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Dear Sir or Madam: 

As a pediatrician who cares for infants and children every day, I welcome the opportunity to 
comment on the relationship 
Children Act (P.L. 107-1 09). 

cant progress toward pediatric drug studies 

(extended in January 

the Pediatric Rule. 

In March 2002 the FDA proposed to suspend the Pediatric Rul 
reversed, this action indicates that children are at risk of losing 
hard to secure for them. 

The Pediatric Rule ensures that children are no longer a therapeutic afterthought by the 
pharmaceutical industry. It is an esse 
quality and quantity of drugs they ne 
time a drug comes to market unless the FDA grants a waiv 
children a certainty, not an option and puts children on a level playin 
first time. 

we have fought so 

for pediatric use at the 

ith adults for the 

I believe that all 
comprehensi 
provisions of the Pediatric 
ensure that children have 

onents of the 1998 Pediatric 
h to securing pediatric stud 

however, toge 
riate drugs avail 



The following comments and 
Federal Register notice soliciting p 

mmendations respond to questions and issues raised in the 

0 Retiring or relaxing any 
be to the detriment of chi1 
voluntary and subject to continuati 
to ensure that the Pediatric Rule remains in place in its entirety. 

Y 

eed 

0 Noting again that the BPCA is subject to continuation by Congress and that future 
reauthorization is uncertain, the Pediatric Rule should mirror the scope of the BPCA and 
apply to all labeled and potential indications as well as 
submits a supplemental indication to the FDA, it invok 
that appropriate pediatric 
appropriate pediatric use 
requirement for pediatric studies of the new indication, any pediatric studies that may be 
needed for the currently labeled or potential indications. 

In determining the process of whe 
the detailed process for reque 
labeling that is outlined in the BPCA. 

0 the FDA should rely on 
eted drugs and securing 

0 It is essential that the Pediatric Rule rem 
ensures that biological produc 
BPCA applies specifically to 
covered by the Food, Drug and Cosmeti 
covered under the Public 
therapies now and in the 

Appropriate formulations are an essential compo 
pediatric population. It is a re 
age appropriate formulations, 
specific age populations negates the intent of the BPCA and the Pediatric Rule. 

BPCA limits its reference to “rec 
completed under public contract. This 
formulation is developed in the study 
formulation, it may not always be pos 
general public. 

0 g medications for the 

Sincerely, 

Diane C. Williams MD. 




