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Food and Drug Administration

Rockville MD 20857
August 5, 2005

Donald Mattison, MD
Senior Advisor to the Directors of NICHD and CRMC

National Institutes of Health
6100 Executive Blvd, RM 4B05
Rockville, MD 20852

Dear Dr. Mattison,

The Food and Drug Administration (FDA) issued a Written Request to all approved
application holders to study the following drug:

e Rifampin for the treatment of cerebrospinal fluid shunt infections

Per section 3 of the Best Pharmaceuticals for Children Act, the FDA is hereby referring
this Written Request to the National Institutes of Health for possible conversion into a
Request for Contract Proposal. Should you have any questions, please do not hesitate to

contact me at 301-594-7337.

Sincerely, /0

Lisa Mathis, MD
Acting Director
Division of Pediatric Drug Development, HFD-960

Office of Counter-Terrorism and Pediatric Drug

Development
Center for Drug Evaluation and Research

Attachments:
cc: Duane Alexander, MD

Director, NICHD

































	Bookmarks

	Background and rationale
	Type of Study
	Study Objectives
	Study Design
	Indication to be Studied
	Age Groups in which Studies will be Performed
	Number of Patients
	Pharmacokinetics Sub-studies
	Inclusion Criteria
	Exclusion Criteria
	Additional Protocol Issues 
	Study Endpoints
	Pharmacokinetics (PK) Sub-study for Rifampin
	Drug Information
	Drug Specific Safety Concerns
	Statistical Information
	Time Frame for Submitting Reports 
	Response to Written Request: 




