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WHO Prequalification of In Vitro Diagnostics
PUBLIC REPORT

Product: OraQuick HIV Self-Test
WHO reference number: PQDx 0159-055-01

OraQuick HIV Self-Test with product codes 5X4-1000 and 5X4-1001 manufactured in
Thailand for OraSure Technologies, Inc., rest-of-world regulatory version, was accepted
for the WHO list of prequalified in vitro diagnostics and was listed 20 July 2017.

Intended use:

OraQuick® HIV Self-Test is an in-vitro diagnostic medical device (IVD) that is used for self-
testing of antibodies for HIV-1 and HIV-2 in oral fluid. This test is intended as an aid to
detect antibodies to HIV-1 and HIV-2 from infected individuals.

Assay description:

OraQuick® HIV Self-Test is a single-use, qualitative immunoassay to detect antibodies to
Human Immunodeficiency Virus Type 1 (HIV-1) and Type 2 (HIV-2) in oral fluid. OraQuick®
HIV Self-Test is intended for use by lay users as a self-test to aid in the diagnosis of
infection with HIV-1 and HIV-2. The device is placed into the mouth, so that the flat pad is
between the cheek and the outer gums, then swabbed across the outer gum line. The
device is then placed into a tube containing a premeasured amount of solution. Fluid from
the surface of the gums enters the device through the flat pad, then flows onto a test strip.
As it flows across the strip, a colored line forms in the ‘T’ (test) area of the result window if
HIV antibodies are detected. If no HIV antibodies are detected, no line forms there. If the
test is performed correctly, a line forms in the ‘C’ area of the result window.

Test kit contents:

50 pouched kits (product code 5X4-1000) | 250 pouched kits (product code 5X4-1001)
Each pouched kit contains: Each pouched kit contains:
e 1 divided pouch with e 1 divided pouch with
- a single use test device; and - a single use test device; and
- a desiccant; and - a desiccant; and
- a developer solution vial - a developer solution vial
containing 1ml of phosphate buffer containing 1ml of phosphate buffer
saline solution containing polymers saline solution containing polymers
and an antimicrobial agent and an antimicrobial agent
e 1 teststand e 1 teststand
¢ 1 instructions for use ¢ 1instructions for use
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Items required but not provided:

Item

Clock, watch or timing device

Storage:
The test kit should be stored at 2 to 30 °C.

Store and perform this test in a cool area.

DO NOT use this test if it has been stored outside the acceptable temperature of
2°-30° C (36°-86° F).

This test should be performed at temperatures in the range of 15°-37° C (59°-99° F).

Shelf-life upon manufacture:
30 months.

Warnings:

Most people feel a little bit nervous when taking an HIV test. But, if you feel very
nervous about taking the test, you may want to wait until you are calmer to take it,
or get tested by your doctor or local clinic.

DO NOT use the test if you are HIV positive.

Use with oral fluid only. The test is not for use with blood, serum, breast milk,
plasma, semen, urine, vaginal fluid or sweat.

DO NOT eat or drink for at least 15 minutes before starting the test.

DO NOT use mouth cleaning products (such as mouthwash) 30 minutes before
starting the test.

Remove dental products such as dentures or any other products that cover your
gums prior to the oral fluid collection.

If the tamper-evident seal is broken or if any of the package contents are missing,
broken, or open, do not use this test.

If today is after the ‘Use By’ on the outside of the pouch, do not use this test.
Individuals must have adequate lighting to read a test result. If two lines are
present at areas marked “T” and “C” on the Test Device at any visible intensity, the
test result is interpreted as positive.

DO NOT open any of the pouches until you are ready to begin your test.

DO NOT use the test if it has been exposed to household cleaning products (i.e.
bleach).

If you have participated in a HIV vaccine clinical trial, you may get a positive result
using this test, but it may not mean that you are infected with HIV. You should seek
follow-up with your health facility.

Limitations:

The OraQuick® HIV Self-Test kit Instructions for Use must be followed carefully to
get an accurate result.

If you are on HIV treatment (ARVs) you may get a false result.

