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Food and Drug Adminishfim 
1401 Rockville Pike 
RockMe, MD 20852-1~ 

1. November 7, 2002 

Dr. R. Sam Niedbala 
OraSure Technologies, Inc. 
150 Webster Street 
Bethlehem, Pennsylvania 18015-1388 

Re: 
Product: 
Device Code: 

BPO10”047/0” ; 
OnQuick Rapid HIV-1 Antibody Test 
MTL 

Date Received: 13-NOV-01 

Dear Dr. Niedbala: 

The Center for Biologics Evaluation and Re&rch (CBER) of the Food and Drug 
Administration (F’DA)‘has Completed its review of your’prema%et approval application (pMA) for the oraQuick Rapia HN-~ hiimy.Tgt* ,.~~~~~~~“i~~~~~~~~~~~~~ j” / 

<* “~I I_ . . .._ - i. ,l _” J,WIL _. l~i . I// .I.__ detection of HIV-1 &ntibodies in fingers&k wholeblood specmxns. We are p@ased to 
inform you that the PMA is approved. You may begin commerciddistributiou ofthe I,_ .,,, i i_li.lxI .( ‘;A&* 

In order to ensure the safe and effective use of this device, the srile, distribution; and use of this device are restricted withinthe mdg df section~~~ii~~~.b;fth;i:-~~~,~~ L 

Drug, and Cosmetic Act (the Act) under the authority of se$ion 5 1 S(d)(l)(B)& of the 
Act, as follows: 

,..-I.. 
.--u-r;?+ 

(1) The labeling must specify that 

(a) sale of the OraQuick Rapid HIV-l Antibody Test is restricted to clinical 
laboratories that have an adequate quality assurance program, including planned 
systematic activities to provide adequate ‘confider&that requirements for quality 
will be met; and where there is’ tisurance that opeiau%s’u;ih ‘re&iv’e %d”use the 
instructional materials; 

(b) the OraQuick Rapid HIV- 1 Airtibody Test is approved for use only by an agent of 
a clinical laboratory; 

(c) test subjects must receive the “Subject Information” pamphlet prior to specimen 
collection and appropriate information when test results’&e pr&idedj ’ 



* 
(d) the OraQuick Rapid HIV‘-1 -hti6ody ‘I‘& is fidt &pr&ed for use to screen blood 

or tissue donors. 
and 1. I. 

(2) You must provide a letter to all purchasers advising them of these restrictions, 

We remind you that the sale, distribution, and use must snot .vio]ate sections S@(q) and (r) 
of the Act. Further, no‘ advertisement or other descriptive printed material issued* by the” .’ 
applicant or private label distributor with respect to this device shall recommend or imply 
that the device-may be used for any use that is not included in @e FDA-approved labeling 
for the device. 

As a condition to approval of the device, you have agreed to provide three copies of the I 
following data, referencing t% Pjiiil. control number, to the Document Control Center (HFM-49),% ...t f ‘B’“,.1’. is., _*__^ -i’~~~~~~:‘-i.i\i’--iii -. ~%T>;,: &.13,.1‘1 ._“,, : .&, ‘~/ ‘- en er or 1o o~cs EG4~d~~~w.~fd.%.~p”c;d GKD8hg , , j, 

A&nip&y&n, 1401 Ro&&$ pike, &&&lle, j&&y&a 20852- 1448: ’ 

In a post-approval report, batch production records for two (2) additional lots of 
conjugate pad (Item 304-5007) and blocker pad (Item %4-5615): “’ ‘- 

Expiration dating for this device has been established tid appr%ed at !? mot&& & 2°C to ’ ,, . 
27’C. This is to advise you that the protocol you used to &abhsh t&s &pi&ion dating 
is considered an approved protocol’ for the purpose ‘of extend&&& expiration &&rag as 
provided by 2 1 CFR 8 14.39(a)(7). 

,“,j,. , ,( _I.). . I, , 

CBER does not evaluate information reiated to contract $l$ity warranties, however you 
should be aware that any such warranty statements must be truthful, accurate, and not 
misleading, and must be consistent w‘ith applicable Fedeml’and$tate laws: 1’ 

CBER will notify the public of its decision to approve your PMA. by making available a 
summary of the safety and e&ctiveness data upon which the approval is based.:. The information can be found on,*e mA “~~~~~~~~~~~~~~~~~~~~~~.~~~-;.9- 

http://www.fda.gov/cber/products/testkits.htm. IV&ten requests for this information can , *,.;_*“. ,A, . A*. \,i. ,-, “< 
also be made to the Dockets Management Branch, ‘@FA~%5~F&Xtid Drug 

.., 
c . _,“.“~r_‘/_CI/~^L~~“~~~~ / *.&iur \ ,l,. *-.,~b.*~_-i *ia, . .* j 

Administration, 5630 Fish@ Lane, I&’ i g61, Rockm!le, b%f 2II852. The wrrtten _ s,j .,,.-_ <,.. / 
request should include the PMA number or docket number. Wit&i 30’day&-om the date ’ ‘.,~I’..~,.“‘~‘.,rnr.~,u,X,-i.~” ..a . ..* I /I~ ” ? / ,.j 
that this information is pla&d on the’h%met, any mterested person may seek review of 
this decision by requesting an opportunity for acbnin&%ve reviews either through a 
hearing or review by an independent advisory comm;ttee,‘und~~skctio;t;j”~~~~~ of&e Act. 

