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Records: 261

SubjectControl # Recd Date/ Status/Requester Action Offices
Status DateDue Date

FDA/OO/OFBA/OAGS/

FDA/OMPT/CTP/OD/

Partial Response/
03/16/2017

PHOTOS OF FDA FUNDED RESEARCH  224-15-9004, 224-13-9001, E0748801,
C13040/E07525.01, ETC

PEOPLE FOR THE ETHICAL
TREATMENT OF ANIMALS

03/13/2017/
04/10/2017

2017-2208

OC/ORA/

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

Pending Action/
03/13/2017

974108 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2209

OC/ORA/

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

Pending Action/
03/13/2017

974111 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2210

OC/ORA/

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

Pending Action/
03/13/2017

 979409 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2211

OC/ORA/

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

Closed/
03/20/2017

988727 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2212

OC/ORA/

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

Pending Action/
03/13/2017

  992677 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2213

OC/ORA/

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

Pending Action/
03/13/2017

992676 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2214
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SubjectControl # Recd Date/ Status/Requester Action Offices
Status DateDue Date

OC/ORA/

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

Pending Action/
03/13/2017

 992675 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2215

OC/ORA/

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

Pending Action/
03/13/2017

992365 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2216

OC/ORA/

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

Pending Action/
03/13/2017

992364 Sample RecordsWendy Banka03/13/2017/
04/10/2017

2017-2217

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

NCT02030418 RECSINTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2218

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/13/2017

 NDA 205552 IMBRUVICAVerastem Inc03/13/2017/
04/10/2017

2017-2219

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

NANOSTIM LEADLESS PACEMAKER SYSTEM ST JUDE MEDICAL - RECS RE
ADVERSE EVENTS 01/01/2012 - 03/06/2017

INTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2220

FDA/OGROP/ORA/CE-FO/DET-DO/DET-
CB/
FDA/OMPT/CDRH/OCE/DID/

Partial Response/
03/20/2017

ZIMMER BIOMET CLASS I RECALL - AERS, COMMUNICATIONS 03/06/2016 -
03/06/2017

Williams Kherkher Hart Boundas
LLP

03/13/2017/
04/10/2017

2017-2221
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SubjectControl # Recd Date/ Status/Requester Action Offices
Status DateDue Date

OC/ORA/OCI/ Hold/
03/14/2017

FUMP CASES RE PHYSICIANS WHO ORDERED DRUGS NON FDA
APPROVED  01/05/2007 - 12/31/2016

MediConsult Legal Group03/13/2017/
04/10/2017

2017-2222

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/14/2017

ICLUSIG AERSARIAD PHARMACEUTICALS
INC

03/13/2017/
04/10/2017

2017-2223

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOIA LOG 01/01/2015 - 03/04/2017FOIA GROUP INC03/13/2017/
04/10/2017

2017-2224

FDA/OMPT/OSMP/OOPD/ Pending Action/
03/13/2017

MEBENDAZOLE ORPHAN PRODUCT DESIGNATION RECSPATH03/13/2017/
04/10/2017

2017-2225

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

Closed for Other Reason/
03/14/2017

HUVEPHARMA, VAN BUREN, AR - EIR 11/01/2016 - 11/30/2016Huvepharma, Inc.03/13/2017/
04/10/2017

2017-2226

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

K060643Micro-Tech (Nanjing) Co., Ltd.03/13/2017/
04/10/2017

2017-2227

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

 K962611Micro-Tech (Nanjing) Co., Ltd.03/13/2017/
04/10/2017

2017-2228

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

 K991375Micro-Tech (Nanjing) Co., Ltd.03/13/2017/
04/10/2017

2017-2229
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FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/14/2017

INTAS PHARMACEUTICALS LIMITED, INDIA; ACTAVIS, UK LIMITED, UK - 483
01/01/2015 - 02/28/2017

KPMG India03/13/2017/
04/10/2017

2017-2230

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

Hold/
03/23/2017

EXPERIMUR, CHICAGO, IL - 483, EIR, WARNING LETTER ETC 12/13/2015 -
03/05/2017

Zoetis Inc.03/13/2017/
04/10/2017

2017-2231

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

K120691Interventional Spine, Inc.03/13/2017/
04/10/2017

2017-2232

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

K032840Micro-Tech (Nanjing) Co., Ltd.03/13/2017/
04/10/2017

2017-2233

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/13/2017

NCT01764633 NCT01663402ORBIMED ADVISORS LLC03/13/2017/
04/10/2017

2017-2234

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/13/2017

NDA 017111FOLEY & LARDNER LLP03/13/2017/
04/10/2017

2017-2235

FDA/OMPT/CDER/ORP/DIDP/ Duplicate Request/
03/15/2017

  4124055 6424490 6776988 ETCChristopher Caiazza03/13/2017/
04/10/2017

2017-2236

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

NANOSTIM LEADLESS PACEMAKER SYSTEM ST JUDE MEIDCAL - SAFETY
INFORMATION, SAFETY ALERTS 01/01/2012 - 03/06/2017

INTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2237
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FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

K972964Micro-Tech (Nanjing) Co., Ltd.03/13/2017/
04/10/2017

2017-2238

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

Closed/
03/22/2017

GILCHRIST AND SOAMES, PLAINFIELD, IN - INSPECTION RECS 01/01/2015 -
01/01/2017

Felicia Swartzenberg03/13/2017/
04/10/2017

2017-2239

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

SIMVASTATIN, LISINOPRIL, LEVOTHYROXINE ETC AERSEarth Med Research03/13/2017/
04/10/2017

2017-2240

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

ANDA 090974Glenmark Pharmaceuticals Inc.,
USA

03/13/2017/
04/10/2017

2017-2241

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/13/2017

  10384767 9914118 9925751 ETC CASE REPORTSTHE NEW YORK TIMES03/13/2017/
04/10/2017

2017-2242

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2014-3475 2014-3867Diligentia Group03/13/2017/
04/10/2017

