISES INC, CLEARWATER,
FL; AVEDA DRUG DELIVERY SYSTEMS
INC, MIRAMAR, FL; ANAZAOHEALTH
CORP, TAMPA, FL 483S 12/1-31/09
ENCOMPASS GROUP LLC,
McDONOUGH, GA 483S 12/1-31/09

CHASMA SCIENTIFIC INC, CAMBRIDGE,
MA; ANIKA THERAPEUTICS INC,
WOBURN, MA; OST MEDICAL INC,
WARWICK, RI 483S 12/1-31/09 
AMYLIN PHARMS INC, WEST CHESTER,
OH; ORTHOHELIX SURGICAL DESIGNS
INC, MEDINA, OH; CINCINNATI SUB
ZERO PRODUCTS INC, CINCINNATI, OH
483S 12/1-31/09
EMERGENT BIO DEFENSE OPERATIONS
LANSING INC, LANSING, MI;
HEALTHMARK INDUSTRIES CO INC,
FRASER, MI; GRAHAM MEDICAL
TECHNOLOGIES LLC, MACOMB, MI 483S
12/1-31/09
PERK SCIENTIFIC INC, YEADON, PA; KVK
TECK INC, NEWTOWN, PA; MEDLMMUNE
LLC, PHILADELPHIA, PA 483S 12/1-31/09
HANS RUDOLPH INC, SHAWNEE, KS;
MONARCH MOLDING INC, COUNCIL
GROVE, KS 483S 12/1-31/09
BREG INC, VISTA, CA - EIRS, 483S LAST
10 YRS

TIMOTHY SUMMERS MD, ALLIANCE
HEALTH CENTER, MERIDIAN, MS - EIR,
483, CO RESP 3/25-27/09

Action Offices Status /
Status Date

04/05/2010

03/18/2010

04/09/2010

03/18/2010

06/01/2010

05/06/2010

05/12/2010

05/25/2010

04/01/2010

04/06/2010

03/23/2010

05/12/2010

03/19/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Partial Denial

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

W PATRICK NOONAN

THOMSON REUTERS

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/NOL-DO/NOCB/
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2010-1720

2010-1721

2010-1726

2010-1757

2010-1758

2010-1759

2010-1760

2010-1761

2010-1762

2010-1763

2010-1764

2010-1765

2010-1767

Control #

03/15/2010

03/15/2010

03/15/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

Recd Date / Requester

04/12/2010

04/12/2010

04/12/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

Subject

SOHAIL PUNJWANI MD, PROFESSIONAL
CLINICAL RESEARCH, NORTH MIAMI, FL
- EIRS, 483S, CO RESP 1/20/09-2/18/09
GUIDEWIRE TECHNOLOGIES INC,
SALEM, NH - EIRS, 483S, CO RESP 1/12-
22/10
AMYLIN PHARMS, WEST CHESTER, OH -
EIRS, 483S, CORR 12/23/09-1/29/10

COREPHARMA LLC, MIDDLESEX,
EXCELSIOR MEDICAL CORP, ARROW
INTERNATIONAL INC, ETC, NJ - 483S
1/1-31/10
NYCOMED US INC, HICKSVILLE,
MELVILLE, NY; APP PHARMACEUTICALS
LLC, GRAND ISLAND, NY; LNK
INTERNATIONAL INC, HAUPPAUGE, NY -
483S 1/1-31/10
D T DAVIS ENTERPRISES LTD,
BETHLEHEM, PA, R O GULDEN OPHTHE,
ELKINS PARK, PA - 483S 1/1-31/10
UTRADENT PRODUCTS INC, SOUTH
JORDON, UT, CERGENIX
PHARMACEUTICALS INC, DENVER, CO,
ULTRADENT PRODUCTS, INC, SOUTH
JORDAN, UT, ETC - 483S 1/1-31/10
CRAMER PRODUCTS INC, GARDNER,
KS, DYNA-TEK INDUSTRIES, LENEXA,
KS - 483S 1/1-31/10
MCNEIL HEALTHCARE, LLC, LAS
PIEDRAS, PR, ABBOTT
PHARMACEUTICALS PR LTD,
BARCELONETA, PR - 483S 1/1-31/10
LIST OF BIOLOGICS & MEDICAL DEVICE
MFG FACILITIES IN US & OUTSIDE US -
483S 2/1-28/10
OAKWOOD LABORATORIES, SOLON, OH,
BONNE BELL, WESTLAKE, OH, FALL
PREVENTION TECHNOLOGIES LLC,
KETTERING, - 483S 1/10
SMART SCIENCE LABROATORIES,
OLDSMAR, FL, HEALTHLINE MEDICAL
PRODUCTS INC, WINTER GARDEN, FL,
GULF MEDICAL FIBEROPTICS INC,
OLDSMAR, FL, ETC - 483S 1/1-31/10
ABC COMPUNDING  CO INC, MORROW,
GA, HOSPIRA, INC, ROCKY MOUNT, NC,
ANIMAL REPELLANTS, ORCHARD HILL,
GA, ETC - 483S 1/1-31/10

Action Offices Status /
Status Date

05/13/2010

04/07/2010

05/25/2010

04/13/2010

04/14/2010

04/06/2010

05/25/2010

03/17/2010

05/05/2010

03/23/2010

06/11/2010

06/01/2010

04/22/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
THOMSON REUTERS

THOMSON REUTERS

SHEN, RENE 

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/SJN-DO/SJCB/

ORA/ORM/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/
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2010-1768

2010-1769

2010-1770

2010-1771

2010-1772

2010-1773

2010-1774

2010-1777

2010-1836

2010-1841

2010-1845

2010-1849

2010-1850

Control #

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/16/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

03/17/2010

Recd Date / Requester

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/13/2010

04/14/2010

04/14/2010

04/14/2010

04/14/2010

04/14/2010

04/14/2010

Subject

FLEXTRONICS INTERNATIONAL USA
LIFE, MILIPITAS, CA, PCAS-NANOSYN
LLC, SANTA ROSA, CA, BOSTON
SCIENTIFC CORP, SAN JOSE, CA - 483S
1/10
COATS INTERNATIONAL HOLDINGS INC,
DALLAS, TX, CUT HEAD ANIMAL CARE
PRODUCTS INC, CEDAR HILL, TX,
TRILLIANT SURGICAL LTD, HOUSTON,
TX - 483S 1/1-31/10
PHYSIO CONTROL INC, REDMOND, WA -
483S 1/1-31/10

KING PHARMACETUICAL INC,
ROCHESTER, MI, AMIGO MOBILITY
INTERNATIONAL INC, BRIDGEPORT, MI,
VANCE PRODUCTS INC, SPENCER, IN  -
483S 1/10
AMSINO MEDICAL, NASHVILLE, TN -
483S 1/1-31/10

GENTRAC INC, MIDDLETON, WI, ANIP
ACQUISITION INC, BAUDETTE, MN,
ARIZANT INC, EDEN PRAIRE, MN, ETC -
483S 1/1-31/10
JOHNSON MATHEY PHARMACUTICAL
MATERIALS, NORTH ANDOVER, MA,
BRAINTREE LABORATORIES, INC, EAST
HAVEN, CT, GLOBAL IMPLANT
SOLUTIONS LLC, SOUTH PORTLAND,
ME, ETC - 483S 1/1-31/10
PDMA INSPS - EIRS & 483S

JOSEF PRCHAL (UNIV ALABAMA
SCHOOL OF MED), BERMINGHAM, AL -
EIRS, 483S, CORR ETC 1/98 TO PRESENT

COMPREHENSIVE CLINICAL RESEARCH,
BERLIN, NJ - EIR, 483 7/30/08

DR HOWARD HERMANN, HOSPITAL OF
UNIV OF PENNSYLVANIA, PA - EIR, 483
1/21-27/10 
HI-TECH PHAMACAL CO INC,
AMITYVILLE, NY - EIRS, 483S, CORR
ETC 3/1/00 TO PRESENT
HEALTH CARE PRODUCTS, AMITYVILLE,
NY - EIRS, 483S, CORR, ETC 3/1/00 TO
PRESENT

Action Offices Status /
Status Date

04/12/2010

06/28/2010

04/20/2010

04/13/2010

03/18/2010

04/12/2010

05/10/2010

03/17/2010

03/18/2010

04/16/2010

04/22/2010

04/20/2010

03/18/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

No Record(s)

Closed

Closed

Closed

No Record(s)

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

PORZIO PHARMACEUTICAL SERVICES LLC

Celgene Corporation

FOI SERVICES INC

FOI SERVICES INC

MCNEIL CONSUMER HEALTHCARE

MCNEIL CONSUMER HEALTHCARE

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/NE-FO/NYK-DO/NYDCB/
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2010-1879

2010-1899

2010-1929

2010-1954

2010-1955

2010-1956

2010-1958

2010-1969

2010-1991

2010-1993

2010-1995

2010-1997

2010-2020

2010-2021

2010-2022

2010-2026

Control #

03/17/2010

03/18/2010

03/19/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/22/2010

03/23/2010

03/23/2010

03/23/2010

03/23/2010

03/24/2010

03/24/2010

03/24/2010

03/24/2010

Recd Date / Requester

04/14/2010

04/15/2010

04/16/2010

04/19/2010

04/19/2010

04/19/2010

04/19/2010

04/19/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/21/2010

04/21/2010

04/21/2010

04/21/2010

Subject

BIO HORIZONS IMPLANT SYSTEMS INC,
USA - 483 

OSCOR INC, PALM HARBOR, FL - 483S
2008, 2009

UNIV OF MASSACHUSETTS MEDICAL
CTR, WORCESTER, MA - 483, CORR

RANBAXY, PUNJAB, INDIA - EIRS, 483S,
CO RESP 11/3-6/03

TRI-MED LABORATORIES INC,
SOMERSET, NJ - EIRS, 483S, CO RESP
9/9-25/09
TIANJIN ZHONG XIN PHARMACEUTICAL,
TIANJIN, CHINA - EIRS, 483S, CO RESP
11/17-20/03
G3 MEDICAL, ASHEVILLE, NC - EIRS,
483S, CO RESP 8/3-24/09

FRESH MADE INC, PHILADELPHIA, PA -
WARNING LTRS, 483S, 484S, ETC 1/1/82
TO 12/31/08

Z MEDICA CORP, WALLINGFORD, CT -
483, CO RESP 10/26/09-11/3/09

LIN HENRY HD, ALBUQUERQUE, NM -
483, CO RESP, CORR 7/1/09-9/15/09

KIRK PHARMACEUTICALS LLC, FORT
LAUDERDALE, FL - 483, CO RESP, CORR
6/17/09-7/2/09
GHALI FALAL K, SHREVEPORT, LA - 483,
CO RESP, CORR 1/09 

ACCUTEST RESEARCH, NAVI MUMBAI,
INDIA - EIR, 483, CO RESP 8/28/08-9/1/08

LUPIN LABS, MANDIDEEP, INDIA - EIR,
483, CO RESP 3/10-24/03

WOCKHARDT, ANKLESHWAR, INDIA -
EIR, 483, CO RESP 1/27-30/04

CLOSED REQUESTS - EIRS, 483S 3/22-
26/10     

Action Offices Status /
Status Date

03/17/2010

04/21/2010

04/14/2010

05/12/2010

04/22/2010

05/12/2010

04/19/2010

06/24/2010

05/05/2010

05/25/2010

06/01/2010

03/29/2010

06/02/2010

05/13/2010

05/13/2010

04/07/2010

Closed

No Record(s)

No Record(s)

Closed

Partial Denial

Closed

Partial Denial

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
DIO CORP

AMERICAN MEDICAL SYSTEMS INC

ST VINCENT'S COMPREHENSIVE CANCER
CENTER

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

SOCIETY OF QUALITY ASSURANCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

EXPERT BRIEFINGS LLC

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NWE-DO/NWECB/

CDER/ORP/DIDP/

ORA/CE-FO/NJ-DO/NJCB/

CDER/ORP/DIDP/

ORA/SE-FO/ATL-DO/ACB/

CFSAN/OCD/EOS/

OM/OSS/OPILS/DFI/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/NOL-DO/NOCB/

