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¥ BD MAX™ RNA Extraction Kit

437522
For Laboratory Use P0110(05)
RNA-3 (Swabs in Transport Medium/UTM) 2016-10

For use with the BD MAX System

25°C

=\
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INTENDED USE

The BD MAX RNA Extraction Kit is intended to extract RNA from viruses, which may be present in clinical specimens, using the
BD MAX System. Purified RNA obtained with the BD MAX RNA Extraction Kit may be analyzed using the BD MAX System or
another commercially available system for reverse transcription followed by nucleic acid amplification and detection. The BD MAX
RNA Extraction Kit has not been validated for use with any specific analytical test method.

PRINCIPLES OF THE PROCEDURE

The specimen is mixed with BD MAX RNA Sample Preparation Reagent and processed using the BD MAX System. The BD MAX
System automates RNA extraction and concentration. No operator intervention is necessary once the clinical sample is loaded onto
the BD MAX System.

The BD MAX System uses a combination of lytic and extraction reagents to perform viral lysis, RNA extraction and removal of
inhibitors. Viral lysis is achieved by the use of heat and detergents present in the RNA Sample Preparation Reagent. The released
nucleic acid is captured by magnetic affinity beads and treated with DNase to degrade any DNA present in the sample. The beads
with the bound RNA are then washed twice followed by magnetic separation. The RNA bound to the magnetic beads is then eluted
and is ready for use in an RT-PCR reaction.

REAGENTS
REF Product Name Pkg Quantity
RNA Extraction Reagent E2-R (R2)
RNA Sample Preparation Reagent SP2-R (with 25 septum caps) 24
437522 DNase Reagent D1 W
RNA Unitized Reagent Strips

EQUIPMENT AND MATERIALS REQUIRED BUT NOT PROVIDED

BD MAX System

Syringe Filter Assembly REF 437017

Micropipettors (accurate between 100—1,000 pL)

Aerosol resistant micropipette tips

Disposable gloves/lab coat

Swabs with Universal Transport Medium (UTM) or viral transport media such as M4, M5

WARNINGS AND PRECAUTIONS

»  This kit is for laboratory use only.

» Do not use the kit if the packaging is damaged upon arrival.

» Do not use the reagents after their expiration date.

» Do not use reagents if the protective pouch is open or broken upon arrival.

»  Protect reagents against heat and humidity. Prolonged exposure to humidity will affect product performance.
»  Samples which deviate from expected quality (physical or otherwise) may not be suitable for testing.
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»  Avoid microbial and nuclease (RNase and DNase) contamination of reagents at all times. The use of sterile RNase/DNase-free
disposable filter-blocked or positive displacement pipette tips is recommended. Use a new tip for each specimen.

+ Always handle specimens as if they are infectious and in accordance with safe laboratory procedures such as those described
in Biosafety in Microbiological and Biomedical Laboratories' and in CLSI Document M292.

*  Wear personal protective equipment and non-powdered disposable gloves while handling all reagents.

»  Wash hands thoroughly after performing the test.

* Do not pipette by mouth.

» Do not smoke, drink, or eat in areas where specimens or kit reagents are being handled.

» Dispose of unused reagents and waste in accordance with country, federal, provincial, state and local regulations.
»  Consult the BD MAX System User’s Manual for additional warnings, precautions and procedures.

STORAGE AND STABILITY

Collected specimens should be kept between 2—30 °C during transport. Specimens mixed with Sample Preparation Reagents
should be used within 4 hours.

The BD MAX RNA Extraction Kit is stable at 2—-25 °C through its stated expiration date. Do not use kit components that have passed
their expiration date.

INSTRUCTIONS FOR USE

Specimen Collection

1. Collect specimen and label appropriately.
2. Proceed to Test Preparation.

Test Preparation

Swabs in Transport Medium/UTM: Pipette 500 pL of specimen into a Sample Preparation Reagent SP2-R tube. If the original

specimen is observed to be turbid, viscous or contains particulate material, filtration of the diluted specimen (specimen added to
SP2-R tube) may be necessary. Proceed to Sample Filtration Procedure if filtering is required. If filtering is not required, close the
tube with a septum cap and proceed to BD MAX Operation.

