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American Society for Pharmacognosy
presents:

A Workshop: Botanicals as “New” Drugs
Co-Sponsored by the
Center for Drug Evaluation and Research,
Food and Drug Administration

In Memoriam
This Workshop is dedicated to the memory of

Floyd E. Laders, Jr., PhD

Pharmacognosist & Regulatory Scientist
December 11, 1931 — February 26, 2006

Saturday, August 5, 2006
Crystal Gateway Marriott - Arlington, Virginia
11:00 AM -11:30 AM  Welcome Remarks/ Why develop botanicals as drugs?
What’s in it for the Manufacturer?
Freddie Ann Hoffman, MD, HeteroGeneity, LLC

11:30 AM -12:00 PM  Botanicals as “New” Drugs.
Shaw Chen, MD, PhD, Food and Drug Administration

12:00 PM - 12:30 PM Selecting the “Product”: What to look for in the Plant.
Edward M. Croom, Jr., PhD, Croomia, LLC

12:30 PM - 1:45 PM Luncheon

1:45 PM - 2:15 PM Facility Requirements for Pharmaceutical Production.
Barbara Immel, Immel Resources, LLC

2:15 PM - 2:45 PM Developing Botanical Drugs: The Drug Review Process.
Jinhui Dou, PhD, Food and Drug Administration

2:45 PM - 3:00 PM Break

3:00 PM - 3:30 PM Chemistry, Manufacturing, and Controls Information

Recommended for a Botanical Drug
Rajiv Agarwal, PhD, Food and Drug Administration

3:30 PM - 4:00 PM Pharmacology & Toxicology Requirements for Botanical Drugs.
Kuei-Meng Wu, PhD, Food and Drug Administration

4:00 PM Adjourn


http://www.phcog.org/Botanicals/ASP-FDA WS HOFFMAN 2006 Intro-Drug DevB.pdf
http://www.phcog.org/Botanicals/ASP-FDA WS CHEN 2006 BRT.pdf
http://www.phcog.org/Botanicals/ASP-FDA WS CROOM Plant Prod 2006B.pdf
http://www.phcog.org/Botanicals/ASP-FDA WS IMMEL GMPs 2006.pdf
http://www.phcog.org/Botanicals/ASP-FDA WS DOU 2006 Bot Guide.pdf
http://www.phcog.org/Botanicals/ASP-FDA WS AGARWAL 2006 CMC.pdf
http://www.phcog.org/Botanicals/ASP-FDA WS WU PharmTox 2006.pdf
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WASHINGTON, DC

FACULTY:

Rajiv Agarwal, PhD, PhD

Chemist

Office of New Drug Quality Assessment

Division pf Pre-Marketing Assessment 11, Branch 111
Center for Drug Evaluation and Research

US Food and Drug Administration

10903 New Hampshire Avenue, Building 22, Room
2473

Silver Spring, MD 20993-0002

Tel: 301-796-1322

Fax: 301-796-9850

E.mail: rajiv.agarwal@fda.hhs.gov

Shaw T. Chen, MD, PhD

Associate Director & Botanical Team Leader
Center for Drug Evaluation and Research

US Food and Drug Administration [HFD-101]
10903 New Hampshire Avenue, Building 22, Room
4134

Silver Spring, MD 20993-0002

Tel: 301-796-1054

Fax: 301-796-9840

E-mail: shaw.chen@fda.hhs.gov

Edward M. Croom, Jr., PhD
CEO

Croomia, LLC

1509 Smallwood Drive

Oxford, MS 38655

Tel: 662- 236-1318

Fax: 662-234-7691

E-mail: emcroom@olemiss.edu

Jin-Hui Dou, PhD
Pharmacognosist/Pharmacologist

Center for Drug Evaluation and Research

US Food and Drug Administration [HFD-101]
10903 New Hampshire Avenue, Building 22, Room
4135

Silver Spring, MD 20993-0002

Tel: 301-796 -1062

Fax: 301-796-9840

E-mail: jinhui.dou@fda.hhs.gov

FOA

Freddie Ann Hoffman, MD

CEO

HeteroGeneity, LLC

5611 16th Street, NW

Washington, DC 20011-6809

Tel: 202-545-6843

Fax: 202-545-6844

E-mail: fhoffman@heterogeneity-LLC.com
Website: www.heterogeneity-LLC.com

Barbara Immel

CEO

Immel Resources, LLC

616 Peteluma Blvd N, Sute B
Petaluma, CA 94952 USA

Tel: 866-778-7222

Fax: 707-778-1818

E-mail: immel@immel.com
Website: www.immel.com

Kuei-Meng Wu, PhD

Senior Expert Pharmacologist

Division of Anti-Viral Products

Center for Drug Evaluation and Research

US Food and Drug Administration [HFD-530]
10903 New Hampshire Avenue, Building 22, Room
6344

Silver Spring MD 20993

Tel: 301-796-0835

Fax: 301-796-9883

E-mail: kueimeng.wu@fda.hhs.gov

FDA website: www.fda.gov
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