CDER/ORP/DIDP/

CDER/ORP/DIDP/

CVM/OCD/

CDER/ORP/DIDP/

OM/OSS/OPILS/FDAHO/

OM/OSS/OPILS/DFI/
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2010-2032

2010-2037

2010-2066

2010-2068

2010-2069

2010-2081

2010-2082

2010-2083

2010-2084

2010-2085

2010-2086

2010-2087

2010-2088

Control #

03/24/2010

03/24/2010

03/26/2010

03/26/2010

03/26/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

Recd Date / Requester

04/21/2010

04/21/2010

05/07/2010

04/23/2010

04/23/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

Subject

BECKMAN COULTER, CHASKA, MN -
WARNING LTRS, 483S, RESP LTRS 1/09
TO PRESENT 
NUTRO LABS, PLAINFIELD, NJ; NATURAL
ORGANICS LABS INC, AMITYVILLE, NY;
ORGANIC TO GO, SEATTLE, WA;
PHARMLINE INC, FLORIDA, NY;
PERRIGO FLOIRDA INC, LAKE WORTH,
FL; PERRIGO FLORIDA INC, WEST PALM
BEACH, FL; NUTRILITE S, JALISCO,
MEXICO; NATURE MOST OF NEW
ENGLAND INC, MIDDLETOWN, CT;
BARLEANS ORGANIC OILS LLC,
FERNDALE, WA - EIRS, 483S 6/09 TO
PRESENT 
BAYER CORP, CLAYTON, NC - EIRS,
483S 1/99 TO 12/03

LAUREATE PHARMA INC, PRINCETON,
NJ - 483S 10/21/04, 11/18/05, 9/28/08

DISCOVERY LABS, WARRINGTON, PA
8/16/04, 12/9/04, 12/21/04; TOTOWA, NJ
1/21/05, 4/7/06, ETC - 483S

SANOFI PASTEUR INC, PORTLAND, OR -
483S 10/02 TO 9/07, 3/3/09

ABBOTT LABS, CINCINNATI, OH;
BIOLOGICAL SPECIALTY CORP,
CANTON, OH; LONZA WALKERSVILLE
INC, DAYTON, OH, ETC - 483S 10/02 TO
9/07
INTERNATIONAL BIORESOURCES LLC,
RARITAN, NJ - 483S 10/02 TO 9/07

INTERNATIONAL BIORESOURCES LLC,
OMAHA, NE - 483S 10/02 TO 9/07

BAXTER HEALTHCARE CORP,
CHARLOTTE, NC; INTERCELL
BIOMEDICAL LTD, RALEIGH, NC;
INTERNATIONAL BIORESOURCES LLC,
SANFORD, NC - 483S 10/02 TO 9/07
MERCK & CO INC, ST JOSEPH, MO -
483S 10/02 TO 9/07

BIOLIFE PLASMA SERVICES LP,
MOORHEAD, MN - 483S 10/02 TO 9/07

GLAXOSMITHKLINE BIOLOGICALS,
YPSILANTI, MI - 483S 10/02 TO 9/07

Action Offices Status /
Status Date

04/12/2010

05/17/2010

05/18/2010

04/22/2010

04/22/2010

03/29/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

No Record(s)

Partial Denial

Closed

Closed

Closed

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Closed for Other Reason

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Due Date
GOODNER, BLAKE 

Country Life

GRIFOLS BIOLOGICALS INC

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/DET-DO/DCB/
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2010-2089

2010-2090

2010-2091

2010-2092

2010-2093

2010-2094

2010-2095

2010-2096

2010-2097

2010-2098

2010-2099

2010-2100

Control #

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

Recd Date / Requester

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

Subject

GCAM INC, WALKERSVILLE, MD;
TALECRIS PLASMA RESOURCES INC,
FREDERICK, MD, ROCKVILLE, MD - 483S
10/02 TO 9/07
ABBOTT LABS, WORCESTER, MA; BIO
PRODUCTS LABORATORY, CANTON,
MA; CSL PLASMA INC, FARMINGTON,
MA, ETC - 483S 10/02 TO 9/07
BIO-MEDICS, BATON ROUGE, LA; ID
BIOMEDICAL CORP, NEW ORLEANS, LA;
PLASMA BIOLOGICAL SERVICES INC,
LAKE CHARLES, LA, ETC - 483S 10/02 TO
9/07
MASSACHUSETTS PUBLIC HEALTH
BIOLOGIC LABS, LOUISVILLE, KY - 483S
10/02 TO 9/07
BIOMAT USA INC, WICHITA, KS - 483S
10/02 TO 9/07

BIOLIFE PLASMA SERVICES LP, TERRE
HAUTE,IN; CSL BEHRING,
BLOOMINGTON, IN; TALECRIS PLASMA
RESOURCES INC, EVANSVILLE, IN, ETC
- 483S 10/02 TO 9/07
BAXTER HEALTHCARE CORP, ABBOTT,
IL; BIOMAT USA INC, DECATUR, IL;
GCAM INC, DEKALB, IL, ETC - 483S 10/02
TO 9/07
IBR PLASMACENTERS LLC, SIOUX CITY,
IA; NOVARTRIS VACCINES &
DIAGNOSTICS SRL, DES MOINES, IA;
WYETH LEDERLE VACCINES, IOWA
CITY, IA - 483S 10/02 TO 9/07
CATALENT BELGIUM SA, TAMPA, FL;
SANQUIN PLASMA PRODUCTS,
ATLANTIC BEACH, FL - 483S 10/02 TO
9/07
TALECRIS PLASMA RESOURCES INC,
NORCROSS, GA - 483S 10/02 TO 9/07

SANOFI PASTEUR INC, LAKEWOOD, CO
- 483S 10/02 TO 9/07

BIOLIFE PLASMA SERVICES LP, LOS
ANGELES, CA; BIORELIANCE CORP,
NEWBURY PARK, CA; SANOFI PASTEUR
SA, BAKERSFIELD, CA, ETC - 483S 10/02
TO 9/07

Action Offices Status /
Status Date

03/30/2010

05/17/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/31/2010

03/30/2010

03/30/2010

03/31/2010

03/31/2010

04/06/2010

Withdrawn Closed w/o Charges

No Record(s)

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Due Date
NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

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

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/CIN-DO/CCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/PHI-DO/PCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/
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2010-2101

2010-2102

2010-2103

2010-2104

2010-2105

2010-2106

2010-2107

2010-2108

2010-2109

2010-2110

2010-2111

2010-2112

2010-2113

Control #

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

03/29/2010

Recd Date / Requester

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

Subject

TALECRIS PLASMA RESOURCES INC,
YUMA, AZ - 483S 10/02 TO 9/07

BIOMAT USA INC, TEXARKANA, AR -
483S 10/02 TO 9/07

BIOMAT USA INC, MIDFIELD,
HUNTSVILLE, AL; TALECRIS PLASMA
RESOURCES INC, MONTGOMERY, AL-
483S 10/02 TO 9/07
CATALENT PHARMA SOLUTIONS LLC,
SIOUX FALLS, SD - 483S 10/02 TO 9/07

CSL BEHRING LLC, BILLINGS, MT;
INSTITUTO BIOCLON SA DE CV,
MISSOULA, MT - 483S 10/02 TO 9/07
IBR PLASMACENTERS LLC, EAST
AMMON, IN; TALECRIS PLASMA
RESOURCES INC, MOSCOW, ID - 483S
10/02 TO 9/07
BIOMAT USA INC, MILWAUKEE, WI
8/27/04; BSC II, MILWAUKEE, WI 11/1/02;
IBR PLASMACENTERS LLC,
SHEBOYGAN, WI, ETC - 483S
SANOFI PASTEUR SA, EVERETT, WA
6/9/09; TALECRIS PLASMA RESOURCES
INC, SEATTLE, WA 6/27/07 - 483S
BIOLIFE PLASMA SERVICES LLC, ST
PETERSBURG, VA 5/1/06; LONZA
BIOLOGICALS INC, RICHMOND, VA
4/18/08; MEDMIRA LABORATORIES INC,
ELKTON, VA 10/11/02, ETC - 483S
IBR PLASMACENTERS LLC, ST GEORGE,
UT - 483 5/1/09

NOVARTIS VACCINES & DIAGNOSTICS
SRL, NASHVILLE, TN - 483S 10/02 TO
9/07, 2/11/08
CSL BEHRING; ORTHO CLINICAL
DIAGNOSTICS INC, TALECRIS PLASMA
RESOURCES INC, ETC - 483S 10/02 TO
9/07
INTERNATIONAL BIORESOURCES LLC,
RIXENSART, BELGIUM; MERCK & CO
INC, FOY, CANADA; ID BIOMEDICAL,
ETOILE, FRANCE, ETC - 483S 10/02 TO
9/07

Action Offices Status /
Status Date

04/02/2010

03/30/2010

03/30/2010

03/30/2010

03/29/2010

03/29/2010

03/30/2010

03/29/2010

03/30/2010

04/21/2010

03/30/2010

03/31/2010

04/02/2010

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Due Date
NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SEA-DO/SCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/P-FO/SEA-DO/SCB/

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

ORA/SW-FO/DEN-DO/COMP/

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

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/PHI-DO/PCB/

CBER/OCTMA/DDOM/ALFB/
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2010-2114

2010-2130

2010-2131

2010-2132

2010-2133

2010-2136

2010-2138

2010-2140

2010-2141

2010-2142

2010-2143

2010-2144

Control #

03/29/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

Recd Date / Requester

04/26/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

Subject

ABBOTT BIOSEARCH CENTER INC,
WACO, TX; BIOLIFE PLASMA SERVICES
LP, AUSTIN, TX; BIOMAT USA INC, SAN
MARCOS, TX - 483S 10/02 TO 9/07
NICE-PAK PRODUCTS, MOORESVILLE,
IN, MARTIN ELKLWEALOR
PHARMACEUTICALS, ECONOMY, IN, JHP
PHARMACEUTICALS, ROCHESTER, MI,
ETC - 483S 2/1-28/10
MEDTRONIC NAVIGATION, LOUISVILLE.
CO, NSPIRE HEALTH, LONGMONT, CO -
483S 2/1-28/10
RECKITT BENCKISER, FORT WORTH, TX,
NEOS THERAPEUTICS, GRAND PRAIRIE,
TX, NEOCHILD, OKLAHOMA CITY, OK,
ETC - 483S 2/1-28/10
COSMED LABS, LOUISVILLE, KY,
BOEHRINGER INGELHEIM ROXANE,
COLUMBUS, OH, LARSON MEDICAL
PRODUCTS, COLUMBUS, OH, ETC -
483S 2/1-28/10
HOSPIRA, CLAYTON, NC - 483S 2/1-28/10

AMPAC FINE CHEMICALS, RANCHO
CORDOVA, CA, INTERSON CORP,
PLEASANTON, CA, FRESENIUS MEDICAL
CARE, LIVINGSTON, CA, ETC - 483S 2/1-
28/10
R&D BATTERIES, BURNSVILLE, MN -
483S 2/1-28/10

PERRIGO FLORIDA, LAKE WORTH, FL,
HILL DERMACEUTICALS, SANFORD, FL,
FHT, DAYTONA BEACH, FL, ETC - 483S
2/1-28/10
AIR TECHNIQUES, MELVILLE, NY, ETHOX
INTERNATIONAL, BUFFALO, NY, MINI
LAP TECHNOLOGIES, DOBBS FERRY,
NY, ETC - 483S 2/1-28/10
BAXTER HEALTHCARE CORP,
CLEVELAND, MS, NIDEK MEDICAL
PRODUCTS, BIRMINGHAM, AL - 483S
2/1-28/10
INDEPENDENCE TECHNOLOGY,
SOMERVILLE, NJ, SOMERVILLE
ACQUISTIONS CO, FLEMINGTON, NJ -
483S 2/1-28/10