If you are HBV, HCV or HTLV (I/I1) positive, you may get a false result.
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e Oral bleeding may result in an invalid result. If the test result is invalid, visit your
nearest testing center or healthcare facility.

e Clinical data has not been collected to demonstrate the performance of OraQuick®
HIV Self-Test in individuals that are undergoing PrEP.

e The OraQuick® HIV Self-Test may not detect HIV infections that have occurred
within the last 3 months.

e For a positive result, the intensity of the test line does not necessarily equal the
amount of antibody in the specimen.

e Positive results should be verified using another test performed by a trained
professional to confirm an HIV diagnosis.
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Summary of WHO prequalification change assessment for
OraQuick HIV Self-Test

Date Outcome
PQ amended for OraQuick HIV Self-Test 20 July 2017 listed
Labelling accepted 20 July 2017 MR
Change reviewed 20 July 2017 MR

MR: Meets requirements

Change notification

In 2016, OraSure Technologies, Inc., submitted a change notification to their existing
product (OraQuick HIV 1/2 Rapid Antibody Test) which was to introduce a new
configuration with an intended use specific for HIV self-testing (OraQuick HIV Self-Test). It
was stated that new configuration (OraQuick HIV Self-Test) has been adapted from their
professional use product (OraQuick HIV 1/2 Rapid Antibody Test) for which WHO
prequalification assessment had already taken place. Additional data was generated to
support meeting the WHO technical specification series for HIV-1/2 rapid diagnostic tests.

The change notification was assessed and product was found to meet WHO
prequalification requirements.

Commitments:
1. Further studies to support analytical specificity, report due October 2017.
2. Final report of usability studies, report due October 2017.

Summary of WHO prequalification assessment for
OraQuick HIV 1/2 Rapid Antibody Test

Date Outcome
PQ amended 14 June 2016 listed

2 February 2017
PQ listing 8 April 2016 listed
Dossier review 26 January 2016 MR
Site inspection(s) of quality management system | 8 January 2016 MR
Laboratory evaluation of performance and | 28 January 2016 MR
operational characteristics

MR: Meets requirements
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Labelling
1. Labels
2. Instructions for use

Device Label 3001-3035 rev 03/17
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Instructions for use/ Directions for use 3001-3031 rev 07/17

ORAQUICK:

HIV SELF-TEST

INSTRUCTIONS FOR USE
“You must follow the test directions carefully to get an accurate result. Do not eat or drink for at least 15 minutes betore
you startthe test or use mouth cleaning products 30 minutes before you start the teet.

'WARNING: If you are on HIV freatment (ARVS) you may get a false result,

HOW TO USE THE ORAQUICK® HIV SELF-TEST KIT

YOU WILL NEED A WAY TO TIME THE TEST Pouen conains: tast K, test
‘stand ang Instruetions for use.

‘Mll
— &
==
b Pok naach oo b dast
e

DO NOT poir out the liquia. Siie the tubs Into e stand.
D0 NOT 0Nk,

CEns
o
*
i |
‘Tear apan pouch containing e test device and remave. DO NOT touch th Tt pao witn Press tne Fiat Paa Tirmly against your gum and swab It alony Your upper gum Put he Nat paa &l e way ity LEAVE IT THERE for 20 MINUTES before reading the
Your tngers. DO NOT aat of swallow tha preservaive. onee (T1). 1) and YOUr WWer gum once ). 2). ‘the tube unl it touchas the results. DO HOT read the result atter 40 minutes.
botiom.

INTERPRETING RESULTS |73 Read test results in a well-lit

HIV POSITIVE RESULT INVALID RESULT
ol ot )¢ == o ok | | ot nat o tha G (aven when thera s
TWO lines, even If tha ing is faint, aline naxt to the “T"), or a red background
a T Lol L L e—— L TSR < < e L
L " and you nee o seek " b s natworking and should be repeatad. Wett your nearast HIV Testing Cantre or
anartional tastng. Visityour pearest Health Faclity to tast agaln
'J HIV Testing Centre or Health Facllity Youwill need to obtaln another test.
HIV NEGATIVE RESULT NOT SURE OF RESULT Jp.  Vltyournearst NV Tstng Contrar Heath Pl
IF READ BEFORE 20 MINUTES, RESULT MAY NOT BE CORRECT Yo donotknam Your resut o you s unsira f your result. botactagaln.
=
o DISPOSE
el OHE LINE next to e “C" and NO line net to the “T", ‘Seak raguiar teeting. If you may Fave bean Ramave tna test stick, put tne cap on tha tast tube and thiow away & ectants in e 1
L | your resuit Is HV NEGATIVE. —_— exposai to HIV, test agaln In 3 months, neormal trasn. ﬁ
.
~




