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Associate Director for Regulatory Affairs
Janet Norden HFD-040 301-594-6758 RKWLII/Rm. 7201

Management Officer
Tammy Russell HFD-040 301-443-5392 RKWLII/Rm. 7201

Division of Scientific Investigations (DSI)

Director
Joanne Rhoads, M.D. HFD-045 301-594-0020 MPNI/Rm. 103

Deputy Director
Joseph Salewski HFD-045 301-594-0020 MPNI/Rm. 103

Good Clinical Practice Branch |
Ni Aye Khin, M.D. HFD-046 301-827-7396 MPNI/Rm. 1429

Good Clinical Practice Branch Il
Leslie Ball HFD-047 301-594-1032 MPNI/Rm. 125

GLP/Bioequivalence Investigations Branch
C.T. Viswanathan, Ph.D. HFD-048 301-827-5460 MPNI/Rm. 150

Division of Drug Marketing, Advertising, and Communications (DDMAC)

Director
Thomas W. Abrams HFD-042 301-827-2828 PKLN/Rm. 17B17

Deputy Director
Vacant HFD-042 301-827-2828 PKLN/Rm. 17B17



OFFICE OF INFORMATION MANAGEMENT (OIM)

Director

Linda Burek (Actg) HFD-140 301-594-5411 PKLN/Rm. 6A22
Deputy Director
Cathie Schumaker HFD-140 301-827-7755 PKLN/Rm. 6A22
Business Information Staff
Michael Lanthier (Actg) HFD-141 301-594-5411 PKLN/Rm. 6A22
Review Technology Staff
Gary Gensinger HFD-142 301-827-7753 PKLN/Rm. 6A22

Division of Records Management (DRM)

Director
Cathie Schumaker (Actg) HFD-143 301-827-7755 PARK/Rm. 314

Deputy Director
Vacant HFD-143 301-827-3909 PARK/Rm. 350

Information Services Team
Nasser Mahmud HFD-143 301-827-3880 PARK/Rm. 017

Records Repository Team
Vacant HFD-143 301-827-3877 PARK/Rm. 350

Records Quality Assurance Team
Gail Stone HFD-143 301-827-3874 PARK/Rm. 3012



OFFICE OF TRAINING AND COMMUNICATIONS (OTCOM)

Director

Nancy D. Smith, Ph.D. HFD-200 301-827-1651
Secretary
Victor Vail HFD-200 301-827-1651

Deputy Director
John Friel HFD-200 301-827-1454

Management Officer
Bobbi Jones HFD-200 301-827-1492

Division of Training and Development (DTD)

Director

Janice Newcomb HFD-220 301-827-4580
Secretary
Vacant HFD-220 301-827-4580

Deputy Director
Iris Khalaf HFD-230 301-827-3498

Division of Public Affairs (DPA)

Director

Ellen Shapiro HFD-210 301-827-1243
Secretary
Vacant HFD-210 301-827-1244

Deputy Director
Anthony E. Sims HFD-210 301-827-1496

Division of Drug Information (DDI)

Director
Barry Poole HFD-240 301-827-4570

Secretary
Vacant HFD-240 301-827-4570
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Division of Library and Information Services (DLIS)

Director
Carol S. Cavanaugh HFD-230 301-827-5701 PKLN/Rm. 11B40

Deputy Director
Kathryn W. Kruse HFD-230 301-827-5701 PKLN/Rm. 11B40



OFFICE OF COMPLIANCE (OC)

Director

David J. Horowitz, Esq. HFD-300
Secretary
Nancy Hansen (Actg) HFD-300

Deputy Director
Betty L. Jones HFD-301

301-827-9070

301-827-9070

301-827-9071

Associate Director of Scientific and Medical Affairs

Susan Allen, M.D., M.P.H. HFD-300

Associate Director of Compliance Policy
Deborah M. Autor, Esq. HFD-300

Management Officer
Linda McGee HFD-305

Division of New Drugs and Labeling Compliance (DNDLC)

Director
Steven Silverman, Esq. HFD-310

Deputy Director
Fred Richman (Actg) HFD-310

Associate Director
Fred Richman HFD-310

OTC Drugs and Health Fraud Branch
Vacant HFD-312

OTC Drugs Team
Robert Heller HFD-313

Internet and Health Fraud Team
Linda Silvers, DVM HFD-315

Prescription Drug Branch
Fred Richman HFD-316

Compounding Team
Kathy Anderson HFD-317

301-827-8910

301-827-8910

301-827-8915

301-827-8930
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New Drugs and Labeling Team
John Loh HFD-318 301-827-9061 MMII/Rm. 346

Imports and Exports Team
Ada Irizarry HFD-319 301-827-8967 MMII/Rm. 348

Division of Manufacturing and Product Quality (DMPQ)

