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For In Vitro Diagnostic Use
For use with the BD MAX™ System

A4 ™ CE®

INTENDED USE

BD MAX™ STR is a reagent intended to liquefy sputum specimens
and reduce the viability of Mycobacterium tuberculosis complex prior to
further processing on the BD MAX System.

SUMMARY AND EXPLANATION

Sputum specimens are typically viscous and not amenable to pipetting
by automated instrumentation. STR is an alkaline solution that breaks
down sputum, rendering the raw sputum or concentrated sputum
sediment specimen suitable for processing on the BD MAX platform.

PRINCIPLES OF THE PROCEDURE

Raw sputum or concentrated sputum sediments prepared from induced
or expectorated sputa are collected from subjects and transported

to the laboratory in a leak-proof collection container. A dilution of

the specimen is prepared in the collection container by adding

BD MAX STR, so that the final ratio of STR:specimen is 2:1. The
collection container is then capped and shaken vigorously 10 times,
incubated at room temperature for 5 minutes and shaken vigorously
again 10 times. The BD MAX STR-treated sample is then incubated at
room temperature for 25 minutes. The prepared sample is then ready
for use on the BD MAX system.

REAGENTS AND MATERIALS PROVIDED

REF Contents Quantity
BD MAX™ STR tubes (8 mL) 48 tests
443806 [(NaOH solution containing surfactants)
(48 tubes)
Raw and processed sputa samples treatment reagent

EQUIPMENT AND MATERIALS REQUIRED BUT NOT PROVIDED
* Lab coat and disposable gloves, powder-less

+ Biomedical Waste Containers

»  Stopwatch or timer

For Raw sputum collection:

*  Dry, clean leak-proof containers for collection of sputum

WARNINGS AND PRECAUTIONS

Danger H314 Causes severe skin burns and eye damage.
H401 Toxic to aquatic life.

dap P260 Do not breathe dust/fume/gas/mist/vapors/spray.
P264 Wash thoroughly after handling.
P273 Avoid release to the environment.
P280 Wear protective gloves/protective clothing/eye
protection/face protection.

P301+P330+P331 IF SWALLOWED: rinse mouth. Do NOT
induce vomiting.

P303+P361+P353 IF ON SKIN (or hair): Take off
immediately all contaminated clothing. Rinse skin with
water/shower.

P304+P340 IF INHALED: Remove person to fresh air and
keep comfortable for breathing.

P305+P351+P338 IF IN EYES: Rinse cautiously with
water for several minutes. Remove contact lenses, if
present and easy to do. Continue rinsing.

P310 Immediately call a POISON CENTER or
doctor/physician.

P321 Specific treatment (see on this label).
P363 Wash contaminated clothing before reuse.
P405 Store locked up.

P501 Dispose of contents/container in accordance with
local/regional/national/international regulations.

+ BD MAX STRis for in vitro diagnostic use.

+  BD MAX STRis corrosive.

« Do not use expired reagents and/or materials.

» Do not use reagents if the tubes are open or broken upon arrival.

» Do not interchange or reuse caps, as contamination may occur and
compromise test results.

» Do not reuse BD MAX STR Tubes.

» Always handle samples as if they are infectious and in accordance
with safe laboratory procedures such as those described in CLSI
Document M29" and in Biosafety in Microbiological and Biomedical
Laboratories.? Consult your institution’s environmental waste
personnel, state and local regulations regarding proper disposal of
STR-treated specimens.

* Avoid splashing or generating aerosols.

»  Wear protective clothing and 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.

STORAGE AND STABILITY

Store the BD MAX STR kit at 2-30 °C.

Collected specimens should be kept between 2 °C and 35 °C during
transport of up to 3 days. Protect against exposure to excessive heat.
Raw sputum: specimen can be stored for up to an additional 168 hours
(7 days) at 2—-8 °C before treatment with STR.

Sputum sediment: specimen can be stored for up to 168 hours (7 days)
at 2-8 °C.

