Controlled Substance Staff
(HFD-009)
Michael Klein, PhD
301-796-5402
FAX 301-847-8736

CENTER FOR DRUG EVALUATION AND RESEARCH

Janet Woodcock, MD
301-796-5400
FAX 301-847-8752
Deputy Center Director
Douglas Throckmorton, MD
Randy Levin, MD (Associate Director for Medical Informatics)
301-827-7784
FAX 301-827-1540
Justina Molzon, JD (Associate Director for International Programs)
Steven Osborne (Actg) , MD, (Associate Director for Safety Policy &

Communication)
Jane Axelrad (Associate Director for Policy)

Office of the Center Director
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Safety Policy and Communication Staff
(HFD-001)
Steve Osborne (Actg) , MD, MPH
301-796-5401
FAX 301-847-8736

1

MedWatch
(HFD-001)
Norman Marks, MD

=

Drug Safety Oversight Board
(HFD-001)
Steve Osborne MD

301-594-0104 301-796-5401
FAX 301-594-6197

FAX 301-847-8736

Office of Pharmaceutical Science
Helen N. Winkle
301-796-2400
FAX 301-796-9996
Deputy Director
Keith Webber, PhD

Office of Regulatory Policy
(HFD-005)
Jane Axelrad
301-796-5400
FAX 301-847-8752

Office of Executive Programs
(HFD-006)
Deborah Henderson
301-796-3200
FAX 301-847-8752
Deputy Director
Jayne Ware

Office of Management
(HFD-010)
Russell Abbott
301-796-3300
FAX 301-847-8744
Deputy Director
Robert Linkous

Office of Surveillance and Epidemiology
Gerald Dal Pan, MD
301-796-2380
FAX 301-796-9832
Deputy Director
Henry Francis, MD
Deputy Director for Operations
Vacant

Office of Medical Policy
(HFD-040)
Robert Temple, MD
301-796-2270
FAX 301-796-9840
Deputy Director
Rachel Behrman, MD, MPH (Actg)

Office of New Drugs
John Jenkins, MD
301-796-0700
FAX 301-796-9856
Deputy Director
RADM Sandra Kweder, MD

Office of Information Technology
(HFD-070)
Jim Shugars
301-827-6240
FAX 301-443-0876
Deputy Director
Paul McCarthy

Office of Planning & Informatics
Theresa Mullin, PhD
301-796-3422
FAX 301-847-8443
Deputy Director
Gary Gensinger

Office of Training and Communications
(HFD-200)
Nancy Smith, PhD
301-796-3700
FAX 301-847-8718
Deputy Director
John Friel

Office of Compliance
(HFD-300)
Deborah M. Autor, Esq.
301-796-3100
FAX 301-847-8747
Deputy Director
Joseph Famulare

Office of Counter-Terrorism and Emergency
Coordination
Rosemary Roberts, MD
301-796-2210
FAX 301-796-9746
Deputy Director
Brad Leissa, MD

Office of Translational Sciences
ShaAvhree Buckman, MD, PhD (Actg)
301-796-2600
FAX 301-796-9907
Deputy Director
ShaAvhree Buckman, MD
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Office of Management
(HFD-010)
Russell Abbott
301-796-3300
FAX 301-847-8744
Deputy Director
Robert Linkous

Division of Management and Budget
(HFD-050)
Rixie L. Scott
301-796-4405
FAX 301-827-2612

Division of Management Services

(HFD-060)

Mary Milline
301-796-4428

FAX 301-827-0228
Deputy Director
Tania Tse

301-796-4453
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Program and Resource Management
Branch
(HFD-054)
Katie Green
301-796-4404
FAX 301-827-0225

Management Analysis Branch
(HFD-057)
Don Kim
301-796-4407
FAX 301-827-0217

Program Management Services Branch
(HFD-063)
Patricia Gathers
301-796-4445
FAX 301-827-0226

Interface Management Branch
(HFD-067)
Stephanie Hawk
301-796-4113
FAX 301-827-0230
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Office of New Drugs

301-796-0700

Guidance Policy Team
Sally Loewke, MD (Actg)

FAX 301-796-9856

Study Endpoints and Labeling
Development Team
CAPT Laurie Burke, MD
301-796-0900
FAX 301-796-9858

Office of New Drugs
John Jenkins, MD
301-796-0700
FAX 301-796-9856
Deputy Director
RADM Sandra Kweder, MD
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Regulatory Affairs Team
Kim Colangelo
301-796-0700

FAX 301-796-9858

Pediatric and Maternal Health
Staff
CDR Lisa Mathis, MD
301-796-2200
FAX 301-796-9744