Failure to comply with the conditions of approval invalidates this approval order. 
Commercial distribution of a device that is not m compliance with these conditions is a , 
violation of the Act. 



, 
If you have any questions concerning this approval order, please contact Sayah Nedjar, 
Ph.D., at (301) 827-5367. 

f. 
Sincerely, 

jai S. Epstein, M.D. 
Director 
Office of Blood R&arch and Retikw 
Center for Biolo$ks . 

Evaluation and Reskrch’ 



. \ 

i .. . ,  - , ,  ,I”. .,!” 1.“-“‘ ,  . , ;_ /  1 , ,  

APPROVED ‘* 

cc: 
Elliot Cowan, HFM-320 DE?“TD File, mi3i‘o’ /’ ‘- ‘i I’ 

DBA File, Hl?M-380 . 
/ 

Hilary Hoffinan, HFM-380 

History: 
Letter Drafkd by: Elliot Cowan, 10/30/02 Letter &afted sayah Nedjar, 1 (ygy~(jo~ : 

File Name: .^ , ’ 
C~hmmOrquic~- lBPO10047.doc 

Concurrence box 

Elliot P. Cowan, l%IX 



APPROVED”I;ABBLIbIG: “As :oon as possible, and before commercial distribution of$our 
device, submit three copies of an amendment to this Ph;lA‘suhm&s&r with co&s ‘of all ~ ^ ~ , y .>*3*;i ,:.g”*d&. ‘,x3+ -.,.~;h~~%~~~:~~~;~~~.~~, pa ‘3y”yp>@” :c “-Tp? .;” ‘A‘ 2, -“’ ‘a ~.. Llbi-\ */Ljll”, . approved labeling in final printed form to Document Control Center (HFIk99), Cent& for Biologics Evaluation and ;Tj~se~~h;.~~od’~~~~~~~~~~~~~~~~~‘ 14oi Rockvilllk Pike, 

Roclcvilie, Maryland 20852-1‘448 ’ ’ 
.-. .,j ,I a  pi* :’ ,_I( ; : ‘~, -.- __  mVERTISEmm, N. dGetiise.;it lw.&;~d&;c~;ti, pG.tk;i’&;ierial issued by the ; 

applicant or private label distributor kth respect to this de&e shah recommend or imply that 
the device may be used for any use that is not included in the FDA approved lalkhng f& the . 
device. If the FDA approval order has rekr&ted me s&e; c&&h&n and use of the device to ._-. “.~c ., A<“,,. ‘i;.‘*%.^.- ..,C,$,,“? **,“‘ ., $ is i.,. , “. ;’ , .,j% -, -‘; -~,. ; 
prescription use in accordance with 21~CFR86’1 .I-09 and spec&d that thrs restrrctron IS bemg 
imposed in accordance with the provisions’of section 520(e) of the Act t&&r m:k $%hdr& of *I I (r ,“_ ,, , _. “̂ - ,1.% S.-.-.(x B.rnl. “$ -j__,,” ._ 
section 5 15(d)( l)(B)(ii) of the Act, & advertisemems a&J ‘other~descriptive printed material . 
issued by the applicant or disttibutor ‘kith~res&&t to the device shah iuclude, a b~ijefstatement of 
the intended uses of the device and relevant warnings, precautions,‘side‘ effects and, 
contraindications. 

shall comply with applicgble re&irements under 2 1 CFR8 1439’6f the final ruie‘for ~Prem&et ‘. - 
Approval of Medical Devices. 

A “Special PMA Supplement - Changes beini Bffected” is limited to the lalinp,‘cld~~~contidl’ ’ 
and manufacturing pro&s changes spe&ed under 2 1 %FR 8 I4.39(dj@):-h %k%s for the 
addition of, but &the replacement of p&&&l) approved, ‘&&ty control specifications and 
test methods. These changes may be implemented before ii;ir>A afiixovai’upon ackno~~ledgment 

by FDA that the su’tjmissiiin i~~~~in~ ~~~~~~Sei;i’~‘~~“~~~~i~l‘p~ Supp lement  _  Cha;nges Be ing  

, I , e. ., ‘( _ 
Effected.” This pro%h.ire is tict ‘&$heabik to changes in device design, composition, 



specifications, circuitry, software or energy source. 