BD MAX STR treated samples can be stored at 2—-28 °C for a maximum
of 72 hours.

INSTRUCTIONS FOR USE

Specimen Collection/Transport

In order to obtain an adequate specimen, the procedure for specimen
collection must be followed closely. All specimens should be collected
and transported as recommended by the Centers for Disease

Control and Prevention (CDC)?, the Clinical Microbiology Procedures
Handbook?, or your institution’s procedure manual. Patients should be
seated or standing for collection of raw sputum. Patients should rinse
their mouths of any potential food particles or debris prior to collection
of sputum.

Raw sputum or concentrated sputum sediments prepared from induced
or expectorated sputa specimens are collected according to the
following procedure:

NOTE. Reject samples with obvious food particles or other solid

particulates.

1. Raw sputum: Using a leak-proof sputum collection container, collect
at least 1 mL of sputum. Label the container and transport to the
laboratory (refer to the Storage and Stability section).

2. Sputum sediment: Decontaminate the sputum specimen with
NALC/NaOH according to the method of Kent and Kubica.*
Re-suspend the sediment in up to 2 mL of 67 mM Phosphate/water
buffer. Label the container and transport to the laboratory (refer to
the Storage and Stability section).

Specimen Preparation.

For each raw sputa specimen or sputum sediment:

1. Allow the sample to equilibrate to room temperature.

2. Ensure gloves are clean prior to handling additional specimens; if
contamination is suspected, change gloves.

3. Carefully open the lid of the leak-proof sputum collection container
using caution not to spill.

4. Carefully open BD MAX STR tube and add the required volume so
that the final ratio of STR:specimen is 2:1.

5. Cap the collection container and shake (do not vortex) the solution
vigorously 10 times (up and down equals 1 time).

6. Incubate at room temperature for 5 minutes and shake vigorously
again 10 times.

7. Incubate BD MAX STR-treated sample at room temperature for
25 minutes.

8. Prepare any additional specimens for testing by repeating the
process from Step 1.

9. Specimens are now ready for use on the BD MAX System.

LIMITATIONS OF THE PROCEDURE

*  This product should only be used with the BD MAX System
by trained personnel.

» This product is intended for use with raw sputum or concentrated
sputum sediments prepared from induced or expectorated sputa.

REFERENCES

1.

Clinical and Laboratory Standards Institute. Protection of laboratory
workers from occupationally acquired infections; Approved
Guideline. Document M29 (Refer to the latest edition)

Centers for Disease Control and Prevention, and National Institutes
of Health. Biosafety in microbiological and biomedical laboratories.
Chosewood, L.C. and Wilson, D.E. (eds) (2009). HHS Publication
No. (CDC) 21-1112.

Isenberg, Henry D. (ed.) 1992. Clinical microbiology procedures
handbook. vol. 1. American Society for Microbiology,

Washington, D.C.

Kent, P.T., Kubica, G.P. 1985. Public Health Mycobacteriology — A
Guide for Level Ill Laboratory, Centers of Disease Control, Atlanta,
Publication no. PB 86-216546

Clinical and Laboratory Standards Institute. Molecular Diagnostic
Methods for Infectious Diseases; Approved Guideline, document
MM3 (Refer to the latest edition).

Clinical and Laboratory Standards Institute. User Protocol for
Evaluation of Qualitative Test performance; Approved Guideline,
Document EP12 (Refer to the latest edition).
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Change Summary

Added detail to the Reagent and Materials section.
Made typographical corrections.