2017-2243

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/13/2017

PROZAC, DIAMOX, SYMMETREL - PRODUCT LABELS, PRESCRIBING
INFORMATION

EAS CONSULTING GROUP
LLC

03/13/2017/
04/10/2017

2017-2244

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

K151159Monteris Medical03/13/2017/
04/10/2017

2017-2245
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SubjectControl # Recd Date/ Status/Requester Action Offices
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FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

ENVIRON 513(g) SUBMISSIONContract In-House Counsel and
Consultants, LLC

03/13/2017/
04/10/2017

2017-2246

FDA/OFVM/CFSAN/OCD/EOS/ Pending Action/
03/13/2017

FCN 1615Keller and Heckman LLP03/13/2017/
04/10/2017

2017-2247

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

Pending Action/
03/13/2017

BIOAGILYTIX - 483, EIR  01/01/2008 - 03/07/2017PPD03/13/2017/
04/10/2017

2017-2248

FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
DCB/

Pending Action/
03/13/2017

UNITHER MANUFACTURING, ROCHESTER, NY - 483 01/01/2017 - 03/07/2017Michael Parker03/13/2017/
04/10/2017

2017-2249

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/13/2017

BUPROPION HCL XM 150 MG AERSElise Vestal03/13/2017/
04/10/2017

2017-2250

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

CARDIAC CRYOABLATION SYSTEM MEDTRONIC CRYOCATH LP -
COMMUNICATIONS RE ADVERSE

INTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2251

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

ESSURE - COMMUNICATIONS RE ADVERSE EVENTSINTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2252

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

CARDIAC CRYOABLATION SYSTEM MEDTRONIC CRYOCATH LP - SAFETY
INFORMATION, SAFETY ALERT

INTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2253
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Status DateDue Date

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

ESSURE - SAFETY INFORMATION, SAFETY ALERTSINTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2254

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

 NCT00621621, NCT00889681, NCT01456949 ETCINTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2255

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/13/2017

NCT01948882, NCT01327105, NCT01740687INTERNATIONAL
CONSORTIUM OF
INVESTIGATIVE JOURNALISTS

03/13/2017/
04/10/2017

2017-2256

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

Closed for Other Reason/
03/16/2017

HOSPIRA INC, MCPHERSON, KS - 483 06/08/2016 - 06/08/2016Fresenius Kabi USA,LLC03/13/2017/
04/10/2017

2017-2257

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

Pending Action/
03/13/2017

MORTON GROVE PHARMACEUTICALS, INC, MORTON GROVE, IL - 483
02/05/2016 - 02/05/2016

Fresenius Kabi USA, LLC03/13/2017/
04/10/2017

2017-2258

FDA/OC/OES/DDM/ Closed/
03/17/2017

Citizen Petition 87P-0039FOI Services, Inc.03/13/2017/
04/10/2017

2017-2259

FDA/OMPT/CDRH/OCE/DID/ Acknowledgement Letter/
03/13/2017

HALT MEDICAL INC - THE ABLATION SYSTEM K121858GYNESONICS03/13/2017/
04/10/2017

2017-2260

FDA/OC/OES/DFOI/ Closed/
03/14/2017

2015-1316FOI Services, Inc.03/13/2017/
04/10/2017

2017-2261
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FDA/OC/OES/DFOI/ Closed/
03/14/2017

 2015-7684FOI Services, Inc.03/13/2017/
04/10/2017

2017-2262

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2015-7684FOI Services, Inc.03/13/2017/
04/10/2017

2017-2263

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2016-646FOI Services, Inc.03/13/2017/
04/10/2017

2017-2264

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2015-8071FOI Services, Inc.03/13/2017/
04/10/2017

2017-2265

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2015-8175FOI Services, Inc.03/13/2017/
04/10/2017

2017-2266

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2016-4001FOI Services, Inc.03/13/2017/
04/10/2017

2017-2267

FDA/OC/OES/DFOI/ Closed/
03/21/2017

2016-2495FOI Services, Inc.03/13/2017/
04/10/2017

2017-2268

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2016-4005FOI Services, Inc.03/13/2017/
04/10/2017

2017-2269
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FDA/OC/OES/DFOI/ Closed/
03/17/2017

 2016-4010FOI Services, Inc.03/13/2017/
04/10/2017

2017-2270

FDA/OC/OES/DFOI/ Closed/
03/17/2017

 2015-9170FOI Services, Inc.03/13/2017/
04/10/2017

2017-2271

FDA/OC/OES/DFOI/ Closed/
03/17/2017

2016-4322FOI Services, Inc.03/13/2017/
04/10/2017

2017-2272

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

Acknowledgement Letter/
03/13/2017

ADVANCED TESTING LABORATORIES INC, CINCINNATI, OH - EIR 12/13-21/16ADVANCED TESTING
LABORATORIES INC

03/13/2017/
04/10/2017

2017-2273

FDA/OMPT/CDRH/OCE/DID/ Acknowledgement Letter/
03/13/2017

SCANADU INC - SCOUT TRICORDER DVC CORR, CMPLNTS, RESP, ETCCHIMICLES & TIKELLIS LLP03/13/2017/
04/10/2017

2017-2274

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/20/2017

DR REDDYS, ANDRHA, PRADESH, INDIA - 483 3/8/17MYLAN INC03/13/2017/
04/10/2017

2017-2275

FDA/OGROP/ORA/ORM/ Closed/
03/16/2017

PHARMACEUTICAL, BIIOLOGICS, DVC MFG FACILITIES, ETC - 483S 2/1-28/17FDA NEWS03/13/2017/
04/10/2017

2017-2276

FDA/OC/OES/DFOI/ Closed/
03/13/2017

EIRS, 483S 7/16 TO PRESENTWASHINGTON INFORMATION
SOURCE

03/13/2017/
04/10/2017

2017-2277
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FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/14/2017

