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ft Guidance document states that Scmrce Plasma m~ufa~t~ers must 
prier approvaf suppEement (PAS) by June 1,2002 tr;, the Agency in 

order te> implement HIV-I and HCV NAT in their estab~is~ents~ We are 
aware, however, that FDA has advised sume fractionators to tile a su 
to the final fractionated product ficense. Cfarification is needed for 
identification of filing responsibifities. 

raft Guidance does not identify the corntents of the PAS filing. There is 
no description of the type of validatiun studies to be perfused or the amaunt 
of statistical data to be provided. Based on the nature of NAT, one assumes 

ooling algorithms, resolution algorithms, sample stability d result 
reporting should be included in the PAS. 

rrt clear as to whether one PAS can e submitted for use of both HIV-1 
CV NAT or whether separate fifings are need for each assay. 

e Donor deferral and release labeling issues are also not addressed in this Draft 
Guidance as they are in the more recent guidance, Use of Nucleic Acid Tests 



0 Submission of the prior approval supplement by June 1, 2002 is unrealistic 
considering that the technology is not universally available and establis~~nts 
need time to implement the technology and collect validation data. 

* The Draft Guidance is not clear as to whether the PAS should include a 
request to eliminate the HIV-p24 testing. 

QCD is grate the opportunity to provide comments to the 
Industry. We look forward to clarification o ese issues in future 

Sincerely, 

stagers Regulatory Affairs 
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