Pharmacology/Toxicology Staff
David Jacobson-Kram, PhD

301-796-0700
FAX 301-796-9858

Program Management Team
Eldridge Coles
301-796-0800

FAX 301-796-9854

Office of Drug Evaluation |
Robert Temple, MD (Actg)
301-796-2270
FAX 301-796-9840

Office of Drug Evaluation Il
Curtis Rosebraugh, MD
301-796-2310
FAX 301-796-9717

Office of Drug Evaluation Il1
Julie Beitz, MD
301-796-2100
FAX 301-796-9906

Office of Antimicrobial Products
Edward M. Cox, MD, MPH
301-796-1300
FAX 301-796-9887

Office of Oncology Drug Products
Richard Pazdur, MD
301-796-2340
FAX 301-796-9909

Office of Nonprescription
Products
Charles J. Ganley, MD
301-796-2060
FAX 301-796-9899

]

— Botanical Review Team

Division of Cardiovascular and
Renal Products
— Norman Stockbridge, MD
301-796-2240
FAX 301-796-9838

Division of Neurology Products
Russell Katz, MD
301-796-2250
FAX 301-796-9842

]

]

Division of Anesthesia,
Analgesia, and Rheumatology
Products
Bob Rappaport, MD
301-796-2280
FAX 301-796-9723

Division of Gastroenterology
Products
— Donna Griebel, MD
301-796-2120
FAX 301-796-9905

Division of Metabolism and
Endocrinology Products

— Mary Parks, MD
301-796-2290

FAX 301-796-9722

Division of Dermatology and
Dental Products
— Susan Walker, MD
301-796-2110
FAX 301-796-9894

Division of Pulmonary and
Allergy Products

Division of Psychiatry Products
Thomas Laughren, MD
301-796-2260
FAX 301-796-9838

— Badrul Chowdhury, MD
301-796-2300
FAX 301-796-9718

Division of Reproductive and
Urologic Products

— Scott Monroe, MD
301-796-2130
FAX 301-796-9897

1

— Drug Shortages Program

— Antimicrobial Resistance Initiative

Division of Anti-Infective and
Ophthalmology Products
= Wiley Chambers, MD (Actg)
301-796-1400
FAX 301-796-9881

Division of Antiviral Products
Debra B. Birnkrant, MD
301-796-1500
FAX 301-796-9883

Division of Special Pathogen and
Transplant Products

L Renata Albrecht, MD
301-796-1600
FAX 301-796-9882

]

]

Division of Drug Oncology
Products
Robert Justice, MD
301-796-2330
FAX 301-796-9845

Division of Nonprescription
Regulation Development
. Scott Furness PhD
301-796-2090
FAX 301-796-9899

Division of Medical Imaging and
Hematology Products
4 Rafel Dwaine Rieves, MD
301-796-2050
FAX 301-796-9849

Division of Nonprescription Clinical
Evaluation

Division of Biologic Oncology
Products
Patricia Keegan, MD
301-796-2320
FAX 301-796-2305

— Andrea Leonard-Segal, MD
301-796-2080
FAX 301-796-9899
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Operations Staff
Christopher Cole, MPA
301-796-2400
FAX 301-796-9996

Program Activities Review Staff
Jon Clark
301-796-2400
FAX 301-796-9996

Process Analytical Technologies
Vacant
301-796-2400
FAX 301-796-9996

Office of Pharmaceutical Science
Helen N. Winkle
301-796-2400
FAX 301-796-9996
Deputy Director
Keith Webber, PhD

Science and Research Staff
Nakissa Sadrieh, PhD
301-796-2400
FAX 301-796-9996

New Drug Microbiology Team
David Hussong, PhD
301-796-2470
FAX 301-796-9996

Standards and Technology Team
Christopher Watts, PhD
301-796-2400
FAX 301-796-9996

Informatics and Computational
Safety Analysis Staff
Robert Daniel Benz, PhD (Actg)
301-796-1645
FAX 301-796-9996

Office of Testing and Research
(HFD-900)
Vincent Vilker, PhD
301-796-0200
FAX 301-796-9859

Laboratory of Clinical
Pharmacology
= Robert Parker, PhD (Actg)
301-796-0117
FAX 301-796-9818

Office of Generic Drugs
(HFD-600)
Gary Buehler
240-276-9310
FAX 240-276-9327

Office of Biotechnology Products
(HFD-121)
Steven Kozlowski, MD
301-796-2390
FAX 301-796-9743

Office of New Drug Quality Assessment
Moheb M. Nasr, PhD
301-796-1900
FAX 301-796-9748

] — |
D|V|;|rc())n chant;aSbuellngrtand Division of Bioequivalence Division of Therapeutic Proteins Division of Pre-Marketing Assessment |
9 pp (HFD-650) (HFD-122) Blair Fraser, PhD

