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‘Rockville, MD 20857 

Dear Director: 

Thank you for the opportuni o provide you with our comments on the 

Safeguards for Children 1 Investigations of FDA-Regulated 
Products; Request for C [Docket No. OON-00741. We look 
forward to submitting our per ctive on this issue and if desired, would be 
willing to meet with FDA rep ntatives to further explain our position 
and the importance of enab mature adolescents to consent to 
participation in a research s without parental permission in certain 
limited circumstances or wit propriate procedural safeguards, 

On behalf of the Chairpers bers of the National Human 
Research Protections Advi (NHRPAC) we wish to reserve 

FDA’s Interim Rule: The NHRPAC 
ch time there will be an opportunity to 

review and discuss the propos comments for submission to the FDA. 1 

Ausst 17,2901. / 
Thank you in advance for yo 

cc: Mary Faith Marshall 
Alan Fleischman 
NHRPAC Committee 

air and the NHRPAC Membership 
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