PQDx 0159-055-01 WHO PQ Public Report July/2017, version 2.0

PRODUCT INFORMATION

For Dutside USA Uss Oniy
BIA-1000, ED4-1001 i Wriro Diagnostic se = Do Mot Reuss
INTENDED USE

The OreCuide® HY Saf-Test is n in-vitra dianostic madical devics (V) that isused for sef-testing of emtibedies forHV-1 end HIV-2 in sl Auid. This test i intenced &8 an aid o detect antibadies 4o HV-1 end HY-2 fom
nkckd ndviduals.

SUMIMARY OF THE TEST

The Orluide HV Setl-Test &3 single-use, quelistive immuncasseybi dee entibodies o Human immunodeficizncy Vine Type 4 (HW-1)and Typs 2 [HV-2) in ard Auid The Omuide HY Setl-Test & imlendad for we by lay
e i3 53H4est i aid in e disgnosiz ol nkedlion wih HV-1 and HIV-2. The dewioeis placed into he mauth, 50 hal e flal pad is batwaan the chesk and e auler pums, hen seabbed acmss e orier qum line. Tha devi is
‘hen pleced inta & 1ube contgining 2 premessured amount of solulion. Fluid from the suraca o the gume enters hie devicethrough the flat pad, then flewe onta & 4es! strip. &3 if floes sooss te strip. 2 colored ne foms inthe T

flast] erem of fie resull window m-l anlibodias are datected. o HIY entibodies are déecled, no H‘JH’!]I'I'I'B'ﬁH'B. Fthe test is parkarmed camectly, 2 ine fome in e T area ol e sl window.

This is called the comrol ine.

TEST PERFORHANCE
hacina smﬂ. AlK] peopde wha were unawene of 1heir HY stetus w2 given the Oraluick™ HIV Sell-Test ta e, The results waw compared 1o a4t gan erstion |shoretory test. Tha laboriony resulis show that aoial ol
76 peple wese HIV praitive and 224 pacple wera HIY nagalive. The comparizon of et was a3 folloes:

= {00% of pacple (76 ot of 75) conecly reported their rasult as positive. This means thal 76 people nkecied with HY comectly imarpreted the rasull as HY posiive.

» B9:4% ol peaple (321 ol of 324 ) comactly reponied fheir resul 3z negative. This meens that 3 cut of 324 peaple it infected with HIV reponizd & pasiive test result. This iz caled & Rls2 poaitiv.

= In addition, only Eﬁs ol sy subjects ﬁ.l:lLt 4

0 Riled ba abimin st ek - r o
KIT GONTENTS R
= (e h'1rc:urtu'rirﬁlli
» Divicet Pouch (544-0004) with single uss et Deice, Prasanvatve and a Desvelopes Sicluion Vil
= Test Stand

= |natnuclions for e
Weteialz pquird bl not pravided: Clodk, weizh, ortiming devics

& WARNINES AND PRECAUTIONS
Wst pacple Il & litlle bik narvous when teking an H' est. Bl if you leel vary nenvaus shout taking thetest ymu mey went 1o weil unfil you are calme fo fake &, or pet tested by your doctaror lol clinic.
D00 WOT wss the test if you are HWV poaitive.

sz with orel Tid only. Tha test is nal for we with bood, sanm, breast milk, plasma, samen, uring, vegingl fuid or saaal.

D00 HOT aat o drinkfor o kst 15 minutes before stering the st

DO HOT us= mouth claaning products [such as moutwesh)) 3] minutes befom stering the best

Remaowe dental produc= 3uch e damlures arany othar produds 1het cover your gume priar b the ol fuid colledion.

Fthe temper-avident s=al is broken or Fany o e package contents ara mizsing, brokan, or open, da not we his test

Ibulh;-i.dsatanra 1sa By’ anhe piuside of the pouch, da not e this fast

Indivicels must hewa sdequeria lighting o read a teak resubl. H wo lines ere prasant at arees mared “T" and “C° on e Test Devica el anyvisible inensify, he st rasult is marpreled as poaiive.

DO HOT cpen any of he pauches until yiu ere ready b begin pouriesl.