Sample Filtration Procedure

Filter the diluted specimen contained in the Sample Preparation Reagent tube using a Syringe Filter Assembly (REF 437017).

1. Draw up the entire volume of diluted specimen through the filter into the syringe.

2. Remove the filter and cannula from the syringe.

3. Dispense the filtered sample back into the original Sample Preparation Reagent tube.

4. Close the Sample Preparation Reagent SP2-R tube with a septum cap.

5. Proceed to BD MAX Operation.

BD MAX Operation

(Refer to the BD MAX System User’s Manual for programming and setup instructions)

1. For each specimen to be extracted, place one (1) RNA Unitized Reagent Strip on the BD MAX System Rack(s).

Snap RNA Extraction Reagent E2-R tube (R2) into Position 1 of the RNA Unitized Reagent Strip, as shown in Figure 1.

Snap DNase Reagent tube (D1) into Position 2 of the RNA Unitized Reagent Strip, as shown in Figure 1.

Select the ‘Work List’ tab in the ‘Run’ screen on the BD MAX System monitor.

Enter the specimen/patient identification number into the BD MAX System, using either the barcode scanner or manual entry.

Start with Position 1 of Rack A (Rack A is positioned on the left side of the BD MAX System and Rack B is on the right, Figure 2).

6. Enter the barcode from each BD MAX Sample Preparation Reagent tube using the barcode scanner or manual entry. Start
with Position 1 of Rack A and ensure that each patient/specimen ID and each BD MAX Sample Preparation Reagent tube is
accurately matched.

7. Place the BD MAX Sample Preparation tube (containing the specimen) on the BD MAX System Rack according to the Work List
location ensuring that no positions are skipped.

8. Repeat Steps (1-7) for all specimens.

9. If the BD MAX System is also being used for reverse transcription and nucleic acid amplification, include additional reagents
and disposables, as required. Refer to the BD MAX System User’s Manual for detailed instructions.

10. Load Rack(s) into the BD MAX System (Figure 2). Ensure that the placement of the Rack(s) corresponds to the
‘Work List’ definition.
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11. Close the BD MAX System door to start processing of the test run.
Figure 1. RNA Unitized Reagent Strip Figure 2. BD MAX System

2 3

T

Pipette
Tips 1 mL

Solution 2

Reaction i LD
Rene Solution 1 | Tip 175 uL.

Extraction

Solution 3
DNase Tube

Waste
Ready RNA Tube

Position for Rack B

LIMITATIONS OF THE PROCEDURE
1. BD MAX RNA Extraction Kit can only be used on the BD MAX System by trained personnel.

2. Use of BD MAX RNA Extraction Kit, for clinical specimen types other than those specified, has not been evaluated and
performance characteristics are not established.

3. The user must validate the selected application of this product according to country, federal, provincial, state, local and/or
accrediting organization guidelines, regulations and standards.

REFERENCES

1. Centers for Disease Control and Prevention. Biosafety in Microbiological and Biomedical Laboratories. Richmond JY and
McKinney RW (eds) (1993). HHS Publication number (CDC) 93-8395.

2. Clinical and Laboratory Standards Institute. Protection of laboratory workers from occupationally acquired infections; Approved
Guideline — Document M29 (Refer to the latest edition).
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Método de esterilizagdo: irradiagdo / Metoda de sterilizare: iradiere / Meton
cTepunusauun: obnyyenue / Metdda sterilizacie: oZiarenie / Metoda sterilizacije:
ozrac¢avanje / Steriliseringsmetod: stralning / Sterilizasyon yontemi: irradyasyon /
Mertop cTepunisaLyii: onpomiHeHHsM / K1 7% 4R

