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Date: March 6, 2001
To: Dockets Management Branch (HFA-305)
From: Melissa Lamb

Office of Generic Drugs
Subject: Current Regulatory Issues
This memorandum forwards overheads of a presentation to the Dockets
Management Branch for inclusion in Docket 905-0308. The following

is information on the presentation for the Docket records:

Title of Presentation: Current Regulatory Issues Concerning the
Generic Drug Industry

Presented for: NAPM
Date Presented: May 15, 2000
Presented by: Gary Buehler, Acting Director

Office of Generic Drugs

Number of Pages: 21
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Current Regulatory Issues
Concerning the
Generic Drug Industry

NAPM Mid-Year Meeting and
Educational Conference
~ May 15,2000
- Newark, NJ

Gary Buehler, Acting Director CDER

Ofﬁce of Generic Drugs Center for Drug Evaluation and Research
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Division of Chemistry I TEAM Structure May 9, 2000
Major Labeling Project
Chemistry I | TEAM Leader Team Staff Therapeutic Class Reviewer Muanager
TEAM 1 Albert Mueller David Cummings « Antihypertensives
Rosario D'Costa « Angiotensin Jim Bonnie
James Fan «  Diuretics Barlow McNeal
Raj Bykadi + Radioactive
FTE due to report + Radiopaques
« NonSteroidal Anti
Inflammatories
TEAM 2 Michael Smela Shirley Brown + Estrogens
Ken Furnkranz + Gonadotropins Teresa
Mujahid Shaikh « LVPs Watkins Michelle
Bing Cai + Cytotoxic Dillabunt
Eugene Schaefer « Antineoplastic .
« Bronchodialator (MDI)
+ Surgical-Dental
TEAM 3 Paul Schwartz Gil Kang « Anti-anxiety
Kathy Woodland « Sedatives
Nashed Nashed « Dermatologics Lillie Elaige Bu
Liang-Lii Huang « Oties Golson
« Ophthalmics
« Antifungal
« Anti-Tnfectives
TEAM 4 Dave Gill Upinder Atwal + Antipsychotics
Shing Lin + Covticosteriods Debbie Ruby Yu
Sfex'e S lxer%{en A ~Cough Prep. Catterson
Neern Takiar + Muscle Relaxant
Robert Trimmer «  Coatraceptive
+  Auabolic Steroids
+ _ Vitaming
e e
Division of Chemistry II TEAM Structure
fl( Chemistry Major Labeling Project
)i TEAM Leader Team Staff Therapeutic Class Reviewer Manager
TEAM 6 Richard Adams « Antibacterial
Maria Shih « Anti Fungal*
Susan Rosencrance » Antineoplastic* Jackie Mark
Ruth Ganunis + Immuno- Council Anderson
Susan Zuk suppressants*
M. Scott Furness *Fermentation Derived
TEAM 7 Brenda Arnwine o Anti-Ulcer
| Karen Bernard |+ Anticonvulsants Koung Lee Kassandra
Raymond Brown « Antimotility Sherrod
Mahnaz Farahani + Anticholinergics
Ijeoma Nnamani + Anorexics
Radhika Rajagopalan
TEAM 8 Ubrani «  Beta-Blockers
Venkataram + Ca Channe! Adolph Yezza | Tim Ames
Sema Basaran Blockers
Bita Mirzai-Azarm «  Aanti-arrhythinics
Robert Permisohn » Anti depressants
Mouna Selvam « Drug Abuse
Lucis Tang
TEAM 9 Glen Smith  Antiviral
Andrew Langowski - Aualgesics Chan Park Jeen
Edwin Ramos « Anesthetics Min
Dominick Roselle « Narcotic agonists
Mayra Pineiro-Sanchez |+ Anticoagulants

Tao-chin Wang




Division of Bieequivalence TEAM Structure Thursday, May 11, 2000

TEAM Leader ) Team Staff Project Manager

TEAM 1 Yih-Chain Huang

James Chaney

Lin Whei Chuang Krista Scardina
Hoainhon Nguyen .
Chaurasia Chandra -

Andre Jackson
Sikta Pradhan
Pradeep Sathe

TEAM II | Shriniwas Nerurkar

Jenny Lee
Kuldeep Dhariwal Jennifer Fan
Patrick Nwakama
Surendra Shrivastava
Gur-Jai Pal Singh_
Nhan Tran

TEAM I | Barbara Davit

Mamata Gokhale
Carol Kim Patty Nguyen
Moheb Makary
Zakaria Wahba
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Controlled Correspondence

Correspondence

¥ __——» Division of
Recelved E o '

for Umque Reviewer
or Difficult
Issues
Signature Review
: Completed

N

*Cecelia Parise, R.Ph.
Immediate Office of the Director

‘Completed
* Rita Hassall, BSN, MN ‘

** Frank Holcombe, Ph.D., Assoc. D
Immediate Office of the Director
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OGD Director Search

Barbara Davit, Ph.D
Larry Lesk'_,c‘),: Ph.D. .
Sol Sobel, M.D.
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