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PPTA 
Plasma Protein Therapeutics Association 

October 25,2005 988.7 ‘(yj UCif-/ “%:4,, 
Reference No.: FDAAO5018 

Dodmts Branch, HFA-305 ’ WAE*tl&lJS?S 
Food and Drug Admkristration 
5830 Fishers Borne, Room 1081 I 
Rockwtlle, IUD20852 

SUBJECT: Draft Guidance, ‘Guidance For Industry: Nucleic Acid Testing (NAT) for 
Human lmmu Virus Type 1 (rlV-1) and $ c vmJs 
~~yV&O~esting, Induct Disposition, and, Ddnor DefWaI and Reentry, 

Docketb.ml 
I 

Dear Sit or Madam: 

tmma-ddved and rewmbkant 

enwgenq room settings to treat individuals with shckk, trauma, bums, and other 
conditions. PPTA members are commItted to assuring the sa%ty and availabiMy of 
these medicatty needed life-sustaining therapies. 

PPTA and its member companies would like to 
updated Guidance Document on MT for 
Boris not only for testing, but also for 
and donor reentry. PPTA has no comments on the 
WTAdoes#erthesuggesUonthattheGMance 
of organi2ation. PPTA suggests tha beorderedsothateach 
recommendation indudes its narrative and respe&va figups and 
tables. this couId be done by organizing the vidual rwomm@dqMns in a 
series ces. 
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PPTA appmchtes the oppoftunity to cormnent on the 
commnts or would 

Guidance. Should you have 
infbmmtion, please 