ISRS 4124055, 6424490, 6776988, ETCCALAZZA, CHRISTOPHER03/13/2017/
04/10/2017

2017-2278

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/14/2017

INTERCEPT PHARMACEUTICALS - OCALIVA (OBETICHOLIC ACID) AERSDEERFIELD INSTITUTE03/13/2017/
04/10/2017

2017-2279

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17WASHINGTON INFORMATION
SOURCE

03/13/2017/
04/10/2017

2017-2280

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17JH BARR & ASSOCIATES LLC03/13/2017/
04/10/2017

2017-2281

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/13-17/17WOLTERS KLUWER LAW &
BUSINESS

03/13/2017/
04/10/2017

2017-2282

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/13-17/17FDA REVIEW/FDA WEBVIEW03/13/2017/
04/10/2017

2017-2283

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/13-17/17FOI Services, Inc.03/13/2017/
04/10/2017

2017-2284

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/13-17/17JH BARR & ASSOCIATES LLC03/13/2017/
04/10/2017

2017-2285
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FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/6-10/17WOLTERS KLUWER LAW &
BUSINESS

03/13/2017/
04/10/2017

2017-2286

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/6-10/17FDA REVIEW/FDA WEBVIEW03/13/2017/
04/10/2017

2017-2287

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/6-10/17FOI Services, Inc.03/13/2017/
04/10/2017

2017-2288

FDA/OC/OES/DFOI/ Closed/
03/13/2017

CLOSED FOI REQUESTS 2/6-10/17JH BARR & ASSOCIATES LLC03/13/2017/
04/10/2017

2017-2289

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17DOMINION GROUP INC03/13/2017/
04/10/2017

2017-2290

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17WOLTERS KLUWER LAW &
BUSINESS

03/13/2017/
04/10/2017

2017-2291

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17Center for Regulator Services,
Inc

03/13/2017/
04/10/2017

2017-2292

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17FDA NEWS03/13/2017/
04/10/2017

2017-2293
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FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/6-10/17FOI Services, Inc.03/13/2017/
04/10/2017

2017-2294

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17WASHINGTON INFORMATION
SOURCE

03/13/2017/
04/10/2017

2017-2295

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17DOMINION GROUP INC03/13/2017/
04/10/2017

2017-2296

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17WOLTERS KLUWER LAW &
BUSINESS

03/13/2017/
04/10/2017

2017-2297

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17Center for Regulator Services,
Inc

03/13/2017/
04/10/2017

2017-2298

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17FOI Services, Inc.03/13/2017/
04/10/2017

2017-2299

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17FDA NEWS03/13/2017/
04/10/2017

2017-2300

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOI DAILY LOG 2/13-17/17JH BARR & ASSOCIATES LLC03/13/2017/
04/10/2017

2017-2301
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OC/CVM/OCD/ Closed/
03/21/2017

BAYER ANIMAL, PUTNEY - CIPRO (BAYTRIL, ENROFLOXCIN) AERSGROAT, CRAIG03/13/2017/
04/10/2017

2017-2302

FDA/OC/OES/DFOI/ Closed/
03/13/2017

FOIA LOG 01/01/2009 - 03/07/2017Geoff Ziezulewicz03/13/2017/
04/10/2017

2017-2303

FDA/OC/OES/DFOI/ Closed/
03/13/2017

K111346Contract In-House Counsel and
Consultants, LLC

03/13/2017/
04/10/2017

2017-2304

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/14/2017

K934631, K982652, K971198 ETCWarmilu LLC03/14/2017/
04/11/2017

2017-2305

FDA/OC/OES/DFOI/

FDA/OMPT/CDRH/OCE/DID/

Pending Action/
03/14/2017

K962530, K001122, K033337 ETCStephanie Riley and E. Teresa
Ahonkhai

03/14/2017/
04/11/2017

2017-2306

FDA/OC/OES/DFOI/ Closed/
03/15/2017

WOODPECKER DEVICE - ADVERSE EVENTS, REGISTRATIONStaples, Ellis & Associates, P.A.03/14/2017/
04/11/2017

2017-2307

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/14/2017

K960415Micro-Tech (Nanjing) Co., Ltd.03/14/2017/
04/11/2017

2017-2308

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

Pending Action/
03/14/2017

VENTLAB, GRAND RAPIDS, MI - EIR, 483, RESPONSE 3/2/16THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2309
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FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-
CB/

Pending Action/
03/14/2017

US INFUSION, SOUTH MIAMI, FL - EIR, 483, RESPONSE 9/17/14THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2310

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

Pending Action/
03/14/2017

AUGUSTO D PICHARD, MD, WASHINGTON, DC - EIR, 483, RESPONSE  2/9/16THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2311

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

Pending Action/
03/14/2017

STAAR SURGICAL CO, MONROVIA, CA - EIR, 483, RESPONSE 3/21/14THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2312

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/16/2017

NDA 050467OASMIA PHARMACEUTICAL
AB

03/14/2017/
04/11/2017

2017-2313

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

CTX LIFE SCIENCES PVT LTD, INDIA - 483 02/15/2016 - 02/19/2016THOMSON REUTERS03/14/2017/
04/11/2017

2017-2314

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

MYLAN LABORATORIES LIMITED, INDIA - 483 09/01/2016 - 09/30/2016IIFL Capital03/14/2017/
04/11/2017

2017-2315

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

Pending Action/
03/14/2017

XZEAL TECHNOLOGIES, KISSIMMEE, FL - EIR, 483, RESPONSE 9/18/14THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2316

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

NDA 016636 SBADr. Reddy's Laboratories Inc.03/14/2017/
04/11/2017

2017-2317
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FDA/OGROP/ORA/SE-FO/FLA-DO/FLA-
CB/

Pending Action/
03/14/2017

LAR MFG, LLC, PORT RICHEY, FL - EIR, 483, RESPONSE 9/1/15THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2318

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

Closed/
03/22/2017

ABINGTON MEMORIAL HOSPITAL, IRC, ABINGTON, PA - EIR, 483,
RESPONSE 6/18/15

THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2319

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

Closed/
03/23/2017

BARD PERIPHERAL VASCULAR, TEMPE, AZ - EIR, 483, RESPONSE   1/5/15THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2320