Biological Risks / Bruonoruinu puckose / Biologicka rizika / Biologisk fare /
Biogefahrdung / BioAoyikoi kivduvol / Riesgos bioldgicos / Bioloogilised riskid /
Risques biologiques / Biolo$ki rizik / Biologiailag veszélyes / Rischio biologico /
Buonorusineik Teyekenaep / A= 514 $]¢ / Biologinis pavojus / Biologiskie riski
1 Biologisch risico / Biologisk risiko / Zagrozenia biologiczne / Perigo biolégico /
Riscuri biologice / Bronorunyeckas onacHocTs / Biologické riziko / Bioloski rizici /
Biologisk risk / Biyolojik Riskler / BionoriuHa Hebesneka / 4= 471%% JA [:

Caution, consult accompanying documents / BHumaHue, HanpaseTe crpaBka B
npuapyxasalumute gokymeHTn / Pozor! Prostudujte si pfiloZzenou dokumentaci!

|/ Forsigtig, se ledsagende dokumenter / Achtung, Begleitdokumente beachten

/ Mpoaooxr|, CUPBOUAEUTEITE Ta GUVOBEUTIKG éyypapa / Precaucion, consultar

la documentacion adjunta / Ettevaatust! Lugeda kaasnevat dokumentatsiooni

/ Attention, consulter les documents joints / Upozorenje, koristi prate¢u
dokumentaciju / Figyelem! Olvassa el a mellékelt tajékoztatét / Attenzione:
consultare la documentazione allegata / AGaiinaHbi3, TUICTi KykaTTapmeH
TaHbICbIHbI3 / 2], 55-E A A 3 / Démesio, Zidrékite pridedamus
dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg
bijgevoegde documenten / Forsiktig, se vedlagt dokumentasjon / Nalezy
zapoznac sie z dotgczonymi dokumentami / Cuidado, consulte a documentagéo
fornecida / Atentie, consultati documentele insotitoare / BHumaHue: cm.
npunaraemyto fokymeHTauuto / Vystraha, pozri sprievodné dokumenty / Paznja!
Pogledaijte prilozena dokumenta / Obs! Se medféljande dokumentation / Dikkat,
birlikte verilen belgelere bagvurun / YBara: avB. cynyTHIO AokymeHTaujto / 7 C,
T2 R Bl SR

Upper limit of temperature / FTopeH numuT Ha Temnepatypata / Horni hranice
teploty / @vre temperaturgreense / Temperaturobergrenze / Avwrtepo 6pio
Beppokpaaiag / Limite superior de temperatura / Ulemine temperatuuripiir /
Limite supérieure de température / Gornja dozvoljena temperatura / Felsé
hémérsékleti hatar / Limite superiore di temperatura / TemnepatypaHbiH pykcat
eTinreH xoraprbl weri / %3k &%= / Auk$ciausia laikymo temperatira / Augs$éja
temperatiras robeza / Hoogste temperatuurlimiet / @vre temperaturgrense /
Gorna granica temperatury / Limite maximo de temperatura / Limitd maxima de
temperatura / BepxHuii npegen Temnepatypol / Horna hranica teploty / Gornja
granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa
Temneparypa / )% 1R

Keep dry / MaseTe cyxo / Skladujte v suchém prostfedi / Opbevares tort /
Trocklagern / ®uAdTe To oTeyvo / Mantener seco / Hoida kuivas / Conserver

au sec / Drzati na suhom / Széraz helyen tartandé / Tenere all'asciutto / Kyprak
Kkyninge ycra / 7% e 4] / Laikykite sausai / Uzglabat sausu / Droog
houden / Holdes tert / Przechowywaé w stanie suchym / Manter seco / A se feri
de umezeald / He ponyckatb nonapaxust Bnaru / Uchovavajte v suchu / Drzite
na suvom mestu / Forvaras torrt / Kuru bir sekilde muhafaza edin / Bepertu Bia
Bonorv / 1R R

Collection time / Bpeme Ha cb6upane / Cas odbéru / Opsamlingstidspunkt /
Entnahmeuhrzeit / Qpa ocuMoyrig / Hora de recogida / Kogumisaeg / Heure de
prélevement / Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / XXunay
yakbiThl / =% A ZF / Paémimo laikas / Savaksanas laiks / Verzameltijd / Tid
prevetaking / Godzina pobrania / Hora de colheita / Ora colectarii / Bpems c6opa
/ Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac
3abopy / KA 7]