Updated Australia and New Zealand sponsor
addresses.
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di sterilizzazione: irradiazione / Ctepunusauus agici — cayne Tycipy / 2% ¥ WAL / Sterilizavimo
bidas: radiacija / SterilizéSanas metode: apstaro$ana / Gesteriliseerd met behulp van bestraling

| Steriliseringsmetode: bestraling / Metoda sterylizacji: napromienianie / Método de esterilizagéo:
irradiagéo / Metoda de sterilizare: iradiere / Meton ctepunusaumu: obnydenue / Metdda sterilizacie:
oziarenie / Metoda sterilizacije: ozraéavanje / Steriliseringsmetod: stralning / Sterilizasyon yontemi:
irradyasyon / MeTop ctepunisauii: onpomiHeHHam / K J7ik: &5

Biological Risks / Buonoruynu puckose / Biologicka rizika / Biologisk fare / Biogefahrdung /
BioAoyikoi kivduvol / Riesgos biolégicos / Bioloogilised riskid / Risques biologiques / Biolo$ki rizik /
Bioldgiailag veszélyes / Rischio biologico / Bruonorusnslk Teyekengep / 45384 913l / Biologinis
pavojus / Biologiskie riski / Biologisch risico / Biologisk risiko / ZagroZzenia biologiczne / Perigo
biolégico / Riscuri biologice / Buonornyeckas onacHocTk / Biologické riziko / Biolo$ki rizici / Biologisk
risk / Biyolojik Riskler / BionoriuHa Hebeaneka / 4427 X &
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Caution, consult accompanying documents / BHumaHue, HanpaeeTe cripaBka B npuapyxasaliute
pokymeHTun / Pozor! Prostuduijte si pfiloZenou dokumentaci! / Forsigtig, se ledsagende dokumenter
/ Achtung, Begleitdokumente beachten / Mpoooxr, cUPBOUAEUTEITE Ta CUVOBEUTIKG £yypapa /
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 / A6aiinaHbis,
THICTi KyKaTTapMeH TaHbICbiHbI3 / 2], &5-% A8 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
nsotitoare / BHumaHue: cm. npunaraemyto Aokymentaumto / Vystraha, pozri sprievodné dokumenty
/ Paznja! Pogledajte priloZena dokumenta / Obs! Se medféljande dokumentation / Dikkat, birlikte
verilen belgelere basvurun / YBara: Ave. cynyTHIO okymeHTauito / /Ny, 152 [ i S0Rs

Upper limit of temperature / FopeH numMuT Ha Temnepatypata / Horni hranice teploty / @vre
temperaturgraense / Temperaturobergrenze / Aviwtepo éplo Bepuokpaaiag / Limite superior de
temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena
temperatura / Felsé hémérsékleti hatar / Limite superiore di temperatura / TemnepatypaHbliH pykcat
eTinreH xoraprbl Wweri / 4§+ 2= / Auk$ciausia laikymo temperatira / Aug$éja temperatiras robeza
/ Hoogste temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo
de temperatura / Limitd maxima de temperatura / BepxHuit npeaen Temnepatypbl / Horna hranica
teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa
Temnepatypa / i E 1R

Keep dry / Masete cyxo / Skladujte v suchém prostfedi / Opbevares tert / Trocklagern / @uAdgre

10 0TEYVO / Mantener seco / Hoida kuivas / Conserver au sec / Drzati na suhom / Széraz helyen
tartando / Tenere all'asciutto / Kyprak kyminae ycra / 713 48] §-%] / Laikykite sausai / Uzglabat
sausu / Droog houden / Holdes tort / Przechowywac¢ w stanie suchym / Manter seco / A se feri

de umezeala / He ponyckatb nonaganus snaru / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertu sig Bonoru / i {45 114

Collection time / Bpeme Ha cb6upare / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa
ouMhoyrig / Hora de recogida / Kogumisaeg / Heure de prélévement / Sati prikupljanja / Mintavétel
idépontja / Ora di raccolta / XXunay yakeiTel / 5%} 4]} / Paémimo laikas / Savaksanas laiks /
Verzameltijd / Tid pravetaking / Godzina pobrania / Hora de colheita / Ora colectarii / Bpems c6opa /
Doba odberu / Vreme prikupljanja / Uppsamlingstid / Toplama zamani / Yac 3a6opy / KA [