Action Offices Status /
Status Date

03/30/2010

04/28/2010

05/25/2010

06/25/2010

06/11/2010

04/27/2010

04/23/2010

04/23/2010

06/03/2010

05/25/2010

04/20/2010

05/07/2010

Withdrawn Closed w/o Charges

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
NERA ECONOMIC CONSULTING FIRM

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/NJ-DO/NJCB/
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2010-2145

2010-2147

2010-2152

2010-2153

2010-2202

2010-2203

2010-2210

2010-2228

2010-2229

2010-2230

2010-2231

2010-2232

Control #

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/30/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

Recd Date / Requester

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

05/19/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

Subject

CAMBRIDGE ISOTOPE LABS, ANDOVER,
MA, STREM CHEMCIALS,
NEWBURYPORT, MA, JOHNSON
MATTHEY PHARMA SERVICES, DEVENS,
MA, ETC - 483S 2/1-28/10
PTI UNION, UNION, MO, TRAC ABOUT,
NEWTOWN, KS, GENERAL
PHYSIOTHERAPY, EARTH CITY, MO -
483S 2/1-28/10
GENZYME CORP, ALLSTON, MA -
CEREZYME, FABRAZYME, MYOZYME,
ETC 483S, WARNING LTRS, CORR 2008
GENZYME CORP, ALLSTON, MA - 483
MOST RECENT

BALCHEM CORP, NEW HAMPTON, NY -
EIRS, 483S, CO RESP 4/20/09-6/10/09

CHARLES H TOLEDO MD, SYLVA, NC -
EIRS, 483S, CO RESP 8/3-30/09

MERCK & CO - ISENTRESS
(RALTEGRAVIR) ISRS 5774830-8,
5846365-5, 6125976-6, ETC
BIOLIFE PLASMA SERVICES LP, AMMON,
ID -  BIO-MEDICS, ST MOSCOW, ID -
483S 8/27/08, 12/1/06

OCTAPHARMA PLASMA INC, WICHITA,
KS - 483S 1/17/08

TALECRIS PLASMA RESOURCES INC,
LOUISVILLE, KY - 483S 5/19/07

BIOLIGE PLASMA SERVICES LP, SIOUX
CITY, IA -  BIOMAT USA INC, MOINES, IA
-  BIOTEST PHARMACEUTICALS CORP,
IOWA CITY, IA - 483S 6/24/09, 6/29/06,
12/11/08
ABBOTT BIORESEARCH CENTER INC,
WORCESTER, MA - 5/18/07; ACAMBIS
INC, CANTON, MA - 6/16/06; LONZA
BIOLOGICS, INC, HOPKINTON, MA, ETC -
483S 4/18/08

Action Offices Status /
Status Date

05/12/2010

04/01/2010

04/14/2010

04/14/2010

04/06/2010

05/17/2010

04/05/2010

05/25/2010

05/21/2010

06/14/2010

05/21/2010

05/10/2010

Closed

Closed

Closed

Closed

No Record(s)

Partial Denial

Closed

Withdrawn Closed w/o Charges

Closed (Fee-related)

Withdrawn Closed w/o Charges

Closed (Fee-related)

Closed

Due Date
FDA NEWS

FDA NEWS

SMITH, KIMBERLY K

JEFF COMISAROW MD

THOMSON REUTERS

THOMSON REUTERS

MERCK & CO., INC.

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NWE-DO/NWECB/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NYK-DO/NYDCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/ATL-DO/ACB/

CDER/ORP/DIDP/

ORA/P-FO/SEA-DO/SCB/

CBER/OCTMA/DDOM/ALFB/

ORA/SW-FO/KAN-DO/COMP/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/CIN-DO/CCB/

CBER/OCTMA/DDOM/ALFB/

ORA/SW-FO/KAN-DO/COMP/

CBER/OCTMA/DDOM/ALFB/

ORA/NE-FO/NWE-DO/NWECB/
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2010-2233

2010-2234

2010-2235

2010-2236

2010-2237

2010-2238

2010-2239

2010-2240

2010-2241

Control #

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

Recd Date / Requester

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

Subject

CSL PLASMA INC, BATON ROUGE, LA -
483S 3/29/07; MEDICAL CENTER OF
LOUISIANA TRUMA CENTER BLOOD
BANK, NEW ORLEANS, LA - 483S 11/6/08;
TALECRIS PLASMA RESOURCES INC,
CHARLES, LA, ETC - 483S 1/23/08
LONZA WALKERSVILLE INC,
WALKERSVILLE, MD - 483S 9/13/07; MID-
FLORIDA BIOLOGICALS (CANGENE
PLASMA RESOURCES FREDERICK),
FREDERICK, MD - 9/13/07; BIORELIANCE
CORP, ROCKVILLE, MD - 483S 2/18/09
COMMONWEALTH SERUM LABS LTD,
VICTORIA, AUSTRALIA - 483S 6/26/07;
OCTAPHARMA PHARMAZEUTIKA
PRODUKTIONSGES MBH, HEEMBECLK,
BELGUIM - 483S 3/31/06; GLAXO
SMITHKLINE - RIXENSART,  RIXENSART,
BELGIUM, ETC - 483S 9/21/07, 12/13/07,
6/12/09
INTERNATIONAL BIORESOURCES LLC,
PETERSBURG, VA - 483S 11/10/07/;
WAKO CHEMIUCALS USA INC,
RICHMOND, VA - 483S 11/9/07; IBR
PLASMACENTERS LLC, PORTSMOUTH,
VA, ETC - 483S 4/29/09
INTERNATIONAL BIORESOURCES LLC,
WACO, TX - 483S 11/23/05, 5/5/07; DCI
BIOLOGICALS AUSTIN LLC, AUSTIN, TX -
7/16/08; DCI BIOLOGICALS SAN MORCOS
LLC, SAN MARCOS, TX, ETC - 6/11/08
CSL PLASMA SERVICES INC, MELROSE
PARK, IL - 483S 5/5/07/; ABBOTT LABS,
ABBOTT PARK, IL - 483S 11/4/04, 11/2/07,
4/24/09; CSL PLASMA, DECATUR, IL, ETC
- 483S 3/23/06
NATIONAL LGENETICS INSTITUTE, LOS
ANGELES, CA - 483S 9/1/05; AMERICAN
NATIONAL RED CROSS (NAT'L TESTING
LABORATORY), SAN DIEGO, CA - 483S
2/5/04/; BAXTER HEALTHCARE CORP,
LOS ANGLES, NEWBURY PARK, CA -
483SW 11/7/08, 5/15/09, 8/12/09
INTERNATIONAL BIORESOURCES LLC,
MIDFIELD, AL - 483S 9/24/08; TALECRIS
PLASMA RESOURCSES INC,
HUNTJSVILLE, MONTGOMERY, AL
11/28/07, 3/31/07
BSC II, TAMPA, FL - 483S 11/1/02;
TALECRIS PLASMA RESOURCES INC,
ATLANTIC BEACH, FL - 483S 7/30/08

Action Offices Status /
Status Date

05/21/2010

06/14/2010

04/09/2010

06/14/2010

06/14/2010

06/14/2010

04/24/2010

05/21/2010

06/03/2010

Closed (Fee-related)

Closed

Withdrawn Closed w/o Charges

Closed

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Closed

Closed (Fee-related)

Closed

Due Date
NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

ORA/SE-FO/NOL-DO/NOCB/

CBER/OCTMA/DDOM/ALFB/

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

CBER/OCTMA/DDOM/ALFB/

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

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/CHI-DO/CCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/NOL-DO/NOCB/

CBER/OCTMA/DDOM/ALFB/

ORA/SE-FO/FLA-DO/FCB/
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2010-2242

2010-2243

2010-2244

2010-2245

2010-2248

2010-2249

2010-2250

2010-2251

2010-2252

2010-2253

2010-2254

2010-2255

2010-2256

2010-2257

Control #

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

Recd Date / Requester

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

05/19/2010

05/19/2010

04/28/2010

04/28/2010

04/28/2010

04/28/2010

Subject

BIOMAT USA INC, LAKEWOOD, CO -
483S 9/19/08

TALECRIS PLASMA RESOURCES INC,
YUMA, AZ - 483S 1/7/09

DCI BIOLOGICALS TEXARKANA, LLC,
TEXARKANA, AR - 483S 11/9/07

IMMUCOR INC, NORCROSS, GA - 483S
8/15/08

PLASMACARE INC, TERRE HAUTE, IN
3/25/09; BAXTER PHARMACEUTICALS
SOLUTIONS LLC, BLOOMINGTON, IN
6/30/06; BIOLIFE PLASMA SERVICES LP,
KOKOMO, IN 10/14/04, ETC - 483S
INTERNATIONAL BIORESOURSES LLC,
MOORHEAD, MN - 483S 8/3/08

INTERNATIONAL BOIRESOURCE LLC,
YPSILANTI, MI - 483S 2/9/08

PLASMA BIOLOGICAL SERVICES, SAINT
JOSEPH, MO - 483S 9/26/07

BIOLIFE PLASMA SERVICES LP,
BILLINGS, MT 10/22/08; MISSOULA, MT
5/28/08 - 483S

INTERNATIONAL BIORESOURCES LLC,
CHARLOTTE, NC 12/10/08; CATALENT
PHARMA SOLUTIONS LLC, RALEIGH, NC
6/2/06; WYETH LEDERLE VACCINES,
SANFORD, NC 8/7/09 - 483S 
OCTAPHARMA PLASMA INC, OMAHA, NE
- 483S 8/20/08

ORTHO CLINICAL DIAGNOSTICS INC,
RARITAN, NJ - 483S 9/15/06

PLASMACARE INC, CINCINNATI, OH
7/15/09; INTERNATIONAL
BIORESOURCES LLC, COLUMBUS, OH
8/23/08; TALECRIS PLASMA RESOURCES,
CANTON, OH 7/14/07 ETC -  483S 
BIOLIFE PLASMA SERVICES LP, SAINT
GEORGE, UT - 483S 10/25/08

Action Offices Status /
Status Date

05/25/2010

06/14/2010

06/14/2010

04/08/2010

04/29/2010

05/04/2010

04/29/2010

05/21/2010

05/25/2010

05/25/2010

05/21/2010

04/28/2010

06/14/2010

06/14/2010

No Record(s)

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Closed

Closed

Closed

Closed

Closed (Fee-related)

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Closed (Fee-related)

Closed

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Due Date
NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

ORA/SW-FO/DEN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/KAN-DO/COMP/

CBER/OCTMA/DDOM/ALFB/

ORA/P-FO/SEA-DO/SCB/

CBER/OCTMA/DDOM/ALFB/

ORA/SE-FO/ATL-DO/ACB/

CBER/OCTMA/DDOM/ALFB/

ORA/SW-FO/KAN-DO/COMP/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/NJ-DO/NJCB/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/CIN-DO/CCB/

CBER/OCTMA/DDOM/ALFB/

ORA/SW-FO/DEN-DO/COMP/
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2010-2258

2010-2259

2010-2260

2010-2261

2010-2262

2010-2264

2010-2266

2010-2281

2010-2290

2010-2295

2010-2296

2010-2297

2010-2308

2010-2322

Control #

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

03/31/2010

04/01/2010

04/01/2010

04/01/2010

04/01/2010

04/01/2010

04/02/2010

Recd Date / Requester

04/28/2010

04/28/2010

04/28/2010

05/26/2010

05/19/2010

05/19/2010

04/28/2010

04/28/2010

04/29/2010

04/29/2010

04/29/2010

04/29/2010

04/29/2010

04/30/2010

Subject

PLASMA BIOLOGICAL SERVICES INC,
NASHVILLE, TN -  483S 1/28/09

AUROBINDO UNIT XII, PRADESH, INDIA -
EIR, 483 9/08 TO 9/09

TALECRIS PLASMA RESOURSES INC,
SIOUX FALLS, SD - 483S 2/6/08

SANOFI PASTEUR INC, SWIFTWATER,
PA 10/10/08; BIOLOGICAL SPECIALTY
CORP, BRISTOL, PA 2/12/03; MERCK &
COMPANY INC, WEST POINT, PA 11/17/06
ETC - 483S 
BIOMAT USA INC, PORTLAND, OR - 483S
6/7/06

