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DEVELOPMENT OF REGULATIONS GOVERNING MEDICAL RESEARCH WITH PSYCHEDELICS AND MARIJUANA IN THE U.S.

CELLS IN BOLD REPRESENT U.S. LAWS, REGULATIONS, GUIDELINES THAT DIRECTLY INFLUENCE RESEARCH
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CENTER FOR DRUG EVALUATION AND RESEARCH

Associate Director for Policy- —]
Jane Axelrad

Office of the Center Director (HFD-1)

— Executive Operations Staff -
Deborah Henderson

Ombudsman - —|
James Morrison

Janet Woodcock, M.D.

— Regulatory Policy

AS OF: 10/30/00

Deputy Center Director for Review Management (1rp-2)

Office of Review Management (HFD-20)

Janet Woodcock, M.D. (Actg)
301-594-5400

Deputy Center Director for Pharmaceutical Science (HFD-03)
Office of Phar maceutical Science(HFD-350)

301-594-5400 Staff - Dave Read &
Controlled Substance Staff- — Virginia Beakes
Deborah Leiderman M.D. [— EEO Staff -
Margaret Bell
I T —
Office of Medical Policy
(HFD-04)
Robert Temple, M.D. Office of Management
301-594-6758 (HFD-10) Helen N. Winkle (Actg)
Russell Abbott 301-594-2847

Div. of Drug Marketing, =~ 301-594-6741
Advertising and Communication

Pharmacology/Toxicology Staff —|
Advisors and Consultants Staff —|

Div. Scientific Investigations

Program Management Team

Office of Drug Evaluation IV
(HFD-104)

Reports and Data Management Team —|

Office of Drug Evaluation |

Diane Murphy, M.D.
301-827-2350

(HFD-101)

Robert Temple, M.D. —
301-594-6758

Div. of Neuropharmacological

Div. of Anti-Viral Drug Products
Div. of Anti-Infective Drug Products

Div. of Special Pathogen and
Immunologic Drug Products

Drug Products
Div. of Oncology Drug Products

Office of Drug Evaluation V
(HFD-105)

Div. of Cardio-Renal Drug roducts

Robert DeLap M.D.
301-827-2250

Office of Drug Evaluation |1
(HFD-102)

John Jenkins, M.D. |
301-827-5920

Div. of Anti-Inflammatory, Analgesic, and
Ophthal mologic Drug Products

Div. of Dermatologic and Dental Drug
Products

Div. of Over-The-Counter Drug Products

Div. of Pulmonary Drug Products
Div. of Metabolic and Endocrine

Office of Biostatistics (HFD-700)

Drug Products
—Div. of Anesthetic, Critical Care,

Robert O'Neill, Ph.D.
301-827-3195

and Addiction Drug Products

Office of Drug Evaluation |11
(HFD-103)

Florence Houn, M.D. _—
301-827-3144

Quantitative Methods Research Staff
Div. of Biometrics |

Div. of Biometrics 11

Div. of Biometrics 111

Div. of Gastro-Intestinal and
Coagulation Drug Products

Office of Post-Marketing Drug

Risk Assessment (HFD-400)

Div. of Reproductive and
Urologic Drug Products

Div. of Medical Imaging and

Peter Honig, M.D.
301-827-3219

~ Radiopharmaceutical Drug Products

Information Technology Staff
Extramural Program Staff
Div. of Drug Risk Evaluation |
Div. of Drug Risk Evaluation |1

Strategic Planning Staff
Div. of Management and Budget
Div. of Management Services

Office of New Drug Chemistry

— Product Quality Support
— Operations Staff

(HFD-800)

Officeof Training and
Communications (HFD-200)

Y uanyuan Chiu, Ph.D.
301-827-5918

Office of Generic Drugs
(HFD-600)

Gary Buehler (Actg)
301-827-5845

Nancy Smith, Ph.D.

Microbiology Team
301-827-1651

Div. of New Drug Chemistry |

Project Management Program Staff
Div. of Freedom of Information

Div. of Training and Development
Div. of Communications Management

Div. of New Drug Chemistry |1
Div. of New Drug Chemistry 111

Ofc. of Clini.Pharm. and

Div. of Chemistry |
Div. of Chemistry I1
Div. of Bioequivalence

= Div. of Labeling and Program
Support

Biophar maceutics (HFD-850)

Larry Lesko, Ph.D.
301-594-5690

Div. of Library and Info. Services

Office of Compliance Pharmacometrics Staff
(HFD-300) Div. of Pharmaceutical Evaluation |
David J. Horowitz (Actg) Div. of Pharmaceutical Evaluation Il
301-594-0054 Div. of Pharmaceutical Evaluation |11

Div. of Labeling and Nonprescription
Drug Compliance
Div. of Prescription Drug Compliance
and Surveillance

Div. of Manufacturing and Product
Quality

Office of Information
Technology (HFD-070)

Ralph Lillie
301-827-6240

I~ Quality Assurance Staff

I~ Technology Support Services Staff

I~ Div. of Infrastructure Management and Services
I~ Div. of Applications Development Services

— Div. of Data Management and Services

Office of Testing and
Resear ch (HFD-900)

