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INTENDED USE
BD Onclarity™ HPV Self Collection Diluent Tube is intended for the transfer and resuspension of self-collected vaginal specimensin the
laboratory for testing with the BD Onclarity HPV Assay.

REAGENTS
Materials Provided: Each BD Onclarity HPV Self Collection Diluent Tube contains approximately 3 mL of a Tris/Sodium Chloride
solution with surfactant and preservative.

Materials Required but Not Provided: Gloves and specimen transfer tool (if applicable)
Storage and Handling Requirements: Reagents may be stored at 2—-33 °C. Do not use past the expiration date.

WARNINGS AND PRECAUTIONS
1. Forinvitro Diagnostic Use. For trained laboratory personnel.

2. For self-collected specimens, use only the BD Onclarity HPV Self Collection Diluent Tubes.

3. Only use the self-collection devices validated with the BD Onclarity Self Collection Diluent Tubes. Check the registration status of the
self-collection devices in your region to be used with BD Onclarity HPV Assay.

4. Pathogenic microorganisms including hepatitis viruses and Human Immunodeficiency Virus may be presentin clinical specimens.
“Standard Precautions”1-4 and institutional guidelines should be followed in handling all items contaminated with blood and other
body fluids.

5. Optimal performance of the BD Onclarity HPV Assay requires proper specimen collection, handling and transport.
6. When breaking the shaft of a self-collection device, take care to avoid splashing, spilling, or creating aerosols.
7. Take care to avoid cross-contamination during the specimen handling steps. If gloves come in contact with specimen, change gloves
to avoid cross-contamination.
8. Breaking or cutting the shaft of a self-collection device at the wrong location, or adding the brush in the incorrect orientation could
resultin downstream processing errors, delaying test results.
9. Use only the designated transfer tool (if applicable) for the self-collection device transfer.
10. Handle one self-collection device at a time for processing.
11. Do nottransport the self-collected specimens or store specimens in BD Onclarity HPV Self Collection Diluent Tubes beyond the
product expiration date.
12. Refer to the self-collection device manufacturers’ instructions for use for additional warnings and precautions.

EU Only: users should report any serious incident related to the device to the Manufacturer and National Competent Authority.
Outside EU: Contact your local BD representative for any incident or inquiry related to this device.

Warning

H317 May cause an allergic skin reaction. H411 T oxic to aquatic life with long lasting effects.

P261 Avoid breathing dust/fume/gas/mist/vapors/spray. P272 Contaminated work clothing should not be allowed out of the workplace.
P280 Wear protective gloves/ protective clothing/eye protection/face protection. P273 Avoid release to the environment. P302+P352 IF
ON SKIN: Wash with plenty of soap and water. P333+P313 If skin irritation or rash occurs: Get medical advice/attention. P321 Specific
treatment (see on this label). P363 Wash contaminated clothing before reuse. P391 Collect spillage. P501 Dispose of
contents/container to an appropriate treatment and disposal facility in accordance with applicable laws and regulations, and product
characteristics at time of disposal.

Dispose of all used reagents and any other contaminated disposable materials following procedures for infectious or potentially
infectious waste. It is the responsibility of each laboratory to handle solid and liquid waste according to their nature and degree of
hazardousness and to treat and dispose of them (or have them treated and disposed of) in accordance with any applicable regulations.



SPECIMEN COLLECTION, TRANSFER, STORAGE AND TRANSPORT

Specimens must be collected using self-collection devices as described in the respective manufacturer’s product insert. Self-collection
devices validated for use with the BD Onclarity HPV Self Collection Diluent Tube include the Copan FLOQSwabs®

(Catalog No. 5E089N),Rovers® Evalyn® Brush (Catalog No.380500131), and Rovers® Viba-Brush® (Catalog No. 380200331).
Rovers® ReMover®(Catalog No. 360106045) can be used as the specimen transfer tool for the Rovers devices.

After collection, specimens shall be stored and transported dry according to the manufacturer’s instructions. Post collected
specimens can be stored up to 30 days at -20 °C or 2-30 °C. Self-collected samples in the BD Onclarity HPV Self Collection Diluent
Tube can be stored up to 15 days at -20 °C or 2—30 °C prior to testing with BD Onclarity HPV Assay. After pre-warming, samples
can be stored up to 7 days at -20 °C or 2-30 °C.

For domestic and international shipments, specimens should be packaged and labeled in compliance with applicable state, federal, and
international regulations covering the transport of clinical specimens and etiologic agents/infectious substances. Time and temperature
conditions for storage must be maintained during transport.

Wear gloves when handling the BD Onclarity HPV Self Collection Diluent Tube and the self-collected specimens. If gloves come in
contact with the specimen, immediately change them to prevent contamination of other specimens.