(HFD-610)
Peter Rickman
240-276-8400

FAX 240-276-8428

Dale P. Conner, PharmD —

240-276-8782
FAX 240-276-8766

Amy Rosenberg, MD
301-827-1790
FAX 301-480-3256

301-796-2410
FAX 301-796-9747

Division of Applied
Pharmacology Research
— Vincent Vilker, PhD (Actg)

301-796-0200
FAX 301-796-9859

Division of Pharmaceutical
Analysis
(HFD-920)
Lucinda Buhse, PhD
314-539-2134
FAX 314-539-2113

Division of Chemistry |
(HFD-620)
Rashmikant Patel, PhD
240-276-8500
FAX 240-276-8504

Division of Chemistry Il
(HFD-640)

Florence Fang —

240-276-8505
FAX 240-276-8582

Division of Monoclonal
Antibodies
(HFD-123)

Kathleen Clouse, PhD

301-827-0850
FAX 301-827-0852

Division of Product Quality
Research
L Mansoor Khan, PhD
301-796-0016
FAX 301-796-9816

(HFD-600)

Division of Chemistry IlI

Vilayet Sayeed, PhD
240-276-8444
FAX 240-276-8474

Division of Pre-Marketing Assessment II
Elaine Morefield, PhD
301-796-2420
FAX 301-796-9850

Division of Pre-Marketing Assessment ll|
& Manufacturing Science
Richard Lostritto, PhD
301-796-2430
FAX 301-796-9850

Division of Post-Marketing Evaluation
Eric Duffy, PhD
301-796-2440

FAX 301-796-9749
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Office of Surveillance and Epidemiology

Business Process Improvement Staff
Henry “skip” Francis, MD, (Actg)
301-796-2380
FAX 301-796-9832

Office of Surveillance and Epidemiology

Gerald Dal Pan, MD
301-796-2380
FAX 301-796-9832
Deputy Director
Henry “Skip” Francis, MD
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Review Management Staff
Sammie Beam (Actg), PharmD
301-796-2380
FAX 301-796-9832

Regulatory Policy Staff
Melissa Moncavage, MPH (Actg)
301-796-2380
FAX 301-796-9832

Division of Risk Management
Claudia Karwoski, PharmD (Actg)
301-796-2380
FAX 301-796-9832

Division of Epidemiology
Solomon lyasu, MD, MPH
301-796-2370
FAX 301-796-9837

Division of Medication Error
Prevention and Analysis
Carol Holquist, R.Ph
301-796-2360
FAX 301-796-9865
Deputy Director
Denise Toyer, PharmD

Division of Pharmacovigilance | Division of Pharmacovigilance Il

Mark Avigan, MD
301-796-2350
FAX 301-796-9832

Ann McMahon, MD (Actg)
301-796-2350
FAX 301-796-9832
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Office of Executive Programs

Office of Executive Programs
(HFD-006)
Deborah Henderson
301-796-3200
FAX 301-847-8752
Deputy Director
Jayne Ware

Executive Operations Staff
(HFD-006)
Christine Bechtel
301-796-3449
FAX 301-847-8753

Ombudsman
(HFD-001)
Virginia Behr
301-796-3436
FAX 301-847-8752

Advisors and Consultants Staff
(HFD-021)
Igor Cerny, PharmD
301-827-7001
FAX 301-827-6776

International Programs
(HFD-001)
Justina Molzon
301-796-3421
FAX 301-847-8752
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Office of Medical Policy

Office of Medical Policy
(HFD-040)
Robert Temple, MD
301-796-2270
FAX 301-796-9840
Deputy Director
Rachel Behrman, MD, MPH (Actg)

Division of Drug Marketing, Advertising and
Communication
(HFD-042)
Thomas W. Abrams
301-796-1200
FAX 301-796-9877
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Office of Counter-Terrorism and Emergency Coordination

Office of Counter-Terrorism and Emergency Coordination
Rosemary Roberts, MD
301-796-2210
Fax 301-847-8446
Deputy Director
Brad Leissa, MD
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Office of Regulatory Policy

Office of Regulatory Policy
(HFD-005)
Jane Axelrad
301-796-5400
FAX 301-847-8752

Division of Regulatory Policy | Division of Regulatory Policy Il Division of Inf%mi“on Disclosure
(HFD-007) (HFD-007) (HFD-OXJI.S)
Nancy Boocker Michael Bernstein Nancy Sager
301-796-3601 301-796-3602 301-72;6-3?303
FAX 301-847-8440 FAX 301-847-8440 FAX 301-847-8442
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Office of Information Technology

Office of Information Technology
(HFD-070)
Jim Shugars
301-827-6240
FAX 301-443-0876
Deputy Director
Paul McCarthy