Peel / O6enere / Oteviete zde / Abn / Abziehen / AmrokoMrioTe / Desprender /
Koorida / Décoller / Otvoriti skini / Hizza le / Staccare / ¥cTiHri kabaTblH anbin
tacta/ 17| 7] / Plésti &ia / Atlimét / Schillen / Trekk av / Oderwac / Destacar / Se
dezlipeste / OTknewntb / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitv / i F
Perforation / Mepdopauus / Perforace / Perforering / Aiatpnon / Perforacion

| Perforatsioon / Perforacija / Perforélés / Perforazione / Tecik Tecy / 2% A

| Perforacija / Perforacija / Perforatie / Perforacja / Perfuragéo / Perforare /
Mepdopaums / Perforacia / Perforasyon / Mepdopauis / % fL

N
Zis

©

Do not use if package damaged / He usnonssaiite, ako onakokara e nospeaeHa
/ Nepouzivejte, je-li obal poskozeny / M ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoiuotroigite
€av n ouokeuaoia €xel utrooTei nuid. / No usar si el paquete esta dafado /

Mitte kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si I'emballage

est endommagé / Ne koristiti ako je o$tec¢eno pakiranje / Ne haszndlja, ha a
csomagolas sérlilt / Non usare se la confezione & danneggiata / Erep naket
6yabinFaH 6onca, naaanadba / 3 7] A 7} =45 79 Ab& 4] / Jei pakuoté
pazeista, nenaudoti / Nelietot, ja iepakojums bojats / Niet gebruiken indien

de verpakking beschadigd is / Ma ikke brukes hvis pakke er skadet / Nie
uzywad, jesli opakowanie jest uszkodzone / N&o usar se a embalagem estiver
danificada / A nu se folosi daca pachetul este deteriorat / He ucnonssosatb
npv noepexaexnn ynakosku / Nepouzivajte, ak je obal poskodeny / Ne koristite
ako je pakovanje osteceno / Anvand ej om férpackningen ar skadad / Ambalaj
hasar gérmiigse kullanmayin / He BukopuctoByBaTy 3a NOLIKOAXEHOT YNaKoBKU
IR ELRRHR, R

Keep away from heat / Masete ot TonnuHa / Nevystavuijte pfiliSnému teplu /

Ma ikke udsaettes for varme / Vor Warme schiitzen / KpatfioTe 10 pokpid atméd

T BeppdTnTa / Mantener alejado de fuentes de calor / Hoida eemal valgusest /
Protéger de la chaleur / Drzati dalje od izvora topline / Ovja a melegtél / Tenere
lontano dal calore / CankbiH xepae cakta / &-5 33l oF g / Laikyti atokiau nuo
Silumos $altiniy / Sargat no karstuma / Beschermen tegen warmte / Ma ikke
utsettes for varme / Przechowywac z dala od zrédet ciepta / Manter ao abrigo

do calor / A se feri de caldura / He HarpesaTk / Uchovavajte mimo zdroja tepla

/ Drzite dalje od toplote / Far ej utsattas for varme / Isidan uzak tutun / Bepertn
Big Ail Tenna / it & A

Cut / Cpexere / Odstiihnéte / Klip / Schneiden / Kéyrte / Cortar / Léigata /
Découper / Rezi / Vagja ki / Tagliare / Kecinia / 22} 7| / Kirpti / Nogriezt /
Knippen / Kutt / Odcigé¢ / Cortar / Decupati / Otpe3satb / Odstrihnite / Iseci / Klipp
/ Kesme / Poapisatu / B

Collection date / [lata Ha cb6upaHe / Datum odbéru / Opsamlingsdato /
Entnahmedatum / Huepopnvia cuMoyrig / Fecha de recogida / Kogumiskuupéev
/ Date de prélevement / Dani prikupljanja / Mintavétel datuma / Data di raccolta