SELF COLLECTION DEVICES
Copan FLOQSwabs (Catalog No. 5SE089N)
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Rovers Evalyn Brush (Catalog No. 380500131)
White brush

Pink cap

Wings

Transparent casing

Pink plunger
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Rovers Viba Brush (Catalog No. 380200331)
1. White brush
2. Pinkhandle



PROCEDURES

Transfer of Copan FLOQSwabs to the
BD Onclarity HPV Self Collection Diluent Tube

1.
2.

Uncap a BD Onclarity HPV Self Collection Diluent Tube.

Hold the tube in one hand with the tube opening facing away from

your face.

Grip the end of the shaft with the thumb and forefinger of the other hand.
Align the breakpoint (red area with indent) with the edge of the tube.

Bend the swab shaft to an angle of 180° so that it breaks at the
breakpoint. If necessary, gently turn the swab shaft until it is completely
broken off. Discard the broken off part of the swab shaft.

WARNING: Breaking or cutting the shaft at the wrong location could
resultin downstream processing errors, delaying test results.

Tightly recap the tube.

Use a vortex mixer to vortex the tube at high speed for 5 seconds to
ensure that the specimen and diluent are well mixed.

Refer to BD Onclarity HPV Assay instructions for use to process sample
for HPV testing.
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Transfer of Rovers Evalyn Brush (fully assembled device) to the
BD Onclarity HPV Self Collection Diluent Tube

1.
2.

5.

6.

10.

Uncap a BD Onclarity HPV Self Collection Diluent Tube.

Squeeze the sides of the pink cap with your thumb and index finger to
remove pink cap from the Evalyn brush.

Depress the plunger into the casing to expose the brush head.

Ensure that you do not touch the white fibers of the Evalyn brush with
your hands.

Guide the Evalyn brush into the ReMover until the casing hits
the ReMover.

NOTE: A new Rovers ReMover must be used for each brush.

Squeeze the ReMover firmly together and pull off the brush head. Firmly
keep the ReMover compressed.

Hold the inverted ReMover over the mouth of the tube and drop the
brush into the tube by releasing your grip.

WARNING: The brush head must be oriented with the bristles facing up
in the tube to avoid downstream processing errors.

Tightly recap the tube.
Use a vortex mixer to vortex the tube at high speed for 5 seconds to
ensure that the specimen and diluent are well mixed.

Refer to BD Onclarity Assay instructions for use to process sample for
HPV testing.
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Transfer of Rovers Evalyn and Viba in the ReMover to the BD Onclarity
HPV Self Collection Diluent Tube

1. Uncap a BD Onclarity HPV Self Collection Diluent Tube. T
2. Grip the ReMover and pull off the cap. Maintain grip on the ReMover. - /

3. Hold the inverted ReMover over the mouth of the tube and drop the
brush into the tube by releasing your grip.

WARNING: The brush head must be oriented with the bristles facing up
in the tube to avoid downstream processing errors.

4. Tightlyrecap the tube.

5. Use avortex mixer to vortex the tube at high speed for 5 seconds to
ensure that the specimen and diluent are well mixed.

6. Referto BD Onclarity HPV Assay instructions for use to process sample
for HPV testing.
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napromienianie / Método de esterilizagdo: irradiagéo / Metoda de sterilizare: iradiere / MeTon cTepunusaumm: obnyyenvie / Metdda sterilizacie: oziarenie / Metoda
sterilizacije: ozratavanje / Steriliseringsmetod: stralning / Sterilizasyon yontemi: irradyasyon / Metog, cTepunisauii: onpominenHsm / K B 77 % : & 5t

Biological Risks / Brionoruinm prckose / Biologicka rizika / Biologisk fare / Biogefahrdung / BioAoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid / Risques
biologiques / Bioloski rizik / Bioldgiailag veszélyes / Rischio biologico / Bvonorusaneik Tayekenaep / 4 2% 2|H / Biologinis pavojus / Biologiskie riski / Biologisch
Biyolojik Riskler / Biororiuna He6eanekal 4 4 % X

Caution, consult accompanying documents / BHiumaHue, HanpaBeTe cripaeka B Npuapy»xasallute fokymeHTn / Pozor! Prostudujte si pFilozenou dokumentaci! / Forsigtig,
se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpoooxr}, oupBouleuteite Ta guvodeuTikd €yypaga / Precaucion, consultar la documentacion
adjunta / Ettevaatust! Lugeda kaasnevat dokumentatsiooni / Attention, consulter les documents joints / Upozorenje, koristi pratecu dokumentaciju / Figyelem! Olvassa el a
mellékelttajékoztatét / Attenzione: consultare la documentazione allegata / AGaiinaHpI3, TUICTi KykaTTapMeH TaHbICbiHbi3 / 2|, &-& &l A YA & X / Démesio,
Zidrékite pridedamus dokumentus / Piesardziba, skafit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon /
Nalezy zapozna¢ sig z dotgczonymi dokumentami / Cuidado, consulte a documentag&o fornecida / Atentie, consultati documentele insotitoare / BHumanue: cm.
npunaraemyto AokymeHTaumio / Vystraha, pozri sprievodné dokumenty / Paznjal Pogledajte priloZzena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte
verilen belgelere bagvurun / Yeara: AuB. cynyTHIO AoKyMeHTauito / /)N Ly, 1 2 5 BT i S .