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

Pending Action/
03/14/2017

WEXLER SURGICAL, HOUSTON, TX - EIR, 483, RESPONSE 3/20/15THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2321

FDA/OFVM/CFSAN/OCD/EOS/

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

Partial Response/
03/23/2017

CUSTOM CO-PAK, LLC, PHILADELPHIA, PA - 483, REPORTABLE FOOD
REGISTRY, ETC 03/07/2012 TO PRESENT

Traditional Medicinals, Inc.03/14/2017/
04/11/2017

2017-2322

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

Pending Action/
03/14/2017

BAXTER CORPORATION, ENGLEWOOD, CO - EIR, 483, RESPONSE 12/19/14THOMSON REUTERS
(SCIENTIFIC) SAS

03/14/2017/
04/11/2017

2017-2323

FDA/OFVM/CFSAN/OCD/EOS/ Pending Action/
03/14/2017

FOOD RECALL RECSCOVINGTON & BURLING LLP03/14/2017/
04/11/2017

2017-2324

OC/ORA/

OC/ORA/

FDA/OGROP/ORA/ORM/

Closed/
03/16/2017

INSPECTION DATAFDAAWARE03/14/2017/
04/11/2017

2017-2325
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FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/14/2017

K014241Pramote Hochareon03/14/2017/
04/11/2017

2017-2326

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

PATHEON FRANCE, SAS, FRANCE - EIR 03/01/2016 - 03/07/2017B&H Consulting Services, Inc.03/14/2017/
04/11/2017

2017-2327

FDA/OFVM/CFSAN/OCD/EOS/

FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
DCB/

Pending Action/
03/14/2017

CARAWAY TEA COMPANY, LLC, HIGHLAND, NY - 483, 03/07/2012 - 483,
REPORTABLE FOOD REGISTRY RECS ETC

Traditional Medicinals, Inc.03/14/2017/
04/11/2017

2017-2328

FDA/OMPT/CDER/ORP/DIDP/ Duplicate Request/
03/14/2017

SIMVASTATIN, LISINOPRIL, LEVOTHYROXINE ETC AERSEarth Med Research03/14/2017/
04/11/2017

2017-2329

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/14/2017

Drug Utilization SOP for Certified UsersLaura Governale03/14/2017/
04/11/2017

2017-2330

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/14/2017

 K103711CARESTREAM HEALTH INC03/14/2017/
04/11/2017

2017-2331

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/14/2017

DALVANCE, ZYVIXID, VANCOMYCIN AERSChris Venn03/14/2017/
04/11/2017

2017-2332

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/14/2017

MESALAMINE AERSTILLOTTS PHARMA AG03/14/2017/
04/11/2017

2017-2333
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FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

SERTRALINE AERSBBC03/14/2017/
04/11/2017

2017-2334

OC/CVM/OCD/ Closed/
03/15/2017

NADA 131-675 FOIA SUMMARYRegulatory Compliance Solutions
LLC

03/14/2017/
04/11/2017

2017-2335

FDA/OC/OES/DDM/ Closed/
03/22/2017

OMNISCAN, OPTIMARK, MULTIHANCE CITIZEN PETITIONS  01/01/2010 -
03/13/2017

BAKER STERCHI COWDEN &
RICE LLC

03/14/2017/
04/11/2017

2017-2336

FDA/OO/OFBA/OAGS/ Pending Action/
03/15/2017

HHSF223201310011BLauree Valverde03/15/2017/
04/12/2017

2017-2337

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/15/2017

NDA 010104Orbicular Pharmaceutical
Technologies Private Limited

03/15/2017/
04/12/2017

2017-2338

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

Pending Action/
03/15/2017

ROXANE LABORITORIES, WEST-WARD - WARNING LETTER, 483,
COMMUNICATIONS  01/01/2014 - 03/08/2017

North Tide Capital03/15/2017/
04/12/2017

2017-2339

FDA/OMPT/CDER/ORP/DIDP/ Duplicate Request/
03/15/2017

NDA 010104Orbicular Pharmaceutical
Technologies Private Limited

03/15/2017/
04/12/2017

2017-2340

FDA/OC/OES/DFOI/ Closed/
03/20/2017

ORGANON, CORTICOTROPIN, ACTH - FOIA REQUESTS 03/09/2016 -
03/09/2017

Diligentia Group03/15/2017/
04/12/2017

2017-2341
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SubjectControl # Recd Date/ Status/Requester Action Offices
Status DateDue Date

FDA/OMPT/CBER/OCOD/DDOM/ALFB/ Withdrawn Closed w/o
Charges/
03/21/2017

US STEM CELLS INCORPORATED APPROVAL RECS FOR STEM CELL
THERAPIES  03/02/2016 - 03/08/2017

Simek, Stephen B03/15/2017/
04/12/2017

2017-2342

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

QILU PHARMACEUTICAL HAINAN CO LTD, CHINA - 483 07/25/2016 -
08/02/2016

RAY THOMPSON03/15/2017/
04/12/2017

2017-2343

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

Pending Action/
03/15/2017

CYTEC INDUSTRIES, WILLOW ISLAND, WV - 483 08/16/2016 - 08/18/2016RAY THOMPSON03/15/2017/
04/12/2017

2017-2344

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K152086Sylvia Erickson03/15/2017/
04/12/2017

2017-2345

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K151377Todd Michael03/15/2017/
04/12/2017

2017-2346

FDA/OFVM/CFSAN/OCD/EOS/ Pending Action/
03/15/2017

VALLEY MILK PRODUCTS RECALL RECSCOVINGTON & BURLING LLP03/15/2017/
04/12/2017

2017-2347

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

Pending Action/
03/15/2017

AEROSOL & LIQUID PACKAGING, BALTIMORE, MD - 483  08/23/2016 -
09/13/2016

RAY THOMPSON03/15/2017/
04/12/2017

2017-2348

FDA/OFVM/CFSAN/OCD/EOS/ Pending Action/
03/15/2017

FAP 8B4602  FAP 2B4297 REVIEW MEMOSSTEPTOE & JOHNSON03/15/2017/
04/12/2017

2017-2349
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FDA/OGROP/ORA/CE-FO/BLT-DO/BLT-
CB/