00 WOT uz=hetest i il has been eqposed ba housshald caaning produds [La. blesch),

Fyou have participaied ina HIV vecene clinical iril, you mey gef & pasiive resuk wsingthis el but i mey nal maan hal you are infecked with H'Y Yau shauld seek ol ow-up with your heath faciity.

a0 ¢ STORAGE
_j" » Sorm and paform i st 1 ool area
2c® o DO WOT s this testif d has been store autsick e acceptabletsmparehure o 2°-30° (387867 L
» This s shauld b pesformstat tempsretures infhe rnge of 5°-37° G (507 35° ).

LIMITATIONS OF THE TEST

Tha Oreuick® HY 5eHf-Tast kit instnuctians for Lsa must ba follawed canelully b getan ool rasult

¥ youara on HN treatmant EWS] yau may pat alalse result

¥ younara HEW, HCV ar HTLY U1I) pasitive, you mey geta takss rasult

Orel blaading mey rasult in an invalid resull H the ast rasult is imvalid, visit your neanast testing cemar ar haathcana fadliy.
Clinical deim has, nial been collected i demonsimte e parkomanca of Dreuik® HIV Self-Testin indviduels the ana undergoing PrER!
Tha Oreuick® HY 5elf-Tast may not detect HIV imlections tat heva acoumed within he last 3 months.

Fora posifiva raault, the intersity ol the s lina doas nod nacessarly esqual tha am ounl o entibody in tha spacimen

Pegithea resubs should ba veritied using anoher test perlarmad by a tramed prakassional 4 confirm an HWV diagnosis.

QUESTIONS & ANSWERS

1. What does the tegt do?

The Deluick® HW Self-Test is an -+t diegnastic seti4est for HWV (HIV-1 and HIV-Z) in aral fuid. The tast warks by dateding your body's naiursl aibodies that halp you fight infection. A positive esull & prEminary

and eddfional testingat & hesth Brilly i required b canfimm e sl 23 e

Wna & 2 ‘rigk avant © for AV

A riskevent is defined by any o tha below edivities:

= ey [vaginal. oral orenal] with muliiple sex parners

Seot with zomeacna who iz HWV poaitive ar whose HW stetus yau dan't inow

Sext between 2 man and anotharman

Using ilegal injecied dups ar siemids

Shard reedles ar syingas

Exchanged sex for marey

= Having besn diagnoeed or saled for hepatitis, berulosis or a s aly rensmitted disaass Bie syphilis

Fow goon after a riek evant can [lest mysaif?

oy iz besk any e,  you ae using s kel esrlied than 2 momhs sincea sk ssen and your st is nagalive, your raask mey nal be soou=le You shild test agein 3 manths afler the risk swan o ba sue. You can dlso be

tested af & hesith faciiy.

4. Why shonidn’? [ uge iz fest oght afera riek avant?
When you have been imected with the HIV vins., your bady fries t fight the HIV vine by presducingnalunal antibodies. These anfibdies @n be dound in your oral fuid. | takes your body up 1o 3 manibe o meke hese
:111i:r-mmlev.nelmr:mnha-jemc:ndI:g-ﬂi.s,tmr.!‘{m & o tpreduing " bty up

=)
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5. How accuraie bz e fest?
Ina clinical study, 430 peaple who were unesera ol thair HIV slatus were piven tha OrCuide HV Salf-Testio use. The msults were compared o a &h generation Bborabary test. The Bhoretory esutiz show tha a fo of
76 peaplewere HY posiive and 124 people wae HIV negetive. The companizon of msulls wee as hallms:
= (% of peaple 76 out of 75) comactly reporied their resuk as posiive. This mearns thet 76 peopls inlected with HIV comectly interpreted the resuk as HIV poaitiv.
- 59.15%%1 mm&zad]mrr:ﬁy mumdfﬂrmmfmmjammmrEEMdmmnu nbmdulm Foaieda poﬁmmgtmm.msisdbd aiake positive.
* Inaddiion. mly 0.7 of sudy subjects {2 ot of 410 tiled o obizin 2 test e,