Peel / O6enere / Oteviete zde / Abn / Abziehen / AtrokoAAfjoTe / Desprender / Koorida / Décoller

/ Otvoriti skini / Hizza le / Staccare / ¥cTiHri kabaTbiH anbin TacTa / Bl 7] 7] / Plésti &ia / Atiiméat /
Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / OTknents / Odtrhnite / Oljustiti / Dra isar /
Ayirma / Bigkneiti / #i T

Perforation / Mepdopauus / Perforace / Perforering / Aidtpnaon / Perforacion / Perforatsioon /
Perforacija / Perforalas / Perforazione / Tecik Tecy / %2341 / Perforacija / Perforacija / Perforatie /
Perforacja / Perfuragéo / Perforare / Mepdopaums / Perforacia / Perforasyon / Mepdopauis / % 4L

Do not use if package damaged / He nsnonssaite, ako onakoskata e nospegeHa / Nepouzivejte,
je-li obal poskozeny / Ma ikke anvendes hvis emballagen er beskadiget / Inhal beschéadigter
Packungnicht verwenden / Mn xpnoiuotolgite €dv n cuokeuaoia éxel uooTei ¢nuid. / No usar si el
paquete esta dafado / Mitte kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si 'emballage
est endommagé / Ne koristiti ako je oSte¢eno pakiranje / Ne hasznalja, ha a csomagolas sériilt /
Non usare se la confezione & danneggiata / Erep naker 6yabinfan 6onca, nanpanavba / ¥ 7] 2| 7}
&35 79 AHg 34 1 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 / Nao usar se a embalagem estiver danificada / A nu se folosi
daca pachetul este deteriorat / He ucnonsaosatb npv noepexaeHumn ynakosku / Nepouzivajte,

ak je obal poskodeny / Ne koristite ako je pakovanje oSte¢eno / Anvand ej om férpackningen ar
skadad / Ambalaj hasar gérmuisse kullanmayin / He BukopuctoByBaTyV 3a NOLUKOAXKEHOI yNakoBKu
/IR, W

Keep away from heat / Masete ot TonnuHa / Nevystavujte pfilisnému teplu / Ma ikke udszettes for
varme / Vor Warme schiitzen / KpatroTe 10 pakpid atmé mn 8gppoétnta / 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 / &S ]3| 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
Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od toplote / Far ej utsattas for varme /
Isidan uzak tutun / Bepertv Big aii Tenna / iz 2 A5

Cut / Cpexerte / Odstfihnéte / Klip / Schneiden / Kéyrte / Cortar / Loigata / Découper / Rezi / Vagja
ki / Tagliare / Kecinia / 22}l 7] / Kirpti / Nogriezt / Knippen / Kutt / Odcig¢ / Cortar / Decupatj /
Ortpesartb / Odstrihnite / Iseéi / Klipp / Kesme / Poapisatn / 5]

Collection date / lata Ha cbbupare / Datum odbéru / Opsamlingsdato / Entnahmedatum /
Huepopnvia ouloyrig / Fecha de recogida / Kogumiskuupéev / Date de prélévement / Dani
prikupljanja / Mintavétel datuma / Data di raccolta / YXuHaraH TiaGexyHi / <=3 &%} / Paémimo data
/ Savaks$anas datums / Verzameldatum / Dato prevetaking / Data pobrania / Data de colheita / Data
colectarii / lata c6opa / Datum odberu / Datum prikupljanja / Uppsamlingsdatum / Toplama tarihi /
[Nara 3aGopy / X4 H

uL/test / pL/tect / uL/Test / uL/e&étaon / pL/prueba / uliteszt / pl/€l 2~ E / mkn/tect / pL/tyrimas /
ul/parbaude / pL/teste / mkn/anania / 1L/l

Keep away from light / Masete ot ceeTnuHa / Nevystavujte svétlu / Ma ikke udsaettes for lys /