BIOMAT USA INC, EVERETT, WA 8/8/07;
ZYMOGENETICS INC, SEATTLE, WA
7/20/07 - 483S 

TALECRIS PLASMA RESOURCES INC,
MILWAUKEE, WI 9/26/06; INTERSTATE
BLOOD BANK INC OF WI, MILWAUKEE,
WI 1/17/06, ETC - 483S 
GENZYME CORP, FRAMINGHAM, MA -
483

483S 2005 TO 2009

GEMINI PHARMS - EIR, 483 MOST
RECENT

DENDREON CORP, HANOVER, NJ - 483
2010

ELIDEL (PIMECROLIMUS) NDA 21-302 -
ISRS 4662045, 4837881, 5241127, ETC

ADVANTAGE DOSE, SHREVEPORT, LA -
483 10/28/08-11/12/08

PDMA INSPS - EIRS, 483S

Action Offices Status /
Status Date

04/20/2010

03/31/2010

05/04/2010

05/25/2010

05/25/2010

05/25/2010

05/04/2010

05/17/2010

05/27/2010

05/14/2010

04/29/2010

04/09/2010

04/05/2010

04/08/2010

Closed

Closed (Fee-related)

Closed

Closed

Withdrawn Closed w/o Charges

Withdrawn Closed w/o Charges

Closed

Closed

Withdrawn Closed w/o Charges

Closed

Closed

Closed

Closed

No Record(s)

Due Date
NERA ECONOMIC CONSULTING FIRM

GlaxoSmithKline

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

NERA ECONOMIC CONSULTING FIRM

JP MORGAN CHASE

CLARUS INFORMATION

PERRIGO CO

OGG, RYAN 

NOVARTIS PHARMACEUTICAL CORP

THE GOLD SHEET

PORZIO PHARMACEUTICAL SERVICES LLC

ORA/SE-FO/NOL-DO/NOCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/PHI-DO/PCB/

CBER/OCTMA/DDOM/ALFB/

ORA/P-FO/SEA-DO/SCB/

CBER/OCTMA/DDOM/ALFB/

ORA/P-FO/SEA-DO/SCB/

CBER/OCTMA/DDOM/ALFB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/ORM/

ORA/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/NJ-DO/NJCB/

CBER/OCTMA/DDOM/ALFB/

CDER/ORP/DIDP/

ORA/SE-FO/NOL-DO/NOCB/

ORA/ORM/

OM/OSS/OPILS/DFI/
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2010-2324

2010-2441

2010-2442

2010-2445

2010-2447

2010-2461

2010-2492

2010-2539

2010-2540

2010-2601

2010-2605

2010-2649

2010-2664

2010-2688

Control #

04/02/2010

04/06/2010

04/06/2010

04/06/2010

04/06/2010

04/06/2010

04/07/2010

04/08/2010

04/08/2010

04/12/2010

04/12/2010

04/13/2010

04/13/2010

04/14/2010

Recd Date / Requester

04/30/2010

05/04/2010

05/04/2010

05/04/2010

05/04/2010

05/04/2010

05/05/2010

05/06/2010

05/06/2010

05/10/2010

05/10/2010

05/11/2010

05/11/2010

05/12/2010

Subject

PHARMACEUTICAL, BIOLOGICS,
MEDICAL DVC MFG FACILITIES (IN &
OUTSIDE THE US) - 483S 3/1-31/10
EMMELLEN BIOTECH
PHARMACEUTICALS LTD, MAHAD, INDIA
- EIR, 483, CO RESP 2/12-15/01
SCOTT S REUBEN, LONGMEADOW, MA -
EIR, 483, COR RESP 4/20/09-5/21/09

KEITH J PIERCE MD, LIVONIA, MI - EIR,
483, CO RESP 11/25/03

BADALAMENTE MARIE, HEALTH
SCIENCE CENTER, STONY BROOK, NY -
EIR, 483, CO RESP 6/09
EASTMAN CHEMICAL CO, KINGSPORT,
TN - EIR, 483 1/1/09 TO 2/28/10 

SPL 483335, 483336 - LAB RESULTS

KV PHARMACEUTICAL CO - EIRS, 483S,
CO RESP, ETC 2006 TO PRESENT

ETHEX CORP - EIRS, 483S, CO RESP,
ETC 2006 TO PRESENT

NORWICH PHARMS, NORWICH, NY - 483
3/09 TO 5/09  

PIED PIPER PET & WILDLIFE INC,
HAMLIN TX - 483 

AUROBINDO UNIT XII, ANDHRA
PRADESH, INDIA - EIRS, 483S 9/08 TO
9/09
ALTAIR PHARMACEUTICALS INC,
AQUEBOGUE, NY - 483 1/11/10-2/4/10

DJO LLC, DJO INC, DJO ORTHOPEDICS
INC - PAIN PUMP  DVCS EIRS, 483S 

Action Offices Status /
Status Date

04/12/2010

05/13/2010

06/02/2010

05/12/2010

05/25/2010

04/07/2010

04/16/2010

05/05/2010

05/03/2010

05/12/2010

04/14/2010

04/13/2010

05/14/2010

05/26/2010

Closed

Closed

Closed

Partial Denial

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed (Fee-related)

Closed

No Record(s)

Due Date
FDA NEWS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

GRIFOLS BIOLOGICALS INC

ALLEY CLARK GREIWE

SONNENSCHEIN NATH & ROSENTHAL LLP

SONNENSCHEIN NATH & ROSENTHAL LLP

KENDLE REGULATORY AFFAIRS

BROYLES, ROBERT 

GlaxoSmithKline

PRESTIGE BRANDS INC

FORGIE & LEONARD LLP

ORA/ORM/

CDER/ORP/DIDP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/DET-DO/DCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/LOS-DO/LACB/
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2010-2696

2010-2731

2010-2752

2010-2779

2010-2808

2010-2809

2010-2810

2010-2812

2010-2813

2010-2840

2010-2842

2010-2844

Control #

04/14/2010

04/16/2010

04/16/2010

04/16/2010

04/19/2010

04/19/2010

04/19/2010

04/19/2010

04/19/2010

04/20/2010

04/20/2010

04/20/2010

Recd Date / Requester

05/12/2010

05/14/2010

05/14/2010

05/14/2010

05/17/2010

05/17/2010

05/17/2010

05/17/2010

05/17/2010

05/18/2010

05/18/2010

05/18/2010

Subject

GENZYME CORP, ALLSTON, MA - 483S
1/07 TO PRESENT

ALMAC CLINICAL TECHNOLOGIES,
YARDLEY, PA - EIR, 483, WARNING
LTRS, ETC 1/05 TO PRESENT
QUMAS, CORK, IRELAND - EIRS, 483S,
WARNING LTRS, ETC 1/05 TO PRESENT

CHESTER PACKAGING LLC - 483S
9/25/09,10/13/09

STERLING WINTHROP
PHARMACEUTICALS RESEARCH,
COLLEGEVILLE, PA - 483 MOST RECENT

HASKELL LAB ( EI DUPONT), NEWARK,
DE - 483 MOST RECENT

INSTITUTE OF IN VITRO SCIENCES,
GAITHERSBURG, MD - 483 MOST
RECENT
SANTA CRUZ NUTRITIONALS/HARMONY
FOODS, SANTA CRUZ, CA; NUTRO LABS
(DIV OF NBTY INC), PLAINFIELD, NJ;
NATRUAL ORGANICS LABORATORIES
INC, AMITYVILLE, NY ETC - EIRS 483
6/1/09 TO PRESENT

MOFFITT GENETICS CORP, TAMPA, FL -
TOTAL CANCER CARE PROTOC0L
#14690, 483
SPAPCELABS HEALTHCARE, ISSAQUAH,
WA - 483S 3/10

ABBOTT DIABETES CARE, ALAMEDA,
CA; ANGIOSCORE, FREMONT, CA; APRIA
HEALTHCARE, NOVATO, CA - 483S 3/10
ERIE MEDICAL, PLEASANT PRAIRIE, WI;
RYT-WAY INDUSTRIES, LAKEVILLE, MN;
COLOPLAST CORP, NORTH MANKATO,
MN ETC - 483S 3/10

Action Offices Status /
Status Date

05/14/2010

04/20/2010

04/16/2010

06/11/2010

04/20/2010

04/20/2010

06/14/2010

06/01/2010

06/07/2010

05/18/2010

05/04/2010

05/24/2010

Closed

No Record(s)

No Record(s)

Closed

Closed

No Record(s)

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

Due Date
BLOOMBERG NEWS

NEUROGESX INC

NEUROGESX INC

SCIENCE & REGULATORY CONSULTANTS
INC

MERCK & CO., INC.

MERCK & CO., INC.

MERCK & CO., INC.

CONTRY LIFE LLC

M2GEN

FDA NEWS

FDA NEWS

FDA NEWS

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/PHI-DO/PCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CIN-DO/CCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/PHI-DO/PCB/

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

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/FLA-DO/FCB/

CFSAN/OCD/EOS/

ORA/SE-FO/FLA-DO/FCB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/MIN-DO/MCB/
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2010-2845

2010-2846

2010-2847

2010-2848

2010-2849

2010-2850

2010-2851

2010-2852

2010-2853

2010-2855

2010-2859

2010-2913

2010-2929

2010-2937

Control #

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/20/2010

04/21/2010

04/22/2010

04/22/2010

Recd Date / Requester

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/18/2010

05/19/2010

05/20/2010

05/20/2010

Subject

JEROME STEVENS PHARMS, BOHEMIA,
NY; GEMINI PHARMS, COMMACK, NY;
ABBE LABS, FARMINGDALE, NY ETC -
483S 3/10
BAXTER HEALTHCARE CORP,
CLEVELAND, MS; NIDEK MEDICAL
PRODS, BIRMINGHAM, AL - 483S 3/10
DIOPSYS, PINE BROOK, NJ; THE MED
TECH GROUP, S PLAINFIELD, NJ;
IMPACT INSTRUMENTATION, W
CALDWELL, NJ ETC - 483S 3/10
DOCTOR'S RESEARCH GROUP,
SOUTHBURY, CT; DAVOL INC SUB CR
BARD, WARWICK, RI - 483S 3/10
CARLSBAD TECHNOLOGY, CARLSBAD,
CA; ANCHEN PHARMS, IRVINE, CA;
CAROLINA LIQUID CHEMISTRIES, BREA,
CA ETC - 483S 3/10
LLOYD INC OF IOWA, SHENADOAH, IA;
RELIABLE BIOPHARMACEUTICAL,
OVERLAND, MO; APTUIT, KANSAS CITY,
MO ETC - 483S 3/10
BIO-NUCLEONICS, DORAL, FL;
CARDINAL HEALTH 414, FORT
LAUDERDALE, FL; ARJ MEDICAL,
OLDSMAR, FL ETC - 483S 3/10
BAXTER PHARMACEUTRICALS
SOLUTIONS, BLOOMINGTON, IN;
FUTURE PAK, WIXOM, MI; MONOSOL RX,
PORTAGE, IN ETC - 483S 3/10
DESERET LABS, ST GEORGE, UT;
WILSA, DENVER, CO - 483S 3/10

CANBERRA CORP, TOLEDO, OH; TREK
DIAGNOSTIC SYSTEMS, CLEVELAND,
OH - 483S 3/10
BAPTIST HEALTH SOUTH FLORIDA IRB,
MIAMI, FL -  PROTOCOL #14690 TOTAL
CANCER CARE, 483 2009           
BAXA - 483, EIR 

