
.h4r. Ron Sanyal, M. Pharm., CQE, RAC 
Maaa%er, Resullrtory Afws 
biOh&i~ Inc. 
100 Rodolphc Street 
Dmiram, North Carolina 27712 

Re: BPOlOOOl/O 
Producti NuqlisenSap HIV-l QT 
DeviceCode: MZF 

DateReceivak 02-JAN-01 . 

Dear Mr. sanyal: 

Tbe Center for Bi~1ogic.s Evaluation and Rcsea@ (CW3R) of the F& and Ihug * . A- _ jioq @A) has comphted its rev& of ywr prknark&“approval applkation 
(PMA) fix tbe NucliSens@ HIV-l QT. This device $ intended for usk in conjunckion 
with &nical presentation and other &xa&y m.aiSws of di~~,grO&es&dn for ’ 
prognostic ass~qw@ of w-1 inf+ai path@ and fat monito&g’the effects of anti- ,. , I xI1,/1.. I*I_ 
retroviral therapy by serial mea&&me&s 6f plasma HIV-1 RNA for pediatric and ad@ 
patients w& bebq ,@ @a& &ater “&an 93$06;i;ld “2K$O@*G$& iif HIV- 1 ihI 
RNA/n& respectively. We arc pleased to inform you that the P&4 is approved subject to 
the condition dgsgjbql b$g~,and in thy wC&x@iti c# A&hGti”‘(ti&kd).‘ YOU may _. ~.~~~~r .es )). “‘*&?d>ar.ril .,5 *A’ i*‘-n-*a”*, 
begin commercial distribqtioq of &I, d&$*~ upon tiipt of ihis “l&kr. A+-& ’ 

. 

1. The Iyophilization process must be fully v&dated dtiring the manuhctwing of the 
first tbqe copyyrc~ lots of the Nu&Scns@ HIV-1 ‘QT ‘test. - , -,. ll”..- I~\-._,.. .+./ ,*A ,,_,.; “id,“,.1 ,. 

2. biolWricux will provide lot xe&asc: t&@ts for the first * co~q@ i$apf - ” ~-.-.~.,~III’.~‘~.~. the Nuclism*“HN-l QT ~ Thmaftcr, lot d&-&-&?y~g&~ti ~ 

CBER fkom every third lot of tit kits for a period of fz %k&s undq- a sxirve@qe 
program. The need for continued swve.il!~~ of$$ tes!“k$“beyond this period will 
be determined by CBER. 

; . . 

L.r 



Expiratia d&g for this devic,e has been approved as 12 months under storage and _“l_/l_“,“” shipping oon&ti,& ddw $“.ae package ti&xx’.fik *til You ustd “-&~li& 
& -am ag is &midetea an approved protocol f&j.f.~‘pucpose of.-&&g the 
expiratioa d&ing as provided by 21 CFR 814.3~a)@). 

CJ3ER til put&h a notice of its decision to approve your PMA in the FED& 
REGISTER. 

“,i. 
The notice will~itate that q tsum&iy laf the safety and-eff&vk data 

upon whkh the approval is based is available t6the public upon &quest Withid 30 days 
of publiation of the noti* of approval in txle FEDF&HXBG~~ a&i+r+t$ 
person may seek review of this de&i& by requ&&g ti dp’sio;;t;i;itj; roi admuzlstrative 
review, eithk through a licafing or review by an independent adv@ory committee, under sdction 515o of *e Fa F* Diug, ‘&+-+“a-&@&G.zatj; ,, -. ” ._ _ 

Failure 6 comply with the conditions of approval invalidates this approval order. 
Commdal dikibutiqn of a d&&? th$ is ~0% ~.qmplike ~6th @se ConditiOns is a 
violation of the act. 

You are iemitbd that as soon-as possible, andbe$re @xniJlarcial distribution 0Pyour 
device, you must submit aq ammdment to this Pm q&x&&n w@ c@s df all 
approved labeling in final printed form. 

All re@red documents should be submitted in triplicate, unless otherwise specified, to 
’ the address blow and slrpuld refe69 thq,.a&oye Pm numbs 6 f&State pro&sing. _. <. ,,. + _ ii”..,ll*+~.*~ .I.> ‘ I. ̂< (.W^ .“. “a 

Document control.~~.~-~9) 
Ceqter fqr,l%qlogics Ev&atic?n and &search 
Food and DikgAdmi&tration 
1401 Rockville Pike 
Rock@e, Maryland 20852-1448 

lf you baye any cpe-stions co nccrning this approval order, please co&act’&$& Nedjar, 
Ph.D. at (301) 827-3524. 

