
November 7,2005 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room 1061 
Rockville, Maryland 20852 

Re: Docket No. 2005D-0334, Federal Register: September 7, 2005 (Volume 70, Pages 53233- 
53235) 

Dear SirMadam: 

The following comments are provided by the Biotechnology Industry Organization (BIO). BIO 
represents more than 1,000 biotechnology companies, academic institutions, state biotechnology 
centers and related organizations in all 50 U.S. states and 33 other nations. BIO members are 
involved in the research and development of healthcare, agricultural, industrial and environmental 
biotechnology products. BIO appreciates the opportunity to comment on the Food and Drug 
Administration's (FDA's, the Agency's) draft guidance, "How to Comply with the Pediatric 
Research Equity Act." 

BIO wishes to commend FDA for preparing this draft guidance, which will assist BIO member 
companies with the interpretation and understanding of the Pediatric Research Equity Act 
(PREA). BIO has reviewed the draft guidance and has the following comments and requests for 
clarification. 

1) 	 Compliance Dates in the Draft Guidance are Not Consistent with PREA for Certain 
Applications Granted Deferrals (PREA, Section 4@)) 

The information concerning compliance dates for applications subject to PREA (see Attachment 
C of the guidance) does not appear to be consistent with PREA. A copy of the table of 
compliance dates from Attachment C of the draft guidance is included below. 
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Categories of Applications 
Application or supplement submitted between 

Expected Date of Compliance 
Immediate unless FDA specified later date 

4/1/99 and 12/3/03, no waiver or deferral was 
granted and no studies were submitted 
Application or supplement submitted between 
4/1/99 and 10/17/02, studies were deferred to a 

4/1/99 Date Ped Rule became effective 
101 17/02 Date Ped Rule suspended 
12/3/03 Date PREA enacted 

Deferral date + 4 1 1 days 

date after 4/1/99, but no studies were submitted 
Application or supplement submitted between 
1 01 1 7/02 and 12/3/03 and approved after 
12/3/03, studies were deferred 
Application submitted after 12/3/03, studies 
were deferred 

PREA does not provide for the distinctions made in rows 2 and 3 of the table listed above, which 
deny certain applications the 41 1-day extension. Under PREA, all submissions submitted between 
4/1/99 and 12/3/03 for which sponsors were granted deferrals receive a 41 1-day extension (stated 
in PREA as the number of days equal to the number of days between 1011 7/02 and 12/3/03) to the 
date specified in the deferral letter. 

Immediate unless later date is specified in 
deferral letter 

Date specified in deferral letter 

We request that the Agency revise the implementation dates in the Final Guidance to be 
consistent with PREA. We recommend that the table containing the implementation dates be 
revised as follows: 

4/1/99 Date Ped Rule became effective 
10/1 7/02 Date Ped Rule suspended 
12/3/03 Date PREA enacted 

Categories of Applications 
Application or supplement submitted between 
4/1/99 and 12/3/03, no waiver or deferral 
granted 
Application or supplement submitted between 
4/1/99 and 12/3/03, studies were deferred 
Application submitted after 12/3/03, studies 
were deferred 

2) Request for Clarification of Statement that FDA May Reconsider Waiver Decisions 
Until Time of Approval 

Expected Date of Compliance 
Immediate unless FDA specified later date 

Deferral date + 41 1 days 

Date specified in deferral letter 

The draft guidance indicates that prior to approval, the Agency may reconsider its earlier decision 
to waive a pediatric assessment, and that a waiver decision does not become final until an 
approval letter is issued. The draft guidance states, "[ilf, prior to approval, the Agency becomes 
aware of new or additional scientific information that affects the criteria on which the waiver 
decision was based, the Agency may reconsider its earlier decision. A waiver decision becomes 

BIO Comments to Docket No. 2005D-0334, November 7,2005, page 2 of 4 