AMRESCO INC, SOLON, OH - EIRS, 483S
1/08 TO 12/09

NICHOLS INSTITUTE DIAGNOSTICS INC
- 483, CO RESP 2005

Action Offices Status /
Status Date

06/04/2010

04/20/2010

06/22/2010

06/02/2010

05/14/2010

05/04/2010

06/09/2010

05/18/2010

05/25/2010

06/11/2010

06/09/2010

05/25/2010

06/22/2010

07/07/2010

Closed

Withdrawn Closed w/o Charges

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

M2GEN

PATHEON INC

GRIFOLS BIOLOGICALS INC

RIGRODSKY & LONG PA

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/
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2010-2939

2010-2950

2010-2953

2010-2954

2010-2955

2010-2956

2010-2959

2010-2964

2010-2966

2010-2993

2010-3010

2010-3012

2010-3015

Control #

04/22/2010

04/23/2010

04/23/2010

04/23/2010

04/23/2010

04/23/2010

04/23/2010

04/23/2010

04/23/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

Recd Date / Requester

05/20/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

Subject

SFBC INTERNATIONAL, MIAMI, FL - EIR,
483 5/15/06

SHAMROCK MEDICAL SOLUTIONS
GROUP, LEWIS CENTER, OH - EIRS,
483S, CO RESP 7/14/09-10/2/09
BOSTON SCIENTIFIC, MARLBOROUGH,
MA - EIRS, 483S, CO RESP 4/1-18/08

BRYANT RANCH PREPACK, NORTH
HOLLYWOOD, CA - EIRS, 483S, CO
RESP 6/2-11/09
CAMBRIDGE LABS, INC, WISCONSIN -
EIRS, 483S, CO RESP 2007

CELSIS, AFFTON, MO - EIRS, 483S, CO
RESP 5/14-18/07

PROVIDENCE HOSPITAL, WASHINGTON
- EIRS, 483S, CO RESP 1/27/09-11/3/09

PFIZER, INC - EIRS, 483S, CO RESP, ETC
4/25/05-6/6/05, 5/4/09-6/3/09

NOSTRUM LABS, KANSAS CITY, MO -
483S 3/08, 8/08, 11/08

2006-14835

BERNARD RUBIN (UNIV NORTH TEXAS
HEALTH SCIENCE CTR), FT WORTH, TX
- 483, EIR CORR, CO RESP 8/91 TO
PRESENT  
CRAIG LEONARDI (CENTRAL
DERMATOLOGY PC), ST LOUIS, MO -
483, EIR, CORR, CO RESP 3/08 TO
PRESENT 
JOHN ALOIA (WINTHROP UNVI HOSP),
MINEOLA, NY - 483, EIR, CORR, CO
RESP 1/99 TO PRESENT  

Action Offices Status /
Status Date

05/13/2010

06/22/2010

06/23/2010

05/26/2010

05/13/2010

04/29/2010

06/14/2010

05/17/2010

04/30/2010

05/12/2010

05/05/2010

05/04/2010

05/13/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Partial Denial

Closed

Closed

Closed

No Record(s)

Due Date
GALITZ, LAWRENCE A

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

PPD DEVELOPMENT

PERRIGO CO

FOI SERVICES INC

Celgene Corporation

Celgene Corporation

Celgene Corporation

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/CIN-DO/CCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SEA-DO/SCB/

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

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

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

ORA/NE-FO/NWE-DO/NWECB/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NYK-DO/NYDCB/
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2010-3023

2010-3029

2010-3033

2010-3056

2010-3060

2010-3063

2010-3065

2010-3081

2010-3082

2010-3084

2010-3086

2010-3089

2010-3090

2010-3091

2010-3092

Control #

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

Recd Date / Requester

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

Subject

2006-14839

JOHN GOODMAN ( HILL TOP RES), WEST
PALM BEACH, FL - 483, EIR, CORR, CO
RESP 12/94 TO PRESENT 
STEVEN KEMPERS ( MINNESOTA CLNCL
STUDY CTR), FRIDLEY, MN - 483, EIR,
CORR, CO RESP 8/09 TO PRESENT 
ROBERT KALB ( BUFFALO MED GRP),
WILLIAMSVILLE, NY - 483, EIR, CORR,
CO RESP 12/92 TO PRESENT 
RICHARD OLSON (OAKLAWN PHYS
GRP), DALLAS, TX - 483, EIR, CORR, CO
RESP 3/92 TO PRESENT  
KV PHARMACEUTICAL CO - EIRS, 483S,
RESP 2003 TO 2005

ETHEX CORP - EIRS, 483S, RESP 2003
TO 2005

JEROLD POWERS ( HILL TOP RES INC),
SCOTTSDALE, AZ - 483, EIR, CORR, CO
RESP 4/95 TO PRESENT 
HOWARD SOFEN, LOS ANGELES, CA -
483, EIR, CORR, CO RESP 4/08 TO
PRESENT 
RICHARD RAUCK ( PIEDMONT
ANESTHESIA & PAIN CONSULTANTS),
WINSTON SALEM, NC - 483, EIR, CORR,
CO RESP 3/08 TO PRESENT 
SHELLY KAFKA (ALTOONA CTR CLIN
RES), DUNCANSVILLE, PA - 483, EIR,
CORR, CO RESP 5/03 TO PRESENT 
RONALD SAVIN (SAVIN DERM CTR),
NEW HAVEN, CT - 483, EIR, CORR, CO
RESP 2/84 TO PRESENT 
SEWON KANG ( UNVI MICHIGAN MED
CTR), ANN ARBOR, MI - 483, EIR, CORR,
CO RESP 4/98 TO PRESENT 

DAVID MANDEL, MAYFIELD VILLAGE, OH
- 483, EIR, CORR, CO RESP 4/04 TO
PRESENT 
BRUCE MILLER ( DERM ASSOC PC),
PORTLAND, OR - 483, EIR, CORR, CO
RESP 5/96 TO PRESENT 

Action Offices Status /
Status Date

05/03/2010

06/16/2010

05/25/2010

05/13/2010

05/05/2010

05/04/2010

05/04/2010

04/29/2010

05/05/2010

06/21/2010

07/07/2010

06/02/2010

05/06/2010

06/22/2010

05/27/2010

Closed

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

Due Date
FOI SERVICES INC

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

SONNENSCHEIN NATH & ROSENTHAL LLP

SONNENSCHEIN NATH & ROSENTHAL LLP

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

OM/OSS/OPILS/DFI/

ORA/SE-FO/FLA-DO/FCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/DET-DO/DCB/

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

ORA/CE-FO/CIN-DO/CCB/

ORA/P-FO/SEA-DO/SCB/
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2010-3093

2010-3094

2010-3095

2010-3096

2010-3097

2010-3098

2010-3099

2010-3100

2010-3101

2010-3102

2010-3104

2010-3105

2010-3107

2010-3133

Control #

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/26/2010

04/27/2010

Recd Date / Requester

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/24/2010

05/25/2010

Subject

GERALD KRUEGER (UNIV UTAH MED
CTR), SALT LAKE CITY, UT - 483, EIR,
CORR, CO RESP 5/82 TO PRESENT  
LAWRENCE SCHACHNER (UNIV MIAMI),
MIAMI, FL - 483, EIR, CORR, CO RESP
2/81 TO PRESENT 
ALAN BRODSKY (PRESBYTERIAN
HOSP), DALLAS, TX - 483, EIR, CORR,
CO RESP 6/87 TO PRESENT 
FRANK DUNLAP (ARGUS RES INC),
TUCSON, AZ - 483, EIR, CORR, CO RESP
6/95 TO PRESENT  
JEROME SHUPACK ( NEW YORK UNIV
MED CTR), NY, NY - 483, EIR, CORR, CO
RESP 2/90 TO PRESENT 
ALICIA BARBA (INTL DERMATOL RES),
MIAMI, FL - 483, EIR, CORR, CO RESP
4/05 TO PRESENT 
MICHAEL KELLER (SAN DIEGO
ARTHRITIS OSTEOPOROSIS MED CLIN),
SAN DIEGO, CA - 483, EIR, CORR, CO
RESP 9/81 TO PRESENT 
EUGENE MONROE (ADVANCED
HEALTHCARE SC), MILWAUKEE, WI -
483, EIR, CORR, CO RESP 4/91 TO
PRESENT  
NICHOLAS LOWE (CLNCL RES SPEC
INC), SANTA MONICA, CA - 483, EIR,
CORR, CO RESP 4/82 TO PRESENT 
DAVID HASSMAN (COMPREHENSIVE
CLNCL RES), BERLIN, NJ - 483, EIR,
CORR, CO RESP 7/01 TO PRESENT 
DANIEL STEWART ( MIDWEST
CUTANEOUS RES CORP), CLINTON
TOWNSHIP, MI - 483, EIR, CORR, CO
RESP 5/06 TO PRESENT 
MICHAEL BOLOGNESE ( BONE HEALTH
CTR), BETHESDA, MD - 483, EIR, CORR,
CO RESP 10/04 TO PRESENT 
J ROOS, ACADEMISCH ZIEKENHUIS DER
VU, AMSTERDAM, NETHERLANDS - 483,
EIR, CORR, CO RESP 6/89 TO PRESENT 
DR LYNNE B HARRISON PHD, HARRISON
RESEARCH LABORATORIES INC,
MAPLEWOOD, UNION, NJ - EIR,483,
CORR, ETC  6/27/95

Action Offices Status /
Status Date

05/25/2010

06/16/2010

05/05/2010

04/29/2010

05/13/2010

06/21/2010

04/29/2010

06/01/2010

04/29/2010

06/22/2010

05/06/2010

06/14/2010

05/25/2010

05/13/2010

No Record(s)

No Record(s)

Closed

Closed

No Record(s)

Closed

No Record(s)

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Due Date
Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

Celgene Corporation

PATTON BOGGS, L.L.P.

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/P-FO/LOS-DO/LACB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/MIN-DO/MCB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/DET-DO/DCB/

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

CDER/ORP/DIDP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/OCI/
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2010-3135

2010-3142

2010-3147

2010-3156

2010-3157

2010-3162

2010-3212

2010-3217

2010-3218

2010-3314

2010-3315

2010-3317

Control #

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/27/2010

04/28/2010

05/03/2010

05/03/2010

05/03/2010

05/05/2010

05/05/2010

05/05/2010

Recd Date / Requester

05/25/2010

05/25/2010

05/25/2010

05/25/2010

05/25/2010

05/26/2010

06/01/2010

06/01/2010

06/01/2010

06/03/2010

06/03/2010

06/03/2010

Subject

JAMES SWINEHART (COLORADO MED
RES CTR), DENVER, CO - 483, EIR,
CORR, CO RESP 3/91 TO PRESENT  
ARNALDO TORRES, SYNERGY, ST
PETERSBURG, FL - 483, EIR, CORR, CO
RESP 10/04 TO PRESENT  
DR VINEL - EIR, 483 2/00 

E. EXCEL INTL, DENVER CO; MILK
SPECIALTIES GLOBAL FOOD
SOLUTIONS, MINNEAPOLIS, MN; UNITED
NUTRITIION LABS INC, PHILADELPHIA,
PA  - 483 6/2009 TO PRESENT  

CRYO CELL INTERNATIONAL INC - 483,
CO RESP 

ALOHA MEDICINALS INC - EIRS, 483S,
WARNING LTRS, ETC

NEXGEN PHARMA, IRVINE, CA - EIR, 483
MOST RECENT

JOEL PICUS MD, WASHINGTON
UNIVERSITY FOR MEDICINE SITEMAN
CANCER, ST LOUIS, MO - EIR, 482, 483,
ETC 10-23-26/09
10-HFD-45-04-01 - EIR, 483