E. Gan [ get KV Dy using is test?
This test doaznok contzin any makerials ar HIV vinus that can cuss HV inledion.

T. How oifen shoulf somepne fest for AV T
1 wau e nexer been teated for HIY, you should be tesled af leecst once. IFyou dohings {risk events] that en rsultin HY inkclian you should be tesled & et onoe per yeer (World Haakh Orgeniztion recommendstion).
I1you feel you are at ncreased rigk for being infected wih HIV, you should testregularly.
. What doee 8 negative mait mean®
Anzmiv resull maans that i test has nol datecied any antibedies; howsver it mey te up to 3 manite fom 2 risk event for fietest o datedt HI K it bes been al least 3 montha since you had 2 sk evant and you ol lnead e
Directins far Usa carefully, you |kl do ot heve HIV. H it has teen less than 3 monthe sincz you hed ariskevant, wait the full 3 monthe sinc2 the risk event o teke e e ar goioyour hadih fa:ility,
. Whnat shouid | doiFJ get anegatve mauit?
1y heve it had amy risk avanis within the past 3 montha. end you folloead the Dirdtios dar Uss carshully, then you era mast lkely HIV regative. Fyou did not dollow he Disdiane for Lse carefully, you should e he
‘el main b beure your Esul is comat. Fyou hadany sk avents in e past 3 mantha. you could ba in the windaw period. The window peric] i whan 2 person hees been imlected with HY, but their body has nol meds
antibadiesyat IF you think you may have been exposad io HIV within the past 3 monthe, you should etest b HY 3 monthe folowing any sk st |Fyou cominue boengape in risk events thet could put you et
rigk far HN, yau shauld fest n 2 pouler hasis
A0. Wnat does 8 pogitive reand mean?
# praitive rasufl mans hidl you mey have HIY. Additional testing must be ¢onducled at a healih facility to confirm the resull.
1. Wnat shouid] do If ] get 3 positive resuit?
Yau rendta fallw up with & haa b Fecility 4o pet additional testing to confirm the esult. A thal time your lacal dinic, doctog o heakthcar prolessional will discuss e neod steps that nead o be taen
12. an I got an Incomect ‘faise” negaiive resudt Wit this fost?
& ncored ke negeive r3uH @n cccurhar any of heddlleing Easons:
¥ you had & risk evert lass than 3 months priar foteking he fest
* hcoredly reeding tesl rasuh as nagalive
bk following the Directions for Lisa camhully
* ¥ you wore dental products such as denturs or any aher products that cover your gums whiks swabling your pume
. fﬁaatﬂdrganualhme@murfwﬂunH'f&mﬂWﬂ Fram e
13, Gan [ gat an Incormot ‘faiee” posiive resuit W i fogt?
B inconed ar Tl posiive Esul can ocaur arany of e dollowing Easons:
= Incoredly reeding el resuh e positive
bk following the Directions for |isa camhully
= Mot weiling 15 minuies fler azling drinking or 3 minutes aflerusing arl @r produds bele Edng he st
= Heving reevadan HY vaccing
= Baiping azch pumssverel imes during arel colledion
14, Whem can | got addifional hef orcam for Hv?
Yau can pat edditianal help through a bocal clinic, daclor, or healthcare professianal.
15. Gan [ use fis fest If Jam faking medicing fo grevent MV jorsl FrEry?
H ymu 2w teking oral PYEP for HRY, you may gel tlse resul.
AE. Fowr can | fall i my fesi s weorking comaciiy?
H your tast iz working coneclly you will sse:2 ine nesd tn the “C7 on your desl desica. H thar iz na ne nesd mhe “C° your et did nal work,

INTERFERING SUBSTANCES AND UNRELATED MEDICAL CONDITIONS

A parl al e o=l fuid clinical shudies, informalion was callected from the perficipants regarding conaumen disaasas or medical condiliare, oral petholegies. non-HY virl infeclions. and olber faclors (2., we of iohaceo
products, moufiwesh within 24 hours of testing, cancamitan medications, demial fiduies, end foad or drink 'rnrrnd'mllr ior mieeing). Ina sy af 40 indiiduals, consumgption of akahal, bushing of testh, uss of
meuthwesh ar smoking fobaceo 5 mines prios 1o testing were shown b have no effed an sl specificity. you are HEV, HCY or HTLY (1) positive, you mey get & fales result. & is racommendedthal ussrs chesive a
15 mirarie wait pariad afler focd end drink and & 30 minute weil perind aker using ol care products.
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