MEMORAND UM DEPARTMENT OF HEALTH AND HUMAN SERVICES
‘ PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

N777 01w -0 1R
Date: March 6, 2001
To: Dockets Management Branch (HFA-305)
From: Melissa Lamb

Office of Generic Drugs
Subject: Update from the Office of Generic Drugs
This memorandum forwards overheads of a presentation to the Dockets

Management Branch for inclusion in Docket 90S-0308. The following
is information on the presentation for the Docket records:

Title of Presentation: Update from the Office of Generic Drugs
Presented for: GPIA Science Committee Meeting

Date Presented: June 19, 2000

Presented by: Gary Buehler, Acting Director“

Office of Generic Drugs

Number of Pages: 22
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Calendar Year Approvals and
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Division of Ch May 9, 2000
Major Labeling Project
| Chemistry ¥ | TEAM Leader Team Staff Therapeutic Class Reviewer | Manager
| TEAM 1 Albert Mueller David Cummin, + Antibypertensives
Rosario D'Costa + Angiotensin Jim Bonnie
James Fan » Diaretics Barlow McNeal
Raj Bykadi + Radioactive
FTE due te report + Radiopaques
+ NonSteroidal Anti
: Inflammatories
TEAM 2 Michael Smela Shirley Brown + Estrogens
Ken Furnkranz « Gonadotropins Teresa .
Mujahid Shaikh * LVPs Watkins Michelle r
Bing Cai « Cytotoxic Dillahunt
i Eugene Schaefer * Antineoplastic
+ Bronchodialator (MDI)
* Surgical-Dental
TEAM 3 Paul Schwartz Gil Kan * Anti-anxiety
Kathy Woodiand « Sedatives
Nashed Nashed + Dermatologics Lillie Elaine Hu
Liang-Lii Huang + Ofics Golson
+ Ophthalmics
« Antifungal
* Anti-Infectives
TEAM 4 Dave Gill Upinder Atwal * Aatipsychotics
Shing Liu *  Carticosteriods Debbie Ruby Yu
Steve Sherken : A"fg'(:‘: ';':":,‘;‘_‘;; Catterson
Neern Takiar * Muscle Relaxant
Robert Trimmer ©  Confraceptive
*  Anabolic Steroids
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Guidance for Industry
* Issued March 2000
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Mylan 11 - Tamox1fen

* Civil ACthl‘l -No.v
* Ricardo M. Urb
» March 31, 2000
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Communication

Addition :
* New, Improved
Approval List
*« First Generic Drug Prod
List |
* Para. IV Drug Produ
Received - t
» Chemistry Team/The
Class List

Implemcnted, o

Undéf;C‘o_nstruc;ti’on

Under Construction
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Web Initiatives

Addition o 4 Imp!gg]eqtatiqg Status
* OGD "What's New"" Se

.+ Expanded ANDA Su
Informatlon o

* Useful Links

* OGD Contact Dlrectory
Guide

* Presentations by OGD
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Controlled Correspondence
* June I, 1999‘_” Aprll 30, 2000

= 223 pieces _(53 %)
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Regulatory Supp ort
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for Signature

* Rita Hassall, BSN, MN .
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OGD Director Search
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