ERIC SHELDON, ARTHRITIS &
RHEUMATIC CARE CTR, MIAMI, FL - EIR,
483, CORR, ETC 1/05 TO PRESENT
STEPHEN TYRING, UNIV TEXAS MED BR
CTR CLINL STUDIES, HOUSTON, TX -
EIRS, 483S, CORR ETC 11/94 TO 4/10
ADVANCED CLINICAL RESEARCH
INSTITUTE, DENIS RIFF, ANAHEIM, CA -
EIRS, 483S, CORR ETC 5/95 TO 4/10

Action Offices Status /
Status Date

05/25/2010

06/23/2010

04/28/2010

05/07/2010

06/23/2010

05/03/2010

06/09/2010

05/12/2010

05/19/2010

06/28/2010

05/14/2010

06/29/2010

Closed

Closed

No Record(s)

Duplicate Request

Closed

Closed

Partial Denial

Closed

No Record(s)

Closed

Duplicate Request

Closed

Due Date
Celgene Corporation

Celgene Corporation

FOI SERVICES INC

UNITED NATURAL PRODUCTS ALLIANCE

STEMBANC INC 

GRONEK & ASSOCIATES

GOTESMAN, NORBERT 

AMGEN

FIGAROTTA, ROBERT 

Celgene Corporation

Celgene Corporation

Celgene Corporation

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/DEN-DO/COMP/

ORA/SE-FO/FLA-DO/FCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/LOS-DO/LACB/

ORA/SW-FO/KAN-DO/COMP/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/P-FO/LOS-DO/LACB/
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2010-3326

2010-3340

2010-3353

2010-3358

2010-3422

2010-3423

2010-3426

2010-3427

2010-3433

2010-3483

Control #

05/05/2010

05/05/2010

05/06/2010

05/06/2010

05/10/2010

05/10/2010

05/10/2010

05/10/2010

05/11/2010

05/12/2010

Recd Date / Requester

06/03/2010

06/03/2010

06/04/2010

06/04/2010

06/08/2010

06/08/2010

06/08/2010

07/19/2010

06/09/2010

06/10/2010

Subject

MANUFACTURING FACILITIES
(PHARMACEUTICAL, BIOLOGICAL,
MEDICAL DEVICES) - 483S
THE SUN PRODUCTS CORP, BOWLING
GREEN, KY - 11/17-19/09; ISOMEDIX
OPERATIONS INC, GROVERPORT, OH -
1/19-27/10; OAKWOOD LABS LLC, SOLON
OH - 1/11-19/10 ETC 483S 
GENERAL MILLS, ALBUQUEREQUE, NM;
AVON, IA; BELVIDERE, IL, ETC - EIRS,
483S, CO RESP 5/09, 9/09, 7/09, ETC

MCNEIL, FORT WASHINGTON, PA - 483S
LAST 10 YRS

HUZHOU ZHANWANG, HUZHOU CITY,
CHINA - EIR, 483, CO RESP 5/13-16/02

MALLADI DRUGS & PHARMS,
EKKATTUTHANGAL CHENNAI, INDIA -
EIR, 483, CO RESP 2/26-28/01
HOWARD HERMANN, PHILADELPHIA, PA
- EIR, 483, CO RESP 1/21-28/10

MARIANNE WAMBOLDT MD, DENVER,
CO - EIR, 483, CO RESP 3/09

AMERICAN CYANAMID CORP,
PRINCETON, NJ - EIRS, 483S 1978 TO
1991
PERRIGO CO, ALLEGAN, MI - 483S 1/09
TO PRESENT

Action Offices Status /
Status Date

05/12/2010

06/22/2010

05/18/2010

07/08/2010

05/14/2010

05/12/2010

05/18/2010

06/15/2010

06/03/2010

05/28/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Withdrawn Closed w/o Charges

No Record(s)

Closed

Due Date
FDA NEWS

THOMPSON, RAY 

GENERAL MILLS

BLOOMBERG NEWS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

THOMSON REUTERS

Center for Regulatory Services, Inc.

MCCANN, JOE 

ORA/ORM/

ORA/CE-FO/CIN-DO/CCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/CHI-DO/CCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/PHI-DO/PCB/

CDER/ORP/DIDP/

CDER/ORP/DIDP/

ORA/CE-FO/PHI-DO/PCB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/DET-DO/DCB/
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2010-3484

2010-3494

2010-3501

2010-3504

2010-3505

2010-3514

2010-3561

2010-3562

2010-3564

2010-3566

2010-3568

2010-3569

Control #

05/12/2010

05/12/2010

05/12/2010

05/12/2010

05/12/2010

05/12/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

Recd Date / Requester

06/10/2010

06/10/2010

06/10/2010

06/10/2010

06/10/2010

06/10/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

Subject

NBTY INC, RONKONKOMA, NY - 483S
6/30/08 TO PRESENT

B & B PHARMS INC, AURORA, CO 2/2-
8/10; BIO CENTRIC LABS INC, BRIGHTON,
CO 10/26/09-11/13/09; NAVAJO
MANUFACTURING CO INC, DENVER, CO
12/22-29/09, ETC - 483S
RUSH & HEBBLE CO INC, EDINBURGH,
IN 12/7/09-1/6/10; NICE PAK PRODUCTS
INC, MOORESVILLE, IN 1/26/10-2/10/10; L
PERRIGO CO, ALLEGAN, MI 11/17/09-
1/14/10, ETC - 483S
PERRIGO FLORIDA INC, LAKE WORTH,
FL 2/1-11/10; AVEVA DRUG DELIVERY
SYSTEMS INC, MIRAMAR, FL 10/22/09-
12/4/09; SMART SCIENCE LABS, ODESSA,
FL 12/17/09-1/11/10, ETC - 483S
CARLSBAD TECHNOLOGY, CARLSBAD,
CA3/8-12/10; GILEAD SCIENCES, INC,
FOSTER CITY, CA 11/18/09-12/4/09;
AMPAC FINE CHEMICALS LLC, RANCHO
CORDOVA, CA 2/9-19/10, ETC - 483S 
KELLOGGS, NORTH CAROLINA &
GEROGIA - CO RESP, 483 6/09 TO
PRESENT 

DIXTAL MEDICAL, WALLINGFORD, CT;
FORESIGHT IMAGING, CHELMSFORD,
MA; ZOE MEDICAL, TOPSFIELD, MA, ETC
- 483S 4/10
INTERNATIONAL REHABILITIATIVE
SCIENCES, VANCOUVER, WA; NITROX,
LYNNWOOD, WA - 483S 4/10
LUXTRON DBA LUMASENSE
TECHNOLOGIES, SANTA CLARA, CA;
IMPAX LABS, HAYWOAR, CA; SGARLATO
MED, SAN JOSE, CA, ETC - 483S 4/10
CHITOGEN, MINNEAPOLIS, MN; IKI MFG
CO, EDGERTON, WI - 483S 4/10

METALIFT, BATON ROUGE, LA;
JOHNSON LABS, TROY, AL; VAL MED,
NEW ORLEANS, LA,  ETC - 483S 4/10
ZARGIS MEDICAL, PRINCETON, NJ;
RUGER CHEMICAL, LINDEN, NJ;
MAQUET DATASCOPE, MAHWAH, NJ,
ETC - 483S 4/10

Action Offices Status /
Status Date

06/23/2010

05/25/2010

05/20/2010

06/08/2010

06/23/2010

05/13/2010

06/07/2010

06/10/2010

06/10/2010

06/04/2010

05/17/2010

07/01/2010

No Record(s)

Closed

Closed

Closed

Duplicate Request

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
MCCANN, JOE 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

FOI SERVICES INC

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/DEN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SE-FO/SJN-DO/SJCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/ATL-DO/ACB/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SEA-DO/SCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/NJ-DO/NJCB/
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2010-3571

2010-3574

2010-3575

2010-3577

2010-3583

2010-3585

2010-3586

2010-3587

2010-3591

2010-3619

2010-3655

2010-3656

2010-3657

Control #

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/14/2010

05/17/2010

05/18/2010

05/18/2010

05/18/2010

Recd Date / Requester

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

07/02/2010

06/15/2010

06/16/2010

06/16/2010

06/16/2010

Subject

CHEM-TECH, PLEASANTVILLE, IA;
NOVARTIS CONSUMER HEALTH,
LINCOLN, NE; IODITECH, KANSAS CITY,
MO, ETC - 483S 4/10
ELBA, TROY, MI, DANMAR PRODS, ANN
ARBOR, MI; DSC LABS, MUSKEGON, MI,
ETC - 483S 4/10
VITROLIFE, ENGLEWOOD, CO;
NOVARAD, AMERICAN FORK, UT;
CERAPEDICS, WESTMINSTER, CO -
483S 4/10
VALTRONIC TECH, SOLON, OH; MP
BIOMEDICALS DIAGNOSTICS DIVISION,
SOLON, OH; KUTOL PRODUCTS,
CINCINNATI, OH, ETC - 483S 4/10
CRAMER PRODUCTS INC, GARDNER, KS
1/14-20/10; SANDHILLS PAKAGING INC,
LEXINGTON, NE 2/2-4/10 - 483S
RYT WAY INDUSTRIES INC, LAKEVILLE,
MN 2/17/10-3/15/10; GENEVA LABS INC,
ELKHORN, WI 3/8-11/10; CEDARBURG
PHARMS INC, GRAFTON, WI 11/16/09-
12/14/09, ETC - 483S
MANKIND CORP, DANBURY, CT 11/12/09-
12/4/09; MILBAR LABS INC, EAST HAVEN,
CT 1/22-27/10; APLICARE INC, MERIDEN,
CT 12/14-17/09, ETC - 483S
BENTLEY LABS LLC, EDISON, NJ 11/12-
17/09; REBGRO CORP, ROEBLING, NJ
12/29/09-1/15/10; NOVEL LABS INC,
SOMERSET, NJ 2/9/10-3/5/10, ETC - 483S
CENTURA HEALTH AT HOME,
COLORADO - EIR, 483, WARNING LTRS
1/03 TO PRESENT 
BROOKSTONE PHARMACEUTICALS LLC,
ACELLA PHARMACEUTICALS LLC,
ALPHARETTA, GA - EIRS, 483S,
WARNING LTRS, ETC 
MARK GRAVES MD, WELBORN CLINIC,
EVANSVILLE, IN - 483 5/27/08

DOUGLAS G YOUNG MD, NORTHERN
CALIFORNIA RESEARCH CORP,
SACRAMENTO, CA - 483 7/11/06, 4/7/08,
9/14/09 
CARL P GRIFFIN MD, LYNN HEALTH
SCIENCES INSTITUTE, OKLAHOMA CITY,
OK - 483 10/20/08 

Action Offices Status /
Status Date

06/01/2010

06/10/2010

05/25/2010

06/22/2010

05/19/2010

06/03/2010

07/07/2010

06/22/2010

06/17/2010

05/17/2010

05/27/2010

06/16/2010

05/27/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed (Fee-related)

Closed

Closed

Closed

Due Date
FDA NEWS

FDA NEWS

FDA NEWS

FDA NEWS

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

LINCARE INC

FULBRIGHT & JAWORSKI LLP

OREXIGEN THERAPEUTICS INC 

OREXIGEN THERAPEUTICS INC 

OREXIGEN THERAPEUTICS INC 

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/DEN-DO/COMP/

ORA/CE-FO/CIN-DO/CCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SW-FO/DEN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/



