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SUBJECT:  PRINTOUTS FOR SIX PDA REVIEWS

Per your request, I am attaching printouts showing staff hours expended
for the PDA reviews identified below, and for the CESSAR and GESSAR FDA

reviews. I understand this data will be used to determine average cost
for such reviews,

PDA Review Regular Non
Docket B Period Hours Reg Total
50-550 10 10/16/75-3/10/77 2,542.5% 308 2,850.5
(GESSAR 238"
50-495 8 4/25/74-3/31/77 19,584.9 2,170.8 21,755.7
(SWESSAR/CESSAR)
50-560 11  11/17/75-8/17/7 10,227 575.9 10,802.9
(BOPSAR)
50-572 13 10/8/76-11/4/78 11,384.1 1,626.3 13,010.4
(RESAR-414)
50-531 9 9/3/75-3/31/77 3,780.5 316.5 4,097.0
(BESSAR-251
50-561 12 11/17/75-8/17/77 12,309 664 12,973
(BSAR-205)

I was unable to obtain any technical assistance costs for the above reviews.

I talked to several reviewers and none of them recalled any associated
technical assistance.

The staff hours associated with the FDA review for GESSAR-238 and CESSAR are
as indicated below.

Review Reg Non
Docket Period Hours Reg Total
*
50-447 3/31/80-6/25/83 15,008.7 647 15,656.7
(GESSAR)
50-470 10/27/78-6/25/83 11,920 1,115.7 13,035.7
(CESSAR)
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The contractual expenditure for GESSAR was § 468,493, CESSAR contractual
cost amounted to $ 644,123,

Printouts of staf’ hours for the above reviews are enclosed for your
information and use. Please return the printouts for GESSAR and CESSAR

FDA reviews.
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Valeria Wilson
Management Analysis Branch
Planning and Program Analysis Staff
Enclosure:

Printouts