Pending Action/
03/15/2017

TRIAID INC, CUMBERLAND, MD - 483 05/25/2016 - 06/03/2016RAY THOMPSON03/15/2017/
04/12/2017

2017-2350

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

Pending Action/
03/15/2017

HALYARD HEALTH, INC, ALPHARETTA, GA - 483 07/18/2016 - 07/29/2016RAY THOMPSON03/15/2017/
04/12/2017

2017-2351

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

 K013481  K122454KA Imaging Inc03/15/2017/
04/12/2017

2017-2352

FDA/OC/OES/DFOI/ Not Reasonably Described/
03/16/2017

MYLAN INSPECTION RECS 12/31/2014 - 03/08/2017Wells Fargo Securities, LLC03/15/2017/
04/12/2017

2017-2353

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

DFDA Consensus Standards list by Product Code and Regulation NumberRegality Consulting03/15/2017/
04/12/2017

2017-2354

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/15/2017

Correspondence regarding clozapine REMSFOI Services, Inc.03/15/2017/
04/12/2017

2017-2355

FDA/OC/OES/DFOI/ Closed/
03/17/2017

WEN HAIRCARE RECSLewis Wagner, LLP03/15/2017/
04/12/2017

2017-2356

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

Pending Action/
03/15/2017

ST JUDE MEDICAL, ATLANTA, GA - 483 07/11/2016 - 07/28/2016RAY THOMPSON03/15/2017/
04/12/2017

2017-2357
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FDA/OC/OES/DFOI/ Closed/
03/21/2017

MEDTRONIC, DELAND, FL; TRIS PHARMA INC, MONMOUTH JUNCTION, NJ;
APTUIT LTD, ABINGTON, UK - EIR RELEASED UNDER FOIA 01/01/2015 -
03/08/2017

Epic Risk Solutions Ltd03/15/2017/
04/12/2017

2017-2358

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/16/2017

METHOTREXATE AERSReynolds & Reynolds, PLLC03/15/2017/
04/12/2017

2017-2359

FDA/OMPT/CBER/OCOD/DDOM/ALFB/ Pending Action/
03/15/2017

 BK050023Clinical Cell Culture, Ltd now
Avita Medical Americas, LLC

03/15/2017/
04/12/2017

2017-2360

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K160766FOI Services, Inc.03/15/2017/
04/12/2017

2017-2361

FDA/OGROP/ORA/NE-FO/NWE-
DO/NWE-CB/

Pending Action/
03/15/2017

MOBIUS BIONICS, MANCHESTER, NH - EIR 01/15/2017 - 01/31/2017DEKA R&D03/15/2017/
04/12/2017

2017-2362

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K133281FOI Services, Inc.03/15/2017/
04/12/2017

2017-2363

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K151455Sylvia Erickson03/15/2017/
04/12/2017

2017-2364

OC/ORA/

FDA/OGROP/ORA/ORM/

Pending Action/
03/15/2017

RECALL DATAUNIVERSITY OF SOUTH
CAROLINA

03/15/2017/
04/12/2017

2017-2365
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FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/15/2017

NDA 208798FOI Services, Inc.03/15/2017/
04/12/2017

2017-2366

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/15/2017

NDA 208799FOI Services, Inc.03/15/2017/
04/12/2017

2017-2367

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/15/2017

CASE REPORT 6700429; 7368994 6985226 ETCSTAT03/15/2017/
04/12/2017

2017-2368

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/16/2017

REGADENOSON AERSGraham, Cody W03/15/2017/
04/12/2017

2017-2369

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/15/2017

ADCIRCA, ALIMTA, CIALIS ETC AERSBhattacharya, Siddhartha03/15/2017/
04/12/2017

2017-2370

FDA/OGROP/ORA/NE-FO/NYK-DO/NYK-
DCB/

Pending Action/
03/15/2017

TIME CAP LABORATORIES, FARMINGDALE, NY - 483, EIR, RESPONSE
3/10/16

THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2371

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

Pending Action/
03/15/2017

SREEDHAR SAMUDRALA, FRANKLIN, TN - 483, EIR, RESPONSE  1/28/15THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2372

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

Hold/
03/22/2017

MORTON GROVE PHARMACEUTICALS, INC, MORTON GROVE, IL - 483, EIR,
RESPONSE  2/5/16

THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2373
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FDA/OGROP/ORA/SE-FO/NOL-DO/NOL-
CB/

Pending Action/
03/15/2017

OCTAPHARMA PLASMA, INC, FLORENCE, AL - 483, EIR, RESPONSE  1/15/16THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2374

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

Pending Action/
03/15/2017

KEYSTONE LABORATORIES, MEMPHIS, TN - 483, EIR, RESPONSE  9/12/14THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2375

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

Pending Action/
03/15/2017

PFIZER, CHESTERFIELD, MO- 483, EIR, RESPONSE  2/16/16THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2376

FDA/OGROP/ORA/NE-FO/NWE-
DO/NWE-CB/

Pending Action/
03/15/2017

VERTEX PHARMACEUTICALS, BOSTON, MA - 483, EIR, RESPONSE  4/29/15THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2377

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

Closed/
03/16/2017

EPISCIENCES, INC, BOISE, ID - 483, EIR, RESPONSE  4/10/15THOMSON REUTERS03/15/2017/
04/12/2017

2017-2378

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

Pending Action/
03/15/2017

ASCEND LABORATORIES, MONTVALE, NJ - 483, EIR, RESPONSE 12/11/13THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2379

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

Closed/
03/23/2017

DENTTIO, INC, LOS ANGELES, CA - 483, EIR, RESPONSE  8/19/16THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2380