1 XuHaraH TisbekyHi / =3 24} / Paémimo data / Savak3anas datums /
Verzameldatum / Dato prevetaking / Data pobrania / Data de colheita / Data
colectarii / [lata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum
/ Toplama tarihi / lata sa6opy / %4 H 1]

ul/test / uL/tect / pL/Test / pL/e€étaon / uL/prueba / pLiteszt / pL/EI 2~ E [ mkn/
TecT / pl/tyrimas / pL/parbaude / plL/teste / mxkn/anania / ML/ £l

Keep away from light / Ma3eTe ot cBetnunHa / Nevystavujte svétlu / Ma ikke
udseettes for lys / Vor Licht schiitzen / KpatoTe 10 pokpid ammé 1o ewg /
Mantener alejado de la luz / Hoida eemal valgusest / Conserver a I'abri de la
lumiére / Drzati dalje od svjetla / Fény nem érheti / Tenere al riparo dalla luce

/ KapanfbinanraH xepae yera / -2 1] 8ok $} / Laikyti atokiau nuo Silumos
Saltiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for
lys / Przechowywac¢ z dala od zrédet $wiatta / Manter ao abrigo da luz / Feriti de
lumind / XpaHuTte B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od
svetlosti / Far ej utsattas for ljus / Isiktan uzak tutun / Bepertv Big aii ceitna / i
Hydrogen gas generated / O6pasysaH e Bogopoa ras / Moznost tniku plynného
vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia
agpiou udpoyoévou / Produccion de gas de hidrégeno / Vesinikgaasi tekitatud /
Produit de I'hydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt
/ Produzione di gas idrogeno / Mastektec cyTeri naiga 6ongsl / 54> 7}~
#J73% / 18skiria vandenilio dujas / Rodas Gdenradis / Waterstofgas gegenereerd
/ Hydrogengass generert / Powoduje powstawanie wodoru / Produgéo de gas
de hidrogénio / Generare gaz de hidrogen / Beigenenue Bogopoga / Vyrobené
pouzitim vodika / Oslobada se vodonik / Genererad vatgas / Agida ¢ikan hidrojen
gazi / Peakujs 3 BuAineHHsm BogHio / 237 4R

Patient ID number / N[] Homep Ha nauveHTa / ID pacienta / Patientens
ID-nummer / Patienten-ID / ApiBu6g avayvwpiong acBevoug / Numero de

ID del paciente / Patsiendi ID / No d'identification du patient / Identifikacijski
broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauueHTTiH
uaeHTudukaumansik Hemipi / #21 ID % / Paciento identifikavimo numeris

/ Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-
nummer / Numer ID pacjenta / Nimero da ID do doente / Numér ID pacient /
WpeHTtndrkaumoHHblin Homep nauuenTa / Identifikacné Eislo pacienta / ID broj
pacijenta / Patientnummer / Hasta kimlik numarasi / lneHTucbikatop nauieHta /
BEIRRS

Fragile, Handle with Care / Yynnueo, PaboteTe ¢ Heo6xoAMMOTO BHUMaHKeE.

1 Kfehké. Pfi manipulaci postupuijte opatrné. / Forsigtig, kan ga i stykker.

1 Zerbrechlich, vorsichtig handhaben. / EGBpauaTo. XelpioTeiTe TO pe

Trpoooyn. / Fragil. Manipular con cuidado. / O, kasitsege ettevaatlikult. /
Fragile. Manipuler avec précaution. / Lomljivo, rukujte pazljivo. / Térékeny!
Ovatosan kezelendd. / Fragile, maneggiare con cura. / CoiHfbiw, abaiinan
nanpanambiibla. / =4 71 A 7] 4% 2] / Trapu, elkités atsargiai. / Trausls;
rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter
forsiktig. / Krucha zawarto$¢, przenosi¢ ostroznie. / Fragil, Manuseie

com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe! O6patiatbcsi ¢
ocTopoxHocTbh. / Krehké, vyzaduje sa opatrna manipulacia. / Lomljivo - rukujte
pazljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli Tagtyin. / Tenpitha,
3Beprarvcs 3 obepexHicTio / B, /U
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