AjazHussain, Ph.D. (Actg)
301-827-5917

Regulatory Research
Analysis Staff

Laboratory of Clinical
Pharmacol ogy

Div. of Applied
Pharmacology Research

Div. of Product Quality
Research

Div. of Pharmaceutical Analysis



CENTER FOR DRUG EVALUATION AND RESEARCH

AS OF: 10/30/00
Office of Review Management
Information Advisors and Consultants’ Pr o1gram M anagement Reportsand Data Phar macology/T oxicology
Staff (HFD-021) - . . Management Team Staff (HFD-024)

offeaelo%y ) ( ) eam (HFD-022) Deputy Center Director for Review Management (HFD-2) (HFD-20) (B7D-0r3) ( )

Randy Levin, M.D. John Treacy William Oswald Janet Woodcock, M.D. (Actg) AnnMyers Joseph DeGeorge, Ph.D.
301-594-5414 301-827-7001 301-594-5478 301-594-5400 301-594-2109 301-594-5441
FAX 301-594-2859 FAX 301-827-6776 FAX 301:827-6707 FAX 301-594-6197 FAX 301-827-1540 FAX 301-594-5298
[
I I

Officeof Drug

Evaluation | (HFD-101)

Office of Drug

Evaluation |l (HFD-102)

Officeof Dru

Office of Drug

Robert Temple, M.D.
301-594-6758

John Jenkins, M.D.
301-827-5920

Evaluation |1
(HFD-103)

Florence Houn, M.D.

Evaluation IV
(HFD-104)

Diane Murphy, M.D.

Office of Drug
Evaluation V (HFD-105)

Office of Biostatistics
(HFD-700)

Office of Post
Marketing Drug Risk

FAX 301-594-5298

FAX 301-480-6644

301-827-3144
FAX 301-480-3761

301-827-2350
FAX 301-827-2520

Robert DeLap M.D.
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Robert O'Neill, Ph.D.
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Assessment (HFD-400)
Peter Honig, M.D.
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FAX 301-443-9285

Jonca Bull, M.D. (Actg)
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Div. of Div. of Metabloicand Div. of Gastro-Intestinal Division of Anti- Div. of Anti-Inflammatory| Quantitative M ethods Extramural Program
Neur ophar macol ogical Endocrine Drug and Coagulation Drug Infective Drug Analgesic, and Resear ch Staff Staff (HFD-410)
Drug Products (HFD-120) Products (HFD-510) Products (HFD-180) Products (HFD-520) Ophthalmologic Drug (HFD-705)
| [ Russell Kaiz, M.D. | [ David Orloff, M D. | [ LiliaTdarico, M.D. Gary Chikami, M.D. Products (HFD-550) | ™ Sidia Machado, PhD.
301-594-2850 301-827-6430 301-827-7310 301-827-2120
FAX 301-594-2859 FAX 301-443-9282

I Thomas Phillips (Actg)

301-827-3218 301-827-3242
FAX 301-443-2227 301-827-2040 FAX 301-480-2825 FAX 301-480-8173
FAX 301-827-2531

Division of Oncology Division of Pulmonary Div. of Reproductive and Division of Anti-Viral Div. of Dermatologic ivisi Information Technology

Drug Products Drug Products Urologic Drug Products Drug Products and Dental Drug Bi E?IYISIOH of Staff (HFD-420)
(HFD-150) (HFD-570) (HFD-580) (HFD-530) Products (HFD-540) lometrics| (HFD-710)
|| Richard Pazdur, M.D. I RobertJ. Meyer, M.D. - Susan Allen, M.D. Heidi M. Jolson, M.D. 1 Jonathan Wilkin, M.D. - George Chi, Ph.D.

301-594-2473 301-827-1050 301-827-4260 301-827-2330

FAX 301-594-0498 FAX 301-827-1271

Division of Cardio-
Renal Drug Products

Div. of Anesthetic, Critical

FAX 301-827-4267

FAX 301-443-9292

301-827-2021
FAX 301-827-2075

301-827-1515
FAX 301-594-6593

|-{ George Armstrong (Actg)

301-827-3223
FAX 301-827-5189

(HFD-110

Care, and Addiction Drug

Div. of Medical Imaging

L] Raymond Lipicky, M.D.
301-594-5300

Products (HFD-170)

L] CynthiaMcCormick, M.D.

301-827-7410

and Radiophar maceutical
Drug Products(HFD-160)

L| PatriciaY. Love, M.D.

Div. of Special Pathogen
and Immunologic Drug
Products (HFD-590)

Division of Over-The-
Counter Drug
Products (HFD-560)

Division of
Biometrics |l (HFD-715)

Division of Drug Risk
Evaluation | (HFD-430)

FAX 301-594-5495

FAX 301-443-7068

301-827-7510
FAX 301-443-9281

RenaIa»%Atgte&ht, M.D. L

301-827-2336
FAX 301-827-2510

Charles Ganley, M.D.
301-827-2222
FAX 301-827-2315

S. Edward Nevius, Ph.D.
301-827-5873
FAX 301-827-5875

Julie Beitz, M.D.
301-827-3159
FAX 301-827-5190

Division of
Biometrics |1 (HFD-725)

Division of Drug Risk
Evaluation |1 (HFD-440)

Mohammed Huque, Ph.D.
301-827-2551
FAX 301-827-2577

Evelyn Rodriguez
301-827-3179
FAX 301-480-0628
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Senior Associate Commissioner
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* Executive Secretariat
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Director
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Office of Equal Opportunity
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® International Programs
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Daniel J. Davidson

Administrative Law Judge

Deputy Commissioner for

« Women's Health
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Office of Management and Systems
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Planning, and Legidation
William K. Hubbard
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