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

Pending Action/
03/15/2017

CHEMICAL SOLUTIONS, HARRISBURG, PA - 483, EIR, RESPONSE  6/3/15THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2381
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FDA/OGROP/ORA/CE-FO/PHI-DO/PHI-
CB/

Closed/
03/16/2017

BERNARD H DOFT, MONROEVILLE, PA - 483, EIR, RESPONSE 2/25/16THOMSON REUTERS03/15/2017/
04/12/2017

2017-2382

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

Pending Action/
03/15/2017

AZAZUDDIN A AHMED, MD, CHICAGO, IL - 483, EIR, RESPONSE  1/23/14THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2383

FDA/OGROP/ORA/ORM/ Closed/
03/16/2017

LIST OF INSPECTIONS 03/15/2016 - 03/15/2017FDAZILLA03/15/2017/
04/12/2017

2017-2384

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

 K163118Micro-Tech (Nanjing) Co., Ltd.03/15/2017/
04/12/2017

2017-2385

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K070085Libra At Home LTD03/15/2017/
04/12/2017

2017-2386

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/15/2017

ACTEMRA POST MARKET DRUG SAFETY RECSSTAT03/15/2017/
04/12/2017

2017-2387

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/16/2017

 NDA 20657Zydus Pharmaceuticals USA Inc.03/15/2017/
04/12/2017

2017-2388

OC/ORA/

FDA/OGROP/ORA/ORM/

Closed/
03/23/2017

LIST OF FIRMS THAT RECEIVED WARNING LETTERS 10/01/2011 - 02/28/2017Registrar Corp03/15/2017/
04/12/2017

2017-2389
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FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

 K141785Micro-Tech (Nanjing) Co., Ltd.03/15/2017/
04/12/2017

2017-2390

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/16/2017

NDA 016812 SBASmall Pharma Ltd03/15/2017/
04/12/2017

2017-2391

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

Delogged (not a FOIA
Request)/
03/22/2017

EL PINTO FOODS, ALBUQUERQUE, NM - EIR 01/01/2013 - 12/31/2013El Pinto Foods03/15/2017/
04/12/2017

2017-2392

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K032904Amin Talati Upadhye, LLP03/15/2017/
04/12/2017

2017-2393

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K091186Amin Talati Upadhye, LLP03/15/2017/
04/12/2017

2017-2394

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/17/2017

 Fluocinolone Acetonide 0,025% ANDA n86-811ANF03/15/2017/
04/12/2017

2017-2395

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

Closed/
03/17/2017

ZEVACOR PHARMA, INC, KANSAS CITY, MO - EIR  01/15/2016 - 05/13/2016Zevacor Pharma, Inc.03/15/2017/
04/12/2017

2017-2396

FDA/OMPT/CDER/ORP/DIDP/ Withdrawn Closed w/o
Charges/
03/20/2017

NCT02291679 EFFICACY DATAKingdon Capital Management03/15/2017/
04/12/2017

2017-2397
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FDA/OC/OES/DFOI/ Closed/
03/15/2017

TESTING FOR DEVICE APPLICATIONHakim, Sal T03/15/2017/
04/12/2017

2017-2398

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

 K142603Angela Soito03/15/2017/
04/12/2017

2017-2399

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

CARDIVA MEDICAL MEXICO - EIR 12/12/2016 - 03/08/2017Cardiva Medical, Inc.03/15/2017/
04/12/2017

2017-2400

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/15/2017

K023594Robert McKee03/15/2017/
04/12/2017

2017-2401

FDA/OC/OES/DFOI/ Referral (Outside FDA)/
03/15/2017

LOG OF FOIA APPEALSMUCKROCK NEWS03/15/2017/
04/12/2017

2017-2402

FDA/OC/OES/DFOI/ Closed/
03/20/2017

EIRS & 483'S SINCE 7/2016Washington Information Source
Co.

03/15/2017/
04/12/2017

2017-2403

OC/ORA/OCI/ Acknowledgement Letter/
03/15/2017

RECS ON DANIEL DUCHAINEMUCKROCK03/15/2017/
04/12/2017

2017-2404

FDA/OC/OES/DFOI/ Closed/
03/16/2017

FDA BUDGET DERIVED  FROM USAGE FEES OF MEDICAL DVCSMUCKROCK03/15/2017/
04/12/2017

2017-2405
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FDA/OC/OES/DFOI/

OC/ORA/OCI/

Acknowledgement Letter/
03/15/2017

HHS LAW INFORCEMENT STAFF INVESTIGATION REGARDING THEFT FROM
FDA OF INTELLECTUAL PROPERTY

THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2406

FDA/OC/OES/DFOI/ Acknowledgement Letter/
03/15/2017

RECS TO AND FROM FDA EMPLOYEE KEITH LOWRY REGARDING
INCIDENTS OF THEFT OF INTELLECTUAL PROPERTY

THOMSON REUTERS
(SCIENTIFIC) SAS

03/15/2017/
04/12/2017

2017-2407

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

Hold/
03/21/2017

NATURE ONE FOOD PRODUCTS, CORONA, CA - INVESTIGATION 8/1/14 TO
PRESENT

VON ESCH LAW GROUP03/15/2017/
04/12/2017

2017-2408

FDA/OC/OES/DFOI/ Closed/
03/15/2017

CADILA BADDI, INDIA - 483 02/01/2017 - 03/06/2017SBI Funds Management Private
Limited

03/15/2017/
04/12/2017

2017-2409

FDA/OC/OES/DFOI/ Closed/
03/15/2017

CADILA BADDI, INDIA - 483 02/01/2017 - 03/06/2017GAURAV KARNAWAT03/15/2017/
04/12/2017

2017-2410

FDA/OC/OES/DFOI/ Closed/
03/16/2017

K100744Micro-Tech (Nanjing) Co., Ltd.03/15/2017/
04/12/2017

2017-2411

FDA/OC/OES/DFOI/ Closed/
03/16/2017

2012-7070Walker, Joseph03/15/2017/
04/12/2017

2017-2412

FDA/OC/OES/DFOI/ Closed/
03/22/2017

CADILA, BADDI, INDIA 483 MARCH 2017The Indian Express03/15/2017/
04/12/2017

2017-2413
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FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S LABORATORIES LTD, DUVVADA, INDIA - 483 03/01/2017 -
03/03/2017