Vor Licht schiitzen / KparfioTe To pakpid atmo 1o gwg / 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 / KapaHfbinatFaH sxepae yera / & 713 oF 3} / Laikyti atokiau nuo Silumos $altiniy
/ Sargat no gaismas / Niet blootstellen aan zonlicht / Ma ikke utsettes for lys / Przechowywac¢ z dala
od zrodet $wiatta / Manter ao abrigo da luz / Feriti de lumina / XpauuTb B TemHoTe / Uchovavajte
mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utséattas for ljus / Isiktan uzak tutun / Bepertn
Big Aii cBiTNa / 153 B4k

Hydrogen gas generated / O6pa3syBaH e Bogopog ra3 / Moznost Uniku plynného vodiku /
Frembringer hydrogengas / Wasserstoffgas erzeugt / Anuioupyia agpiou udpoydvou / Produccion de
gas de hidrégeno / Vesinikgaasi tekitatud / Produit de I'hydrogene gazeux / Sadrzi hydrogen vodik

/ Hidrogén géazt fejleszt / Produzione di gas idrogeno / Mastektec cyTeri naitga 6ongpsl / 54> 7+~
X173 | 18skiria vandenilio dujas / Rodas adenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de
hidrogen / Boigenexue sogopopaa / Vyrobené pouzitim vodika / Oslobada se vodonik / Genererad
vatgas / Agiga gikan hidrojen gazi / Peakuis 3 BuaineHHam sogHio / 23774
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Patient ID number / N[} Homep Ha naumenTa / ID pacienta / Patientens ID-nummer / Patienten-ID /
ApiBuég avayvwpiong acBevoug / Nimero de ID del paciente / Patsiendi ID / No d’identification du
patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauneHTTiH
naeHTUMkaumusansik Hemipi / $H41 ID ¥ % / Paciento identifikavimo numeris / Pacienta ID numurs /
Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / NUmero da ID do
doente / Numar ID pacient / aeHTudbmKkaumoHHbIn Homep nauuneHTa / Identifikaéné ¢islo pacienta /
ID broj pacijenta / Patientnummer / Hasta kimlik numarasi / lneHtudikarop nauieHta / & Hril

Fragile, Handle with Care / YynnuBo, Pa6oTteTe ¢ HeobxoaumoTo BHUMaHWe. / Kiehké. Pii
manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich, vorsichtig handhaben.

/ E0BpaucTo. XelpioTeite To pe TTpocoxn. / Fragil. Manipular con cuidado. / Orn, késitsege
ettevaatlikult. / Fragile. Manipuler avec précaution. / Lomljivo, rukujte pazljivo. / Térékeny! Ovatosan
kezelends. / Fragile, maneggiare con cura. / CbiHfbiw, abaiinan nanganaHsiipia. / =41 714 7] 41-&
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! O6palyatbcsa ¢ ocTopoxHOCTbI0. / Krehké,
vyzaduje sa opatrna manipulacia. / Lomljivo - rukujte pazljivo. / Brackligt. Hantera forsiktigt. / Kolay
Kirihir, Dikkatli Tagiyin. / TenaitHa, 3eptatucs 3 o6epeskHicTio / Hhi, /NI iR

Technical Information: In the United States contact BD Technical Service
and Support at 1.800.638.8663 or bd.com.

[1i] bd.com/e-labeling

Europe, CH, GB,NO: +800 135 79 135
International: +31 20 794 7071

AR +800 13579135 LT 880030728

AU +800 13579135 MT +3120796 5693
BR 08005911055 NZ +80013579 135
CA +18558058539 RO 0800895 084
CO +80013579135 RU +80013579 135
EE 08000100567 SG 8001013366
GR 00800161220157799 SK 0800 606 287
HR 0800804 804 TR 00800 142 064 866
IL  +80013579135 US +1855236 0910
IS 8008996 UY +80013579 135
LI +3120796 5692 VN 12280297
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New Zealand Sponsor:
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