Closed FOIAs - 483s since July 1, 2009
Records: 1337

July      12, 2010 10:52 AMPage 91 of 97

2010-3662

2010-3665

2010-3666

2010-3700

2010-3729

2010-3731

2010-3762

2010-3767

2010-3771

2010-3772

2010-3776

2010-3810

2010-3812

2010-3843

Control #

05/18/2010

05/18/2010

05/18/2010

05/19/2010

05/20/2010

05/20/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/21/2010

05/25/2010

05/25/2010

05/25/2010

Recd Date / Requester

06/16/2010

06/16/2010

06/16/2010

06/17/2010

06/18/2010

06/18/2010

06/21/2010

06/21/2010

06/21/2010

06/21/2010

06/21/2010

06/23/2010

06/23/2010

06/23/2010

Subject

FOLSOM METAL PRODUCTS INC,
PELHAM, AL - 483S, CORR, ETC

FRUIT OF THE EARTH INC, FT WORTH,
TX - LAST 2 483S 

L PERRIGO CO, ALLEGAN, MI - LAST 2
483S 

BROOKSTONE PHARMS LLC, ACELLA
PHAMS LLC, ALPHARETTA. GA - EIRS,
483S, WARNING LTRS, ETC 1/09 TO
PRESENT
MARK S WALLACE MD, UCSD MEDICAL
CTR,  LA JOLLA, CA - EIR, WARNING
LTR, 483 1/05 TO PRESENT 
ERT TECHNOLOGIES, PHILADELPHIA,
PA - EIR, WARNING LTR, 483 1/05 TO
PRESENT 
UNIVERSAL MEDICAL INC, EWING, NJ -
EIR, 483, WARNING LTRS, ETC 2010

SNBL USA LTD, EVERETT, WA 11/16-
20/09; HEALTHFIRST CORP, MOUNTLAKE
TERRANCE, WA 1/11-19/09; GYNEX
CORP, REDMOND, WA 1/12-21/10, ETC -
483S
APOTHECA SUPPLY INC, DECATUR, GA
- 483 1/5-6/10

NATUROPATCH OF VERMONT INC,
WESTMINSTER, VT - 483 12/15-16/09

CARLSBAD TECHNOLOGY INC,
CARLSBAD, CA 3/8-12/10; GILEAD
SCIENCES INC, FOSTER, CA 11/18/09-
12/4/09; AMPAC FINE CHEMICALS LLC,
RANCHO CORDOVA, CA 2/9-19/10, ETC -
483S
AARON INDUSTRIES, CLINTON, SC -
483S LAST 2

AARON INDUSTRIES, LYNWOOD, CA -
483S LAST 2

BAXTER, CLEVELAND, MS - EIR, 483 2/6-
21/10

Action Offices Status /
Status Date

05/18/2010

06/16/2010

06/03/2010

05/20/2010

06/24/2010

05/26/2010

07/01/2010

06/22/2010

06/03/2010

06/02/2010

06/21/2010

06/21/2010

06/03/2010

05/26/2010

Closed

No Record(s)

Closed

Closed (Fee-related)

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Partial Denial

Due Date
SOLOMON, TED 

VIJON LABORATORIES INC  

VIJON LABORATORIES INC  

FULBRIGHT & JAWORSKI LLP

NEUROGESX INC

NEUROGESX INC

SUSSMAN, MARVIN L

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

THOMPSON, RAY 

VI-JON LABORATORIES INC

VI-JON LABORATORIES INC

DUNCAN WILLIAMS

CDRH/OMO/DEMO/FOIB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/NJ-DO/NJCB/

OM/OSS/OPILS/DFI/

ORA/P-FO/SEA-DO/SCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/
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2010-3846

2010-3859

2010-3861

2010-3862

2010-3907

2010-3935

2010-3977

2010-3981

2010-4032

2010-4086

2010-4093

2010-4094

2010-4096

Control #

05/26/2010

05/26/2010

05/26/2010

05/26/2010

05/26/2010

05/28/2010

06/01/2010

06/01/2010

06/03/2010

06/04/2010

06/07/2010

06/07/2010

06/07/2010

Recd Date / Requester

06/24/2010

06/24/2010

06/24/2010

06/24/2010

06/24/2010

06/28/2010

06/29/2010

06/29/2010

07/01/2010

07/02/2010

07/06/2010

07/06/2010

07/06/2010

Subject

TEVA PHARMACEUTICAL INDUSTRIES,
TIKVA, ISRAEL; NORTH WALES, PA -
EIRS, 483S LAST 12 MONTHS

PERRIGO - 483S, WARNING LTRS LAST
5 YRS

PERRIGO CO, MI, NY, FL - 483S LAST 12
MONTHS, WARNING LTR ISSUED TO MI
FACILITY

SENIOR RESPIRATORY SOLUTIONS INC,
TX - EIRS, 483S, WARNING LTRS 1/03 TO
PRESENT

DIAMOND DIAGNOSTICS, HOLLISTON,
MA - EIR, 483, CO RESP, WARNING LTR
2007 TO PRESENT 
GNT GROUP, TARRYTOWN, NY; CHRIS
HANSEN, MILWAUKEE, WI; ROHA USA
LLC, ST LOUIS, MO - EIRS, 483S LAST
TEN YRS

SENORX INC, IRVINE, CA -  483, RESP
LTR TO 483 9/30/09 TO PRESENT

PERRIGO, ALLEGAN, MI - EIRS, 483S
11/17/09 TO 1/14/10

NON-CLINICAL LABORATORY
FACILITIES IN CALIFORNIA - 482S, 483S
10/08 TO 12/08

PHARMACEUTICAL, BIOLOGICS,
MEDICAL DVC MFG FACILITIES (IN &
OUTSIDE THE US) - 483S 5/1-31/10
ORTHOTIC & PROSTHETIC LAB,
WEBSTER GROVES, MO - EIRS, 483S,
CO RESP 7/09

KEMIN HEALTH, DES MOINES, IA - EIRS,
483S CO RESP10/09

BROOKSTONS PHARMACEUTICALS LLC,
ACELLA PHARMACEUTICALS LLC,
ALPHARETTA, GA - EIRS, 483S, 482S,
ETC 1/09 TO PRESENT

Action Offices Status /
Status Date

06/01/2010

06/03/2010

06/23/2010

06/16/2010

07/07/2010

06/24/2010

06/24/2010

06/10/2010

06/24/2010

06/09/2010

06/10/2010

06/08/2010

06/07/2010

Closed

Withdrawn Closed w/o Charges

Closed

No Record(s)

Closed

Closed

Closed

Partial Denial

Closed

Closed

Closed

No Record(s)

Closed (Fee-related)

Due Date
MCCANN, JOE 

SIGMA CAPITAL MANAGEMENT LLC

D E SHAW GROUP

LINCARE INC

FOI SERVICES INC

SENSIENT COLORS INC LCW

GLAZER CAPITAL MANAGEMENT LP

WORKERS UNITED SEIU

SCHARBERG, DAVID L 

FDA NEWS

THOMSON REUTERS

KENDLE REGULATORY AFFAIRS

FULBRIGHT & JAWORSKI LLP

CDER/ORP/DIDP/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/DET-DO/DCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/FLA-DO/FCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

OM/OSS/OPILS/DFI/

ORA/NE-FO/NWE-DO/NWECB/

ORA/CE-FO/MIN-DO/MCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/DET-DO/DCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/ORM/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/
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2010-4099

2010-4105

2010-4166

2010-4177

2010-4179

2010-4182

2010-4183

2010-4186

2010-4214

2010-4229

2010-4233

2010-4235

2010-4241

2010-4299

Control #

06/07/2010

06/07/2010

06/09/2010

06/09/2010

06/09/2010

06/09/2010

06/09/2010

06/09/2010

06/10/2010

06/11/2010

06/11/2010

06/11/2010

06/11/2010

06/14/2010

Recd Date / Requester

07/06/2010

07/06/2010

07/08/2010

07/08/2010

07/08/2010

07/08/2010

07/08/2010

07/08/2010

07/09/2010

07/12/2010

07/12/2010

07/12/2010

07/12/2010

07/13/2010

Subject

 BIOLOGICS & MEDICAL DVC MFG
FACILITIES IN THE USA & OUTSIDE USA
- LIST OF  483S 6/1-31/10
LAWRENCE C HURST MD, STONY
BROOK, NY - EIR, 483, CO RESP 6/17/09-
7/6/09
BAYER SCHERING PHARMA,
BERGKAMEN, GERMANY - EIRS, 483S
2/8-15/10
L PERRIGO CO, ALLEGAN, MI - EIRS,
483S, WARNING LTRS

MCNEILL CONSUMER HEALTHCARE, FT
WASHINGTON, PA - 483, CORR, CO
RESP 11/17/09-1/14/10
L PERRIGO CO, ALLEGAN, MI - 483,
CORR, CO RESP 11/17/09-1/14/10

ADVANCED STERILIZATION PRODUCTS,
NEW BRUNSWICK, NJ - 483, CORR, CO
RESP 6/1/09-9/29/09
DR J MIGEULANGELO, PEREZ-CRUET,
ROYAL OAK, MI - 483, CORR, CO RESP
9/12/09-12/2/09
DR ROY FREEMAN (BETH ISRAEL
DEACONESS MEDICAL CTR), BOSTON,
MA - EIRS, 483S, WARNING LTRS, ETC
1/05 TO PRESENT
WE CARE DESIGNS, MANDEVILLE, LA,
AES OPTIC, SENATOBIA, MS, AXIS
HEALTH CARE, MONTGOMERY, AL -
483S 5/1-31/10
VVF KANSAS SERVICES, KANSAS CITY,
MO, KS, JWP & ASSOCIATES,
CHESTERFIELD, MO - 483S 5/1-31/10
PENINSULA MEDICAL, LIVONIA, MI, THE
BRAUN CORP, WINAMAC, IN, THE
STANDING CO, SAGINAW, MI, ETC -
483S 5/1-31/10
ELI LILLY & CO - EIRS, 483S 8/4/08

RAZA ALY (UNIV CALIFORNIA SCH
MEDICINE), SAN FRANCISCO, CA - EIR,
483, CO RESP 8/26/09

Action Offices Status /
Status Date

06/08/2010

07/02/2010

06/09/2010

07/06/2010

06/23/2010

06/28/2010

06/24/2010

07/08/2010

06/22/2010

06/23/2010

07/06/2010

07/07/2010

06/28/2010

06/29/2010

Duplicate Request

Closed

Closed (Fee-related)

Closed

No Record(s)

Closed

Duplicate Request

Closed

No Record(s)

Closed

Closed

Closed

Closed

Closed

Due Date
FDA NEWS

THOMSON REUTERS

PFIZER

FOLEY & LARDNER LLP

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

WASHINGTON INFORMATION SOURCE

NEUROGESX INC

FDA NEWS

FDA NEWS

FDA NEWS

BANYU PHARMACEUTICAL CO LTD

KENDLE REGULATORY AFFAIRS

ORA/ORM/

ORA/NE-FO/NYK-DO/NYDCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/PHI-DO/PCB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/CE-FO/NJ-DO/NJCB/

ORA/CE-FO/DET-DO/DCB/

ORA/NE-FO/NWE-DO/NWECB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/CE-FO/DET-DO/DCB/

ORA/CE-FO/DET-DO/DCB/

OM/OSS/OPILS/DFI/

ORA/P-FO/SAN-DO/SFCB/
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2010-4305

2010-4308

2010-4309

2010-4310

2010-4314

2010-4330

2010-4331

2010-4341

2010-4370

2010-4372

2010-4373

2010-4374

2010-4375

2010-4380

Control #

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

Recd Date / Requester

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

Subject

ROBERT A FELDMAN (UROLOGY SPEC
PC), WATERBURY, CT - EIR, 483, CO
RESP 3/25/09
DAVID FIORENTINO (STANFORD UNIV
DEPT OF DERMATOLOGY), STANFORD,
CA -  EIR, 483, CO RESP 8/22/08
ROBERT D FERRERA (CERTIFIED CLIN
RES LLD #21), SACRAMENTO, CA -  EIR,
483, CO RESP 5/8/08
JEROME S FISCHER (DIABETES &
GLANDULAR DISEASE RES CTR), SAN
ANTONIO, TX - EIR, 483, CO RESP
10/2/08
ISAAC FRANCIS (UNIV MICHIGAN HOSP),
ANN ARBOR, MI - EIR, 483, CO RESP
2/15/08
RAYMOND L CARLSON, ALLIANCE, NE -
EIRS,  483S, CO RESP 7/29/08