National Institute of Securities
Markets, Navi Mumbai

03/16/2017/
04/13/2017

2017-2414

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/22/2017

MYLAN, ENGLAND; 3M HEALTH CARE LTD, UK; GERARD LABORATORIES,
IRELAND -  INSPECTION RECS 12/31/2014 - 03/08/2017

Wells Fargo Securities, LLC03/16/2017/
04/13/2017

2017-2415

FDA/OC/OES/DFOI/ Closed/
03/22/2017

 2016-10572Wells Fargo Securities, LLC03/16/2017/
04/13/2017

2017-2416

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/20/2017

ADEMPAS AERSBIOPHARM INSIGHT03/16/2017/
04/13/2017

2017-2417

OC/ORA/

OC/ORA/OCI/

Pending Action/
03/16/2017

FCC SAMPLE SUMMARIES FROM CLOSED CRIMINAL INVESTIGATIONS INTO
COUNTERFEIT TOBACCO 01/01/2012 - 03/09/2017

REUTERS03/16/2017/
04/13/2017

2017-2418

FDA/OMPT/OSMP/OOPD/ Closed Denial/
03/16/2017

ORPHAN DRUG DESIGNATION FOR TETRABENAZINE FOR TREATMENT OF
TOURETTE'S SYNDROME

Neurolixis Inc.03/16/2017/
04/13/2017

2017-2419

FDA/OMPT/OSMP/OOPD/ Pending Action/
03/16/2017

ORPHAN DESIGNATION ABILIFY FOR TREATMENT OF TOURETTE'S
SYNDROME

Neurolixis Inc.03/16/2017/
04/13/2017

2017-2420
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FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/16/2017

 K012512Pramote Hochareon03/16/2017/
04/13/2017

2017-2421

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/16/2017

K123588Globizz Corporation03/16/2017/
04/13/2017

2017-2422

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/16/2017

K973924Fish & Richardson P.C.03/16/2017/
04/13/2017

2017-2423

FDA/OC/OES/DFOI/ Closed/
03/16/2017

LIST OF FOIA REQUESTS 01/01/2016 - 03/09/2017Caroline Stout03/16/2017/
04/13/2017

2017-2424

FDA/OMPT/CDER/ORP/DIDP/ Withdrawn Closed w/o
Charges/
03/23/2017

TRULANCE APPROVAL LETTER, PACKAGE INSERT, LABELING ETCCaroline Stout03/16/2017/
04/13/2017

2017-2425

FDA/OC/OES/DFOI/ Closed/
03/16/2017

MEMOS, GUIDANCE, POLICIES ETC RE PROCESSING OF FOIA REQUESTS
01/01/2017 - 04/30/2017

Public Citizen, Inc.03/16/2017/
04/13/2017

2017-2426

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/16/2017

RECS RE CRUSHING MEDICATION 03/01/2007 - 03/09/2017Christina Jordan03/16/2017/
04/13/2017

2017-2427

FDA/OMPT/CDER/ORP/DIDP/ Withdrawn Closed w/o
Charges/
03/16/2017

ACCUTANE, ACZONE, BENZACLIN ETC - APPROVAL RECSGreylock McKinnon Associates03/16/2017/
04/13/2017

2017-2428
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FDA/OFVM/CFSAN/OCD/EOS/ Hold/
03/16/2017

All data submitted to FDA for approval of nylon 6 and nylon 6/69 per 21 CFR
177.1500 for direct or 21 CFR 177.1395 for indirect food contact

Custom Resins Inc.03/16/2017/
04/13/2017

2017-2429

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

Pending Action/
03/16/2017

GIANT EAGLE BRAND MARKET DISTRICT BOTTLED ICE TEA, CASTLE CO-
PACKERS - RECALL RECS, INSPECTIONS  01/01/2014 - 03/10/2017

Chris Johnson03/16/2017/
04/13/2017

2017-2430

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/16/2017

K072362 K112565, NOVALUNG GMBH 482, 483, EIR, WARNING LETTERQuintilesIMS Consulting03/16/2017/
04/13/2017

2017-2431

FDA/OC/OES/

FDA/OMPT/CDER/ORP/DIDP/

Pending Action/
03/16/2017

RECS BETWEEN FDA AND EDWARD GILLESPIE FOR BRISTOL MEYERS
SQUIBB 01/01/2005 - 12/31/2007

Kendall Witmer03/16/2017/
04/13/2017

2017-2432

FDA/OC/OES/DFOI/ Closed/
03/17/2017

CERTIFIED WARNING LETTERLaw Offices of Eric K. Chen03/16/2017/
04/13/2017

2017-2433

FDA/OMPT/CDER/ORP/DIDP/ Duplicate Request/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017Dr Ajay Phadke03/17/2017/
04/14/2017

2017-2434

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA; MIRYALAGUDA, INDIA - 483 MARCH 2017SBI Funds Management Private
Limited

03/17/2017/
04/14/2017

2017-2435

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017IIFL Capital03/17/2017/
04/14/2017

2017-2436
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FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/17/2017

UNICHEM, GHAZIABAD, INDIA; DR REDDY'S, DUVVADA, INDIA - 483 MARCH
2017

Dr Ajay Phadke03/17/2017/
04/14/2017

2017-2437

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/17/2017

HYLAND'S TEETHING TABLETS AERSWilliams Kherkher Hart Boundas
LLP

03/17/2017/
04/14/2017

2017-2438

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017GAURAV KARNAWAT03/17/2017/
04/14/2017

2017-2439

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017Motilal oSwal Securities Limited03/17/2017/
04/14/2017

2017-2440

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/17/2017

V-TECH COMMUNICATIONS LIMITED, CHINA - EIR 03/01/2016 - 03/31/2016Liane LaRochelle03/17/2017/
04/14/2017