Upper limit of temperature / FopeH numuT Ha Temnepatypata/ Horni hranice teploty / @vre temperaturgreense / Temperaturobergrenze / Avite po 6plo Bepuokpaaiag /
Limite superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hdmérsékleti hatar / Limite
superiore di temperatura / TemnepaTypaHblH pyKcaT eTinreH xoraprbl wweri / &2 & &= / Auksciausia laikymo temperatira / Augséja temperatiras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limita maxima de temperatura / BepxHuii npegen
Temnepatypbl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Gst siniri / MakcumansHa Temnepatypa / i /& - i

Keep dry / Masete cyxo / Skladujte v suchém prosttedi / Opbevares tort / Trocklagern / ®uAagTe 10 oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec / Drzati
na suhom/ Széraz helyen tartandd / Tenere all’asciutto / Kyprak kyriinge ycra/ 718 AEf R X| / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes tgrt /
Przechowywa¢ w stanie suchym / Manter seco/ A se feri de umezeala / He gonyckarb nonaganus Bnarv / Uchovavajte v suchu / Drzite na suvom mestu / Forvaras
torrt / Kuru bir sekilde muhafaza edin / Bepertv Big Bororu / i {# #f T~ 45

Collection time / Bpeme Ha cu6upane / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa ouhoyrig / Hora de recogida / Kogumisaeg / Heure de prélévement /
Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / Xuray yakbiTel / =& A|Zt/ Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid prevetaking / Godzina
pobrania / Hora de colheita / Ora colectarii / Bpems c6opa / Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac 3a6opy / R 4E I 1]

Peel / O6enete / Oteviete zde / Abn / Abziehen / AtrokoMroTe / Desprender / Koorida / Décoller / Otvoriti skini / Huzza le / Staccare / ¥cTinri kabaTbiH anbin Tacta / B
7|7| I Plésti &ia/ Atlimét / Schillen / Trekk av / Oderwaé / Destacar / Se dezlipeste / Otkneurs / Odtrhnite / Oljustiti / Dra isér / Ayirma / Bigkneitn/ #i T

Perforation / Mepcopauus / Perforace / Perforering / Aidtpnon / Perforacién / Perforatsioon / Perforacija / Perforalés / Perforazione / Tecik Tecy / |4 / Perforacija /
Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare / NMepcopauus / Perforacia / Perforasyon / Mepdopauis / % L

Do not use if package damaged / He nsnon3saiire, ako onakoskara e nospefeHa / Nepouzivejte, je-li obal poSkozeny / Ma ikke anvendes hvis emballagen er beskadiget
/ Inhal beschadigter Packungnicht verwenden / Mn xpnoipotroigite edv n ouokeuaaoia éxel utrooTei {nuid. / No usar si el paquete esta dafiado / Mitte kasutada, kui
pakend on kahjustatud/ Ne pas I'utiliser si I’'emballage est endommagé / Ne koristiti ako je oSte¢eno pakiranje / Ne hasznélja, ha a csomagolas sériilt/ Non usare se la
confezione & danneggiata/ Erep naket 6yabinfaH 6onca, nainanaq6a / I 7| X| 7t &4 El 42 AH FX| / Jei pakuoté paZeista, nenaudoti / Nelietot, ja iepakojums
bojats / Niet gebruiken indien de verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie uzywac, jesli opakowanie jest uszkodzone / N&o usar se a
embalagem estiver danificada / A nu se folosi daca pachetul este deteriorat / He ncnonb3osarb npu noepexaeHumn ynakosku / Nepouzivajte, ak je obal poskodeny / Ne
koristite ako je pakovanje o$te¢eno / Anvand ej om forpackningen ar skadad / Ambalaj hasar gérmusse kullanmayin / He Bukop1cTOoByBaTH 3@ NOLLKOAXKEHOI yNaKoBKu /
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Qo Keep away from heat / Masete ot TonnuHa / Nevystavuijte pFiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpatrioTe 1o pakpid amé
//T\ 6epudTnTa / Mantener alejado de fuentes de calor / Hoida eemal valgusest / Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtdl / Tenere lontano dal
/.\\ calore / CankbiH xepae cakta/ @2 | 5[ OF & / Laikyti atokiau nuo $ilumos $altiniy / Sargat no karstuma / Beschermen tegen warmte / Ma ikke utsettes for varme /