Director
Joseph Famulare HFD-320 301-827-9075 MMII/Rm. 438

Deputy Director
Nicholas Buhay HFD-320 301-827-9075 MMII/Rm. 439

Therapeutics Facilities Review Branch
Michael Smedley HFD-328 301-443-5138 RKWLII/Rm. 1018

Recall Coordinator/Drug Shortage Manager
Michael J. Verdi HFD-320 301-827-9039 MMII/Rm. 441

Investigations and Preapproval Compliance Branch
Edwin Rivera Martinez HFD-322 301-827-9073 MMII/Rm. 423

Preapproval Compliance and International Certificates/Submissions Team
Concepcion Cruz HFD-323  301-827-9013 MMII/Rm. 418

Foreign Inspection Team
John Dietrick HFD-325 301-827-9021 MMII/Rm. 417

Case Management and Guidance Branch
Frederick Blumenschein HFD-326 301-827-9074 MMII/Rm. 424

Case Management Team
Teddi Lopez HFD-327 301-827-9023 MMII/Rm. 425

Guidance and Policy Development Team
Rick Friedman, Ph.D. HFD-329 301-827-9031 MMII/Rm. 431

Division of Compliance Risk Management and Surveillance (DCRMS)

Director
Kathy P. Miracco (Actg) HFD-330 301-827-9057 MMII/Rm. 308

Deputy Director
Kathy P. Miracco HFD-330 301-827-9057 MMII/Rm. 308



Risk Management and Strategic Problem Solving Team
Vacant HFD-331 301-827-9057

Surveillance and Data Analysis Branch
Vacant HFD-332 301-827-9058

Surveillance Programs Team
Jay Schmid HFD-333 301-827-9058

Data Analysis and Information Management Team
Vacant HFD-335 301-827-9058

MMII/Rm. 311

MMII/Rm. 309

MMII/Rm. 317

MMII/Rm. 321



OFFICE OF CLINICAL PHARMACOLOGY AND BIOPHARMACEUTICS (OCPB)

Director

Lawrence J. Lesko, Ph.D. HFD-850 301-594-5690 PKLN/Rm. 6A19
Secretary
Karen Graves HFD-850 301-594-5690 PKLN/Rm. 6A19

Associate Director
Chandra Sahajwalla, Ph.D. HFD-850 301-827-7696 PKLN/Rm. 6A19

Deputy Director for Science
Shiew-Mei Huang, Ph.D. HFD-850 301-827-7688 PKLN/Rm. 6A19

Associate Director of Genomics
Felix Frueh, Ph.D. HFD-850 301-827-7692 PKLN/Rm. 6A19

Management Officer
Kathie Foley HFD-850 301-827-7695 PKLN/Rm. 6A19

Division of Pharmaceutical Evaluation | (DPEI)

Director
Mehul Mehta, Ph.D. HFD-860 301-594-2567 WOCII/Rm. 2074

Division of Pharmaceutical Evaluation Il (DPEII)

Director
Henry Malinowski, Ph.D. (Actg) HFD-870 301-827-5444 PKLN/Rm. 13B17

Division of Pharmaceutical Evaluation Il (DPEIII)

Director
John A. Lazor, Pharm.D. HFD-880 301-827-2011 CRPII/Rm. N107



OFFICE OF COUNTER-TERRORISM AND PEDIATRIC DRUG DEVELOPMENT (OCTAP)

Director
Rosemary Roberts, M.D. HFD-950 301-827-7777 MPNI/Rm. 220

Program Support Specialist
Dana Walters HFD-950 301-827-7777 MPNI/Rm. 220

Deputy Director
Shirley S. Murphy, M.D. (Actg) HFD-950 301-827-7777 MPNI/Rm. 220

Science Director for Pediatrics
William Rodriguez, M.D. HFD-950 301-827-7777 MPNI/Rm. 220

Associate Director for Regulatory Affairs
Joanne Holmes, R.Ph. HFD-950 301-827-7777 MPNI/Rm. 229

Lead Management and Program Analyst
Raya S. McCree HFD-950 301-827-7777 MPNI/Rm. 220

Division of Pediatric Drug Development (DPDD)

Director
Lisa Mathis, M.D. (Actg) HFD-960  301-594-7337 MPNI/Rm. 226

Deputy Director
Solomon lyasu, M.D. (Actg) HFD-960  301-594-7337 MPNI/Rm. 226

Division of Counter-Terrorism (DCT)

Director
Mary E. Purucker, M.D. HFD-970 301-827-7711 MPNI/Rm. 229

Deputy Director
Brad Leissa, M.D. HFD-970 301-827-7711 MPNI/Rm. 229
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