Alternate submissions permitted under 2 1 CF’R 8 {4.39(e) apply to changes that otherwise require 
approval of a PMA‘ supplement before implementation of the &ange and in&de the use of a 30- 
dav PMA supnlement or annual po,st-approval report.’ ‘FjDA’must have previously indicated inz 
advisory opinion to the affected industry of ‘iu’corresponden~e with ‘the appli&nt that the 
alternate submission is permitted for the $hanges. Beftire~askh,qtp occur, FDA an! the PM+4 
applicant(s) involved must agree upon any needed testing protocol, test results, reporting format, 
information to be reported, and the altermate submission to be used. 

f. 

covered by the report and shall include the followingihformatibn’;eq~~i;y 2’1 &X 814.84: 

(2) Bibliography and summary of tf;e following infor%iation not previously’submitted as 
part of the PMYA and t.hatis l&own to or rea&nably should be known to the app1ida.u~ 

..^ “_ / _ I,_~,I .c 1 ,,. 
(a) Unpublished reports of data from any clinical investigations or non&rical 

laboratory studies involving the device or related devices (“relakd”*devices 
include devices which are :@e same or subs&$i~ly similar to the a&licant’s 
device); and +--+g 

(b) Reports in the scientific literature concerning the d&ice: ’ ” 

If, after reviewing the bibliography and summary, FDA conciudeS‘th&~genc~ reviek of one or ’ ,a , ,*: -:i x._j ,,Y”, *- :, -< I ii: 2” * ,.,,. . */ i, :..*i more of tie dove reports is iqmred, the applicant shall ” I ,._* ~i*,i,~~~~‘~~wr,.r”~, * .\,..%. 

report when so notified by FDA. 

s&&y&“;;~~;~;f each fdent$%d LI . L_ , 
I. I .I -:” . \ . ..l - ., 



(1) & mixup of the device or its labeling with &other a&c&. .’ ’ -’ ’ 

(2) Any adverse reaction, side effect, injury, toxf&iky, or sen&ivib reaction &at is 
attributable to the device and - 

(a) Has not been addressed by the devide’ti E&%i~~&- ’ ” 

(b) Has been addressed by the d&ice’s labeling, but”& OcCur&~‘wi~h &&peckd ’ 
severity or frequency. ,>( _ ̂ i_ / ? L .Li, , *\ ;.~ . ..^ 

(3) Any significant chemical, physic?1 or o&i c@n~e Or detkrio$ick ‘&‘&id&&e or any 
failure of the device t6 meet the specifications establi&ed & & @l%&& $s that “,/:*,*q -_ ‘“‘& ‘:a -“< .:.a “,.‘k4$ :d: ,I A,, .‘-; 
could not cause &r co&rib& tG’cl&ti&r serious mlury but are not co&ct&ie by 
adjustments or other mainten,ance procedures described&i the &k&~ i&eling. The 
feport shalf include a discksion of” the applknt’s a&es&&t of the change, 
deterioration or failure kd any proposed or impleme&d ckective z&t& \jy the ,, ._ ,,“,. ,“, r” __ ,,<a ‘“‘.?’ applicant. When sti&h events are correctable by adj’usk&~~~ & oth& mamtenance /_./^._ -_I~ 
procedures described in the appiovkd f&,&ig~ &GJi’kvents knoti &&k@$i&& ‘ ,, .I. . . . . -wl(_ ,.,.r_e **,a, a al 1 ..“/I 3 shag be included in the Annuai Report described ~~~r”g”;;~t~~~~r~~;;i.~~o*,,‘above 
unless specified othetiie itiic<. con&ti~~s”~$‘approval‘ i.-tis pm:.. ss ‘& 

approval report shall appropriatily categorize these evknb ,&l inclide &.number of 
reported and otherwise boy. ks@nces of @x$ $e~oj‘ai;ri&$ t&’ rep&&~ .p&od. 
Additional information regarding thi’&&ts discussed a\;ove shill be sub&ii&d by “the % , *,_)/I ~_ .z-‘-;:p.&h,., < i e_ Xl,. -~#.,c.“*+$~ i . . I’ _I” _ 
applicant when determined ‘by F%$ ‘tO& ~~&~~~~~~ pro&e continued reasonable ’ , ,*, ins*,iir ‘$‘,a’ d.,.r,~*:,?~.~rsl~ iii II‘. ‘I k. .‘( I. , 
assurance of the safety and^efSe&ieness of th< d&ice for,!ts mtended ye. 

, 

_ . ..., . .-;,, *./ii .,. .- 
(1) May have caused or cotitriIz$ted to a death‘ oi’ serious mp~ury; or 

i - I’ 



. . 

c 

"' _ .~ 1 . 8-Bi'Oi$47/0 .' ,' 
(2) Has malfunctioned and such device or sim&r device marketed by the manufacturer or 

importer would b&likely to cause or contribute to a death or seriqus inju&f the 
malfunction were to recur. 

Any written report is to be submitted to: 

Food and Drug Administration 
Center for Devices and‘R&iiological~Heah.h 
Medical Device Reporting 
P. 0. Box 3002”’ 

’ 

Rockville, m’20847-3002 1, I / :. ’ 