Przechowywa¢ z dala od zrédet ciepta / Manter ao abrigo do calor / A se feri de caldura / He HarpesaTb / Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far ej
utséttas for vérme / Isidan uzak tutun / Bepertu Big aii Tenna / i izt 55 4 J5

Cut/ Cpexete / OdstFihnéte / Klip / Schneiden / Kéwre / Cortar / Léigata / Découper / Rezi / Vagja ki / Tagliare / Kecinia / Z2tLH 7| / Kirpti / Nogriezt / Knippen / Kutt /
Odcig¢ / Cortar / Decupati / Otpesars / Odstrihnite / Iseci / Klipp / Kesme / Pospisatn / 8]

Collection date / lata Ha cb6upare / Datum odbéru / Opsamlingsdato / Entnahmedatum / Huepopnvia cuAoyrig / Fecha de recogida / Kogumiskuupaev / Date de
prélévement / Dani prikupljanja / Mintavétel datuma / Data di raccolta / Xurarar Tis6ekyhi / ==& ‘2%t / Paémimo data / Savak$anas datums / Verzameldatum / Dato
provetaking / Data pobrania/ Data de colheita / Data colectarii / lara c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi / [lata 3a6opy /
KA

ul/test / ylitect / pUTest/ ul/e§étaon / pliprueba / pliteszt / /Bl A E / mkn/rect / ylityrimas / uL/parbaude / uLiteste / mkn/aqania / p L/ il

Keep away from light / Ma3ete ot cBeTnuHa / Nevystavujte svétiu / Ma ikke udsaettes for lys / Vor Licht schiitzen / KpatroTe 10 pakpié atré 1o wg / Mantener alejado
de laluz / Hoida eemal valgusest / Conserver a I'abri de la lumiére / Drzati dalje od svjetla/ Fény nem érheti / Tenere al riparo dalla luce / KapaHfbinaHraH xepae ycra/
SIS 1|8} OF B / Laikyti atokiau nuo Silumos Saltiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / M& ikke utsettes for lys / Przechowywac z dala od zrédet
Swiatta / Manter ao abrigo da luz / Feriti de lumina / Xpanuts B TemHoTe / Uchovavajte mimo dosahu svetla / DrZite dalje od svetlosti / Far ej utsattas for ljus / Isiktan
uzak tutun / Bepertv Big Aii ceitna / 1% it B )t £k
Hydrogen gas generated / O6pa3ysaH e Bogopog ra3 / Moznost tniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anuioupyia agpiou
udpoydvou / Produccion de gas de hidrégeno / Vesinikgaasi tekitatud / Produit de I'hydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione di gas
idrogeno / FasTekTec cyTeri naiaa Gonabl / =2 7tA M4 & /13skiria vandenilio dujas / Rodas tdenradis / Waterstofgas gegenereerd / Hydrogengass generert /
Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de hidrogen / Beiaenenue Bofopoaa / Vyrobené pouzitim vodika / Oslobada se vodonik /
Genererad vitgas / Agiga gikan hidrojen gazi / Peakuis 3 BugineHHam BomHio / 23 7 42 4.5,
Patient ID number / N[ Homep Ha nauuenTa/ ID pacienta / Patientens ID-nummer / Patienten-1D / Ap18u6g avayvwpiong acBevols / Numero de ID del paciente /
# Patsiendi ID/ No d'identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauneHTTiH uaeHTudmkaumanbik Hemipi / 2 Xt
ID 13 / Paciento identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta/ Nimero da ID do
doente / Numar ID pacient / iaeHTudmkauvoHHbIi Homep nauvenTa / Identifikatné islo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi /
|neHTuchikaTop nauieHTa / & # 5 i1 5
Fragile, Handle with Care / Yynnugo, PaGoteTe ¢ HeobxonumoTo BauMaHme. / Krehké. PFi manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich,
vorsichtighandhaben. / EGBpauaTo. XelpioTeiTe To pe TTpoooyr. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution. /
Lomljivo, rukujte paZljivo. / Térékeny! Ovatosan kezelends. / Fragile, maneggiare con cura. / ChiHfbiw, abaiinan naitganambigia. / =4 T X| 7| £/ X 2| / Trapu,
elkités atsargiai. / Trausls; rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawartos¢, przenosic¢ ostroznie. / Fragil,
Manuseie com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe! O6 paLuatbes ¢ oCTOpoXHOCTbI0. / Krehké, vyZaduje sa opatrna manipuldcia. / Lomljivo - rukujte
pazljivo. / Brackligt. Hantera férsiktigt. / Kolay Kirilir, Dikkatli Taglyin. / TengiTHa, sseprarucs 3 obepexHicTio / 5 %, /N 0 52 i
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