Sincerely yours, 

I&L. N&h&i, Ph.D. 
Director 
Division qf E&qing and 
Transfusion ‘T’ikiq@.it@ IIi-+qzs 

Officc of Blood Re=wk@ Review I. ,.1w-.,. ,,.._ ,,_. 2 i_,_ _( 
Center for Siologics E?aluation qud Resqaqch 
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Concurreeee Fbrnqaf for CJ3yR Oufiohg Corresfindence ’ 

Application Number PMA BPOiOOOl 

Letter Type: APPROVAL 

CC: 

S. Nedjar, HFm-380 
X. Lii HFm-315 
B. Lewis, I-Em-3 10 
Becky sheets, HFA4-478 
DBA Fib, HFM-380 

HiStOl-JC 

Letterdmfkd SayahNedjar, 09/13/2001 
IIJwbdz Bedewi+: lll~K)l 

File Name: 
C://BPGl~l-BioI@ri~ AppLTILd~ 



CONDITIONS OF APPROVAL _ 

other descriptive printed mateiial, issued by the ..&.i or&...bct6; -& *.L.,i‘.&e 

device shall include a brief statement of the intended uses of the device and relevant 
warnings, precautions, side efI’ects ‘krd eontraindic~ti”cns~ ” .. 

.^ __. ., _ I -“‘i 

for review and approval byFDA unless’ the change is 6f a type foi; which a~‘%pG%%PMA 
Supplement-Changes Being Eff’ted” is permitted tid&2f CFR gi&%(d) br &I A 
alternate subniission is permitted in accordance with 21 CFR SI439@j: APIA ’ _.” .L ;.x I I, I .,. 
supplement or alternate submissiori~shall comply with appl&b~er&&.&Gnents”tider 21 cFR 814.3g of the f’inai nile for fimd$& &ptivd *orax~a”~w~i~ L. 

All situations which require a PMA suppiement cam@ be briefiy surnm&~*please 
consult the PMA regulation for further ‘guidance. The guidance provide&belo;ii;is ‘only 
for several key instances. 

A PMA. supplement must be submitted *hen unanticipa&d adverse eff?&, incre&es in 
the incidence of anticipated adverse effects, or device’ $%ilties’Z&sgi~ 1; la&&& 
manufacturing, or device modification. 

A PMA supplement must be submitted if thk device is tobe &d&xl and the modified detiw should be subjectd to Sd o~.l~bdi;ato- or ‘%liriid. (-&P~ d&ign&d-tg”’ ’ 

determine if the modified device remains safe and effective. - 



(2) Bibliography and summary of.the following ~infor&tidnnot previously ’ _ .“~_. _ ( ,._, , S,.” . ..‘“_ submitted as part of;& pa and that ls 6g~fb-;‘;~;g$y should be known , 

to the applicant: 

(a)unpublished reports of data from, any clkical‘inv&~gatio~ or 
nonclinical laboratory studies involvixig ‘the device or related d&ices . ,, , 
(“related+’ devices include devices tihich tie & <a&e or substantially 
similar to the applicant’s device); arki 

,E.“X’ ,“_,,x,~ ,,.,,, r,,,CI:-ir-, .“.,‘., ^ “I -‘I 1,---..<1- - 
(b)reports in the scienrific hte$ure concemmg the device. 

:. /_ 
. . 

If, after reviewing the bibliography and summa& FDA concludes‘that agency rev&v of 
one or more of the above reports is-required, the applicant shall submit two u$es of each v 
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identified report when sonotifie&l$%A. 

information concerning: 

(l)A mix-up ofthe device or its labeling witkanotherartk~e. : . 

devices, report to the FDA 

: .  ._ /  

__ 
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inform a tio n , fh m  any  so‘urce , th a t qqsopab ly  sugges ts th a t a  dev i&  m a r k e te d  by  & e  
m a n u h d u r e r  o r  impo r te r : 

( l)M a y  have  caused  o r  con tr ibuted to  a  d e a tb ’or  st io@  injury;  0 ; ’ 
! 
’ 
I” 

(2 )Has  m a lfunc tio n & i  a n d  such  d e & e  o r  s in&r  d e & e  r & & te d  by  th e  
m a n u fac tu re r  o r  impo r te r  wou ld  b e  l ikely to ’$ a & 6 ’&  c & & % u ~ e  to  a  
ser ious  in jury if th e  tia @ n c tio ~  we re  to  & cur. 

d e a fh  o r  
_  -. 

A n y  w & t&  repor t is to  b e  submi tte d  to : 