MAIA U CHAKERIAN  (BAY AREA CTR
PAIN & PALLIATIVE CARE), LOS GATOS
CA, EIRS, 483S, CO RESP 3/12/08

THOMAS E FLYNN (ST LUKES
ROOSVELT HOSP CTR), NEW YORK, NY
- EIRS, 483S, CO RESP 7/16/08
COVANCE LABORATORIES INC,
MADISON, WI - EIRS, 483S, WARNING
LTRS, ETC 1/05 TO PRESENT
MEDCOMM SOLUTIONS LLC,
EMERYVILLE, CA - EIRS, 483S,
WARNING LTRS, ETC 1/09 TO PRESENT
ROBERT A DAHMES (LOUISIANA RES
ASSOC INC), NEW ORLEANS, LA -  EIR,
483, CO RESP 9/21/08

DRUG SAFETY ALLIANCE, DURHAM, NC
- EIRS, 483S, WARNING LTRS, ETC 1/05
TO PRESENT
IMAGE SOLUTIONS INC, WHIPPANY, NJ -
EIRS, 483S, WARNING LTRS, ETC 1/05 TO
PRESENT
GRATTAN WOODSON III MD (ATLANTA
RES CTR), DECATUR, GA - EIR, 483, CO
RESP 4/13/09

Action Offices Status /
Status Date

06/22/2010

06/21/2010

06/29/2010

07/02/2010

07/09/2010

06/24/2010

07/07/2010

06/23/2010

06/28/2010

06/21/2010

06/21/2010

06/29/2010

07/07/2010

06/29/2010

No Record(s)

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

No Record(s)

Closed

Closed

No Record(s)

Closed

Due Date
KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

NEUROGESX INC

NEUROGESX INC

KENDLE REGULATORY AFFAIRS

NEUROGESX INC

NEUROGESX INC

KENDLE REGULATORY AFFAIRS

ORA/NE-FO/NWE-DO/NWECB/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/CE-FO/DET-DO/DCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/SAN-DO/SFCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/NOL-DO/NOCB/

CDER/ORP/DIDP/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/ATL-DO/ACB/

ORA/CE-FO/NJ-DO/NJCB/

ORA/SE-FO/ATL-DO/ACB/
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2010-4381

2010-4383

2010-4394

2010-4395

2010-4399

2010-4400

2010-4402

2010-4420

2010-4422

2010-4476

2010-4483

2010-4484

2010-4490

2010-4501

2010-4505

Control #

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/14/2010

06/16/2010

06/16/2010

06/16/2010

06/16/2010

06/16/2010

06/16/2010

Recd Date / Requester

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/13/2010

07/15/2010

07/15/2010

07/15/2010

07/15/2010

07/15/2010

07/15/2010

Subject

ANDREW D BADLEY (MAYO CLINIC),
ROCHESTER, MN - EIR, 483, CO RESP
9/8/08
SHAKER R DAKHIL (CA CTR KANSAS),
WITCHITA, KS - EIR, 483, CO RESP
7/20/09
DOUGLAS YOUNG MD (NORTHERN
CALIFORNIA RES CORP), SACRAMENTO,
CA - EIR, 483, CO RESP 9/14/09
DAVID YOUNG MD (UNIV CALIFORNIA
SAN FRANCISCO/SAN FRANCISCO GEN
HOSP), SAN FRANCISCO, CA - EIR, 483,
CO RESP 6/9/08
LAWRENCE WRUBLE MD (MEMPHIS
GASTROENTEROLOGY GRP PC),
MEMPHIS, TN - EIR, 483, CO RESP
1/14/09
DOUGLAS YOUNG MD (NORTHERN
CALIFORNIA RES CORP), SACRAMENTO,
CA - EIR, 483, CO RESP 4/7/08
JAMES BERETTA MD (CLINICAL
RESEARCH CONSULTANT INC),
BIRMINGHAM, AL - EIR, 483, CO RESP
6/3/08
JALAL K GHAHI (LOUISIANA STATE UNIV
MED CTR), SHREVEPORT, LA - EIR, 483,
CO RESP 1/12/09
PEGGY ANN GARJIAN, BROOKLYN, NY -
EIR, 483, CO RESP 1/22/08

SAMUEL P HMIEL (WASHINGTON UNIV
SCH MED/ST LOUIS CHILD HOSP), ST
LOUIS, MO - EIRS, 483S, CO RESP
8/18/08
BRUCE J ITELD (CHALMETTE CV INST),
CHLMETTE, LA - EIRS, 483S, CO RESP
6/2/09
LAWRENCE C HURST, STONEY BROOK,
NY - EIRS, 483S, CO RESP 6/17/09

COLBY H GROSSMAN (PALMETTO
INTERNAL MED), SUMMERVILLE, SC -
EIRS, 483S, CO RESP 5/6/08
COLONIAL CHEMICAL INC, SOUTH
PITTSBURG, TN - EIRS, 483S, CORR,
ETC 1/05 TO PRESENT
483S LAST TEN YRS

Action Offices Status /
Status Date

07/08/2010

06/24/2010

07/07/2010

07/07/2010

06/18/2010

07/07/2010

06/18/2010

06/16/2010

06/23/2010

06/22/2010

06/22/2010

07/02/2010

06/21/2010

06/22/2010

06/25/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

Due Date
KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

HENNEPIN LIFE SCIENCES

FDAZILLA

ORA/CE-FO/MIN-DO/MCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/SAN-DO/SFCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/P-FO/SAN-DO/SFCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SE-FO/NOL-DO/NOCB/

ORA/NE-FO/NYK-DO/NYDCB/

ORA/SE-FO/ATL-DO/ACB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/ORM/
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2010-4518

2010-4519

2010-4528

2010-4550

2010-4554

2010-4558

2010-4641

2010-4642

2010-4739

2010-4824

2010-4838

2010-4909

2010-4910

2010-4915

2010-4918

2010-4960

Control #

06/16/2010

06/16/2010

06/16/2010

06/17/2010

06/17/2010

06/17/2010

06/18/2010

06/18/2010

06/21/2010

06/23/2010

06/23/2010

06/25/2010

06/25/2010

06/25/2010

06/25/2010

06/29/2010

Recd Date / Requester

07/15/2010

07/15/2010

07/15/2010

07/16/2010

07/16/2010

07/16/2010

07/19/2010

07/19/2010

07/20/2010

07/22/2010

07/22/2010

07/26/2010

07/26/2010

07/26/2010

07/26/2010

07/28/2010

Subject

BOYDE J HARRISON (WINSTON
TECHNOLOGY INC), HALEYVILLE, AL -
EIR, 483, CO RESP 3/31/09
LILLIAN HARSTINE (TRILOGY RES),
WICHITA, KS - EIR, 483, CO RESP
11/10/08
MALLINCKRODT BAKER INC,
PHILLIPSBURG, NJ - EIR, 483 6/25-26/09,
7/1-2/09
MICHAEL T JARRATT
(DERMRESEARCH), AUSTIN, TX - EIRS,
483S, CO RESP 6/1/09
KING WHITE MD (CA SPEC SOUTHWEST
LA),LAKE CHARLES, LA - EIRS, 483S, CO
RESP 3/9/09
STEVEN K KRUGER (LINCOLN CARDIOL
ASSOC), LINCOLN, NE - EIRS, 483S, CO
RESP 3/3/08
CRAIG L LEONARDI (CENTRAL
DERMATOLOGY), ST LOUIS, MO - EIRS,
483S, CO RESP 3/18/08
CRAIG L LEONARD (CENTRAL
DERMATOLOGY), ST LOUIS, MO - EIRS,
483S, CO RESP 3/10/08
2009-4838 

ROBERT D MARKS (ALABAMA
DIGESTIVE RES CTR), ALABASTER, AL -
EIRS, 483S 3/11/08
ZIMMER HOLDINGS, WARSAW, IN - 483
2007 TO 2010 

WILLIAM D ORIORDAN (ESTUDY SITE),
SAN DIEGO, CA - EIR, 483 7/21/08

KYLE PATRICK, CHANDLER, AZ - EIR,
483 11/25/08

ROBERT PROVENZANO (ST JOHN HOSP
& MED CTR), DETROIT, MI - EIR, 483
8/4/08 
ARTHUR L POCH, SHREVEPORT, LA -
EIR, 483 2/11/08

TALHA SHAMIM (HEARTLAND CLINL RES
INC), OMAHA, NE - EIRS, 483S 10/6/08

Action Offices Status /
Status Date

06/23/2010

06/24/2010

06/16/2010

07/07/2010

06/22/2010

06/24/2010

06/22/2010

06/22/2010

07/02/2010

06/25/2010

06/25/2010

06/29/2010

07/07/2010

06/25/2010

06/28/2010

07/02/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

No Record(s)

Closed

Closed

Closed

Closed

Due Date
KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

HANFORD PHARMS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

MERCK & CO., INC.

KENDLE REGULATORY AFFAIRS

INTEGWARE INC

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/DET-DO/DCB/

ORA/P-FO/LOS-DO/LACB/

ORA/P-FO/LOS-DO/LACB/

ORA/CE-FO/DET-DO/DCB/

ORA/SE-FO/NOL-DO/NOCB/

ORA/SW-FO/KAN-DO/COMP/
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2010-4963

2010-4964

2010-4965

2010-4996

2010-5007

2010-5064

2010-5075

2010-5204

2010-5213

Control #

06/29/2010

06/29/2010

06/29/2010

06/29/2010

06/29/2010

06/30/2010

07/01/2010

07/08/2010

07/08/2010

Recd Date / Requester

07/28/2010

07/28/2010

07/28/2010

07/28/2010

07/28/2010

07/29/2010

07/30/2010

08/05/2010

08/05/2010

Subject

SHERWYN L LSCHWARTZ (DIABETES
CLANDULAR DISEASE RES ASSOC PA),
SAN ANTONIO, TX - EIRS, 483S 8/31/09
ROBERT SCHWAB (QUALIA CLINL
SERV), OMAHA, NE - EIRS, 483S 6/3/08

JON I SCHEINMAN (UNIV OF KANSAS
MEDICAL CENTER), KANSAS CITY, KS -
EIRS, 483S 7/14/08
DENNIS S RIFF (ADVANCED CLINL RES
INST), ANAHEIM, CA - EIRS, 483S, 1/76/09

BAXTER HEALTHCARE CORP,
CLEVELAND, MS - RESP TO 483 2/5/10 

TRIAD PHARM, HARTFORD, WI - 483S
LAST 3 YRS

JAMES G SULLIVAN (PARKWAY MED
CTR), BIRMINGHAM, AL - EIRS, 483S
3/11/09
CARDINAL HEALTH, FT LAUDERDALE, FL
- 483S, WARNING LTRS, RESP LTRS 1/08
TO PRESENT
SPARHAWK LABS (VETERINARY LABS) ,
LENEXA, KS - 483S 2010

Action Offices Status /
Status Date

07/09/2010

07/02/2010

07/02/2010

07/07/2010

06/30/2010

07/08/2010

07/02/2010

07/08/2010

07/08/2010

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Closed

Due Date
KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

KENDLE REGULATORY AFFAIRS

CADENCE PHARMACEUTICALS INC

G&W LABORATORIES INC

KENDLE REGULATORY AFFAIRS

GOODNER, BLAKE 

Center for Regulatory Services, Inc.

ORA/SW-FO/DAL-DO/COMPLIANCE/

ORA/SW-FO/KAN-DO/COMP/

ORA/SW-FO/KAN-DO/COMP/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

ORA/P-FO/LOS-DO/LACB/

OM/OSS/OPILS/DFI/

ORA/SE-FO/NOL-DO/NOCB/

ORA/CE-FO/MIN-DO/MCB/

ORA/SE-FO/NOL-DO/NOCB/

OM/OSS/OPILS/DFI/

ORA/SW-FO/KAN-DO/COMP/