2017-2441

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017Kingdon Capital Management03/17/2017/
04/14/2017

2017-2442

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017Edelweiss Securities03/17/2017/
04/14/2017

2017-2443

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017Research Delta Advisors03/17/2017/
04/14/2017

2017-2444
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FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/21/2017

DR REDDY'S, DUVVADA, INDIA - 483 MARCH 2017Jefferies India Pvt. Ltd.03/17/2017/
04/14/2017

2017-2445

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/17/2017

BIOAVAILABILITY STUDIES FOR QULITEST NORCO, MALLINGKRODT
NORCO

brendan drury03/17/2017/
04/14/2017

2017-2446

FDA/OFVM/CFSAN/OCD/EOS/ Pending Action/
03/17/2017

OCTANOIC ACID, ZINC SALT SAFETY DATAKeller and Heckman LLP03/17/2017/
04/14/2017

2017-2447

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/20/2017

REGORAFINIB MEWATCH REPORTMarshfield Clinic Health System03/17/2017/
04/14/2017

2017-2448

FDA/OMPT/CDER/ORP/DIDP/ Pending Action/
03/17/2017

NDA N050519Gland Pharma Limited03/17/2017/
04/14/2017

2017-2449

OC/CVM/OCD/ Pending Action/
03/17/2017

VET/ANIMAL AERS FOR COMPOUNDED DRUGSJennie Lanoue03/17/2017/
04/14/2017

2017-2450

FDA/OMPT/CDRH/OCE/DID/ Pending Action/
03/17/2017

K091326 Shenzhen Dongdixin
Technology Co., LTD.

03/17/2017/
04/14/2017

2017-2451

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/20/2017

RUBRACA AERSvenBio LLC03/17/2017/
04/14/2017

2017-2452
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FDA/OGROP/ORA/PA-FO/SEA-DO/SEA-
CB/

Closed/
03/20/2017

PHILIPS MEDICAL SYSTEMS, SEATTLE, WA - 483, WARNING LETTERS
03/01/2012 - 03/01/2017

GOLDMAN SACHS03/17/2017/
04/14/2017

2017-2453

OC/CVM/OCD/

OC/ORA/

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

Pending Action/
03/17/2017

INDIVIDUAL RECSJeanette Bleckley03/17/2017/
04/14/2017

2017-2454

FDA/OC/OCC/

FDA/OFVM/CFSAN/OCD/EOS/

Pending Action/
03/17/2017

RECS RE DISCRETIONARY ENFORCEMENT OF COSMETIC REGULATIONS
01/01/2000 - 03/10/2017

Marie Gale03/17/2017/
04/14/2017

2017-2455

FDA/OGROP/ORA/PA-FO/SAN-DO/SAN-
CB/
FDA/OMPT/CDRH/OCE/DID/

Pending Action/
03/17/2017

CORR BETWEEN FDA AND NEILMED, CDC RE NETI POTS, ETC 01/01/2013 -
03/12/2017

Bryan T. Meehan, Sr.03/17/2017/
04/14/2017

2017-2456

FDA/OMPT/CDER/ORP/DIDP/ Closed/
03/22/2017

APRI, RECLIPSEN AERSDOGALI LAW GROUP, P.A.03/17/2017/
04/14/2017

2017-2457

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

No Record(s)/
03/23/2017

STANDARD MEAT CO - INVESTIGATION 1/1/08 TO PRESENTTRAUB LIEBERMAN STRAUS
ET AL

03/17/2017/
04/14/2017

2017-2458

FDA/OMPT/CDRH/OCE/DID/ Acknowledgement Letter/
03/17/2017

SYNTHESIS SPINE CO LP - PRODISC L TOTAL DISC REPLACEMENT 510KSaalfield Shad Stokes Inclan
Stoudemire & Stone, PA

03/17/2017/
04/14/2017

2017-2459
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FDA/OMPT/CTP/OD/ Acknowledgement Letter/
03/17/2017

DKT FDA-2017-N-0001RAI SERVICES CO03/17/2017/
04/14/2017

2017-2460

FDA/OMPT/CTP/OD/ Duplicate Request/
03/21/2017

DKT FDA-2017-N-0001RAI SERVICES CO03/17/2017/
04/14/2017

2017-2461

FDA/OMPT/CDER/ORP/DIDP/ Closed for Other Reason/
03/20/2017

APIXABAN, DABIGATRAN, RIVAROXABAN, EDOXABAN - AERERVIK, ANNE LOUISE03/17/2017/
04/14/2017

2017-2462

FDA/OFVM/CFSAN/OCD/EOS/ Acknowledgement Letter/
03/17/2017

FCN 1692, 1682, 1676, ETCCASE, IRIS03/17/2017/
04/14/2017

2017-2463

FDA/OFVM/CFSAN/OCD/EOS/ Acknowledgement Letter/
03/17/2017

GRN 608, 565, 525, ETCCASE, IRIS03/17/2017/
04/14/2017

2017-2464

FDA/OFVM/CFSAN/OCD/EOS/ Acknowledgement Letter/
03/17/2017

GRN 258, 246, 185, ETCCASE, IRIS03/17/2017/
04/14/2017

2017-2465

FDA/OMPT/CDER/ORP/DIDP/ Acknowledgement Letter/
03/17/2017

AMNEAL PHARMACEUTICALS LLC - NAMENDA XR ANDA 05-825KIRKLAND & ELLIS LLP03/17/2017/
04/14/2017

2017-2466

FDA/OFVM/CFSAN/OCD/EOS/ Hold/
03/21/2017

REGULATIONS CONCERNING NUTRIENT CONTENT CLAIMS & COLESTEROL
CONTENT CLAIMS

ARNOLD & PORTER03/17/2017/
04/14/2017

2017-2467
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FDA/OMPT/CDER/ORP/DIDP/ Acknowledgement Letter/
03/17/2017

CLOZALINE REMS PROGRAM - DOCSFOI Services, Inc.03/17/2017/
04/14/2017

2017-2468
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