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Christopher Bentam 
Bi-Rd IAmatmiea 
Diwostics 

85*  venue NE 
Rabmmd, 

Dear Bcntscn: 

-Y& you L i m  Application for tho Human lmmunodefUciency 
Virus 1 and (HW-1 HIV-243mymt Imr~wmsay @IA)kmmbinant 
Synthetic) (i.e., s m r n  tW-l/HIV-2 PL I/S O HA), v i h  t td  

the detection antibodits the Hwmn Imrn~~~(deficiency 
bumpn ar plama Bio-Rad Eaborahrb hereby slllthorized 

Genetic S m HKV-l/HIV-2 PLUS O EM for intmhtioa into inkdate 
commerce, manufachlred B i e U  Laboratories, merit 
Humau Services ~~ No.1109. 

I I 
Change8 pductian p m a s ,  h a t i 1  m pdumon prmmses, 
~ r n e a i ,  facilitiq rqmnaible v d me repinad to be rqmtd 
spacifid in Title Code Rerml&om (CFR) 

adverse repor& submitted acowding tc 1 CFR Centw 
d Radiologi~d Hdth, Repo* Rockville, 

Maryland 20847-3002. infomation obtained in the 
ather relevant clinid studies should reparted ~~E CFR it 
dm raqmted reporb be accordtag t (3% 

agreed Letter Commitmart the foliowing pogt- 
Iicensure commitments fulfdled: 

STN: BL 12503010 

Group 

6565 1 

W A  98052 

Mr. 

W e have Biologics 
Types 2 and and 

Genetic a qualitative in 
for of to Virus Types 1 and 2 in 

is to introduceor 
deliver 

or to FDA as 

at under of Health and 

to the product, of 

21 ofFederal Section 601.12. 

All should be 2 Part 803 to the for 
Devices Medical Device POBox 3002, 

In addition, safety related course of 
be 
 in with 21 312.32. is 


that distribution submitted to 2 600.81. 

As upon in your of dater July 14,2003 
must be 



-Mr. Rm&n 

Bio-Rail Laboratories unkshds mwmes ths right a d d i t i d  
based !k rmdb p % t  markt Mes. 

; 
Bia-Rad Laboratories p m p d  introductory advatiaing 

aqmign. so. p l w  submit thm copia w s e d  material 
draft fom Part of the 256712253 to CBWt Advdsing and 
Prornotiod tabthg (APLB), HFMd02, I N  RwkviUe Mile, 
Eviaryland 20852-1 448. 

; 
requirgd mbmit r c p t s  mutt deviations in accordance 

CFR 600.14. AU-gdevi&ns, mCIudingtheassociatad 
teming, pakin& labeling, storage, Bo1ditlg d&ribution. should 

promptly idmt%ed hmtigated. the Mas inwrIvca r ~ b u t o d  product, 
afEect the potesrcy @wt, od the other critexia the 

a qmt must submittd to the Mar, Ofice a i  
Biologic8 Quality, h t e r  for Biab gics Re-!I, HFM- 

600, 140 Rockvik Piko, -He, MI3 1418. 

Please all hnal printed iabe1'ing at tima ot' implementation 
infO&ion Fwm Please pmvide h a t  electronic 
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that FDA to take 
action an of 


I 
may wish to submit and 

promotional If 
 (3) of the in 

with I FDA Form 


Branch 
 1 Pike, 

I 
You are to 
 ofbiological with 
21 with 
processing, and 
 be 

and 
 If may 
safety, purity,or of the in 

regulation, be onFormFDA.-3486 
Compliance and Evaluationand 

1 20852-

submit the use and include 
onFDA 2567. aFDF- copy as well as 



-Mr. Bentsen 

original p a p s  copiea (ten for c i ~ h  aad five for otlies &tion, you 
wid submit mFae draft mpja of the ptoptwd intnduc4q advertismg 

labeling FDA Fonn the 
aud Rescar4  Advettising aud Romotiond Labding HFM42,1401 

Rwlrvilla Rmlrvifle, MD 20852-1448. Final printad advdsing 
l a l i n g  h u l d  submitted at tbe d& accompanied en 

For& 

All pmmotional chins must be cmiatmt rith nor con& approved labeling 
comparative pmmotiatuf elnian ot superiarity over o t k  pToducts &odd tw 

made unless mppm such we submittul and tbe Center 
Biologics Emhalion Wxar& 1 

Hira L. Nakhasl, PhD. 
D W o r  

l3rn~zging and Tmdision 
T l a l l S m i d d D W  

UEcu B l d  
Canter for Bioltrgiar M u t i o n  

Rteearch 
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labels), In m y  
to and 

promotional with an Form 2567 or 2253 to Center for Biologics 
Evaluation Branch, 

Pike, and promotional 
be 
 time ofinitial by 
 FDA 

Form 2567 or 2253. 

and to 

1 

No claim of 
datato claims to 
 approved by for 

and 
 ; -

Division of 

of and Review 

and 


