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ORANDTUM DEPARTMENT OF HEALTH AND HUMAN SERVICES
PUBLIC HEALTH SERVICE
FOOD AND DRUG ADMINISTRATION
CENTER FOR DRUG EVALUATION AND RESEARCH

Date:
To:

From:

February 8, 2000

Dockets Management Branch (HFA-305)

Melissa Lamb
OCffice of Generic Drugs

Subject: Micro Review Process

This memorandum forwards overheads of a presentation to the Dockets
Management Branch for inclusion in Docket 905-0308. The following
ig information on the presentation for the Docket records:

Title of Presentation: Micro Review Process
Pfesented for: , FDA Technical Workéhop
Date Presented: 10/18/99

Presented by: Joe Buccine

Number of Pages: 9
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Joe Buccine




_ Mi'crobiology Team Structure

| Associate Director
Mary Fanning, M.D. |

Team Leader Manager
Andee High

(Acting)

Joe Buccine

Reviewer

~ Reviewer
| Nrapendra Nath

- Reviewer

Vacant | 1

Lynne Ensor |



- Micro Project M an agér iy
Roles and Responszbzlztles

a351gn1ng rev1ews - U
Support and coordinate t1me1y reV1ews |
Imtlate and coordinate consults

Collaborate with the chem1stry pI‘O_] ect A
& managers to assure tlmely act1ons and
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Microbiology Receipts in

Original ANDAs

| 400 - Micro Receipts]
Apprgxim;ately . 350 | ~ |m12-Month Total
20% of 2l
Original % ul

i 200 |-
Applications S 450/
contain | % 100
Sterility Data  *|

0 .
| 98
CALENDAR YEAR
(New Counting System) * = PrOjeCted



 Microbiology Review Backlog

~ How and when did itoccur?‘

" What is OGD doing about it?




o ;Performan-ce Goals”.,

SRR Short Term B
o No Delayed Drug Approvals
Rgduce Overdue Appllcatlons_._)_ -

Long Term:
Control the Backlog
‘Eliminate Consults




What Ftrms Can Do To Help '

° nghhght n the cover letter that the - ,
subrmssmn contams mlc_ro information
- Separate the sterility information from.
CMC 1nf0rmat10n | o




e Joe Buccme, R Ph M G A -
Mtcrobzology Pm]ect Manager -

‘ 301 827-5754 -