Enterprise Architecture Staff Applied Technology Staff Division of Appshgfvtilggss pevelopment
(HFD-073) (HFD-074)
| (HFD-075)
Vacant Kellie Clelland Timothy Mahone
301-827-3971 301-827-3276 301—g27—3828 Y
FAX 301-443-0876 FAX 301-827-3686 FAX 301-827-3699
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Office of Compliance

Office of Compliance
(HFD-300)
Deborah M. Autor, Esq.
301-796-3100
FAX 301-847-8747
Deputy Director
Joseph Famulare
Assistant Director
Steven Silverman

Division of New Drugs and Labeling
Compliance
(HFD-310)
Michael Levy, Esq
301-796-3110
FAX 301-847-8745

Division of Manufacturing and Product Quality
(HFD-320)
Rick Friedman, BS, MS
301-796-3120
FAX 301-847-8742

Division of Scientific Investigations
(HFD-045)
Leslie Ball, MD
301-796-3150
FAX 301-847-8750

Divison of Compliance Risk Management
and Surveillance
(HFD-330)
H. Gregg Claycamp, PhD
301-796-3130
FAX 301-847-8722
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Office of Training and Communications

Office of Training and Communications

(HFD-200)
Julie Zawisza
301-796-3700

FAX 301-847-8718
Deputy Director
John Friel
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Division of Public Affairs
(HFD-210)
Ellen Frank
301-796-3121
FAX 301-847-8714

Division of Training and
Development
(HFD-220)
Janice Newcomb
301-796-3178
FAX 301-847-8716

Division of Information Services
(HFD-230)
Sally Winthrop (Actg)
301-796-3137
FAX 301-847-8714

Division of Drug Information
(HFD-240)
Barry Poole
301-796-3145
FAX 301-847-8714
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Office of Planning and Informatics

Office of Planning & Informatics
Theresa Mullin, PhD
301-796-1000
FAX 301-796-9875

Deputy Director
Office of Planning and Analysis Gary Gensinger Office of Business Process Support
Theresa Mullin, PhD (Actg) Mary Ann Slack
301-796-1000 | 301-796-0603
FAX 301-796-9875 FAX 301-796-9875
Deputy Director Deputy Director
Vacant Gary Gensinger (Actg)

Division of Regulatory Review Support

Division of Records Management

Staff

Wendy Aaronson
Analyst Staff Mark Gray 301-796-0410
Marta Wosinka PhD (Actg) 301-796-2081 FAX 301-796-9875
301 796.3673 FAX 301-796-9875
FAX 301-847-8443

Division of Business Analysis and
Reporting Staff
Tasha Coleman
301-796-1026

Division of Project Development Staff
Linda Sigg
301-796-0625
FAX 301-796-9875

FAX 301-796-9875

Planning and Evaluation Staff
Vacant
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Office of Translational Sciences

Office of Biostatistics
Robert O'Neill, PhD
301-796-1700
FAX 301-796-9734

Office of Translational Sciences
ShaAvhree Buckman, MD, PhD (Actg)
301-796-2600
FAX 301-796-9907
Deputy Director

Office of Clinical Pharmacology
Lawrence J. Lesko, PhD
301-796-1656
FAX 301-847-8720
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ShaAvhree Buckman, MD

Division of Biometrics |
Hsien-Ming J Hung, PhD
301-796-1092
FAX 301-796-9781

Division of Biometrics Il
Thomas Permutt, PhD
301-796-2010
FAX 301-796-9735

Division of Biometrics Il
Stephen Wilson, Dr Ph
301-796-0579
FAX 301-796-9736

Division of Biometrics IV
Mohammad Huque, PhD
301-796-1800
FAX 301-796-9780

Division of Biometrics V
Aloka Chakravarty, PhD
301-796-2070
FAX 301-796-9733

Division of Biometrics VI
Stella Machado, PhD
301-796-0949
FAX 301-796-9976

I_|

Program Management Team
Raya McCree
301-796-1708

FAX 301-796-9745

Pharmacometrics Staff
Jogarao Gobburu, PhD
301-796-1534
FAX 301-847-8720

Division of Clinical
Pharmacology 1
Mehul Mehta, PhD
301-796-1573
FAX 301-796-9992

Division of Clinical
Pharmacology 2
Chandra Sahajwalla, PhD
301-796-1599
FAX 301-847-8719

Division of Clinical
Pharmacology 3
E. Dennis Bashaw, PhD
301-796-1502
FAX 301-847-8719

Division of Clinical
Pharmacology 4
John Lazor, PharmD
301-796-1559
FAX 301-796-8712

Division of Clinical
Pharmacology 5
Atik Rahman, PhD
301-796-1591
FAX 301-796-9992




