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INTENDED USE

BD BACTEC™ FOS™ Culture Supplement Kit is a fastidious organism supplement and growth enhancer. FOS is provided in a
lyophilized form along with a special FOS Reconstituting Fluid (FOS RF) for use with BD BACTEC culture media (radiometric and
non-radiometric) to enhance the growth of fastidious organisms, such as Haemophilus and Neisseria. Principal use is in conjunction
with BD BACTEC blood culture media and the BD BACTEC instruments.

SUMMARY AND EXPLANATION

The sample to be tested is inoculated into one or more BD BACTEC culture vials. Two (2) mL of the reconstituted FOS is then
added to each BD BACTEC blood culture vial and the vials are then incubated. The culture vial is periodically tested on the

BD BACTEC instrument by aspiration of the supernatant gas and assay of its CO, content. A positive reading indicates the presence
of viable organisms in the vial.

PRINCIPLES OF THE PROCEDURE

The FOS Supplement contains nicotinamide adenine dinucleotide (NAD) and hemin which are essential growth requirements for
some microorganisms such as Haemophilus. Use of the supplement as an enrichment when these organisms are suspected,
particularly when blood is not present such as with body fluid specimens, enhances the opportunity for growth. The reconstituted
FOS Supplement also contains components that neutralize sodium polyanetholesulfonate (SPS) thereby enhancing the growth of
SPS-sensitive organisms such as Neisseria.'

REAGENTS
The kit consists of four small amber vials of lyophilized FOS Culture Supplement and one larger clear vial of FOS Reconstituting Fluid.
Lyophilized FOS Culture Supplement (each vial)

Bovine Serum AIDUMIN ... 825 mg

Nicotinamide Adenine Dinucleotide (NAD).........cccoviriieiiiciiiciiceene 11 mg

HEMIN . 165 g
FOS Reconstituting Fluid

Vinylpyrrolidone COpOIYMET .........ccciiiiiiiiiiiiesiecee e 4.0 mL

Citric Acid ............
Processed Water

Warnings and Precautions

The FOS Culture Supplement is for in vitro diagnostic use.

This Product Contains Dry Natural Rubber.

For use in blood culture medium, read and follow instructions and information supplied with these products.
Pathogenic microorganisms including hepatitis viruses and Human Immunodeficiency Virus may be present in clinical
specimens. “Standard precautions”2-5 and institutional guidelines should be followed in handling all items contaminated
with blood or other body fluids.

Prior to use, each lyophilized FOS Culture Supplement vial should be examined for evidence of deterioration and moisture. The
FOS Reconstituting Fluid and reconstituted FOS Culture Supplement should be examined for evidence of contamination such
as excessive cloudiness, bulging or depressed stopper, or leakage. DO NOT USE any vial showing evidence of contamination
or deterioration.

Prior to use, the user should examine the vials for evidence of damage or deterioration. Vials displaying turbidity, contamination,
or discoloration (darkening) should not be used. On rare occasions, the glass bottle neck may be cracked and the neck may break
during removal of the flip-off cap or in handling. Also, on rare occasions a vial may not be sealed sufficiently. In both cases the
contents of the vials may leak or spill.

To minimize the potential of leakage, use syringes with permanently attached needles or securely fastened BD Luer-Lok™ tips.
Reconstitute the supplement vial only with FOS Reconstituting Fluid.

DO NOT add the supplement to BD BACTEC culture vials prior to the inoculation of blood if direct draw technique is to be used.
Storage Instructions

The kit, containing unreconstituted supplement, may be stored at 2—25 °C. Reconstituted supplement vials must be stored under
refrigeration at 2—-8 °C and may be used for up to one month after reconstitution. Do not use after the expiration date.
SPECIMEN COLLECTION AND PREPARATION

The specimen must be collected using sterile techniques to reduce the chance of contamination (please refer to the culture medium
package insert).



PROCEDURE

Materials Provided:

Lyophilized FOS Culture Supplement

FOS Reconstituting Fluid
Materials Required But Not Provided:

BD BACTEC Blood Culture Medium

Sterile Syringe with permanently attached needle

70% Isopropyl Alcohol

BD BACTEC Instrument
Preparation of FOS Culture Supplement
If the FOS Reconstituting Fluid has been stored at 2-8 °C, allow the fluid to come to room temperature for ease of transfer.
Precautions: Examine the vials for evidence of contamination or defects. Do not use any defective or contaminated vials.
Remove the plastic flip-off caps from the vials to expose the septa. Clean the septum of the lyophilized FOS Culture Supplement
vial and the FOS Reconstituting Fluid vial with an alcohol swab. Aseptically transfer 11.0 mL of the Reconstituting Fluid into the
Supplement vial. DO NOT SHAKE, but instead allow the vial to sit at room temperature for 20-30 min, and then gently swirl the vial to
complete the mixing. Reconstituted FOS must be stored at 2-8 °C. It may be used up to one month from the date of reconstitution.
Addition of the Supplement
Aseptically add 2.0 mL of reconstituted FOS per vial of BD BACTEC medium. Media containing FOS will appear slightly turbid.
Incubate the culture vials at 34—36 °C.

Test Procedure
Follow the recommended testing procedure for each blood culture medium.

QUALITY CONTROL

The sterility of the supplement may be checked by examining for growth in sterile media.
Quality Control Certificates are provided with each kit of Supplement.6

Do not use vials past their expiration date.

Quality control requirements must be performed in accordance with applicable local, state and/or federal regulations or accreditation
requirements and your laboratory’s standard Quality Control procedures. It is recommended that the user refer to pertinent CLSI
guidance and CLIA regulations for appropriate Quality Control practices.

LIMITATIONS OF THE PROCEDURE

Contamination

Care must be taken to prevent contamination of the body fluid sample and/or the Supplement. A contaminated sample and/or
Supplement will give a positive reading, but will not reflect a positive clinical sample.

Performance data were developed using BD BACTEC PLUS 26 and PLUS 27 media.

EXPECTED VALUES AND PERFORMANCE CHARACTERISTICS

In seeded studies with two strains each of Neisseria gonorrhoeae, Neisseria meningitidis, and Haemophilus influenzae,

BD BACTEC blood culture medium without additions was compared to medium supplemented with BD BACTEC FOS Supplement
and medium containing whole human blood. The results showed that BD BACTEC medium containing BD BACTEC FOS Culture
Supplement supports the growth of fastidious and/or SPS sensitive bacteria without the presence of blood.

AVAILABILITY

Cat. No. Description

442153 BD BACTEC™ FOS™ Culture Supplement Kit

*EPO Patent No. 489392 and other international patents
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Technical Information: In the United States contact BD Technical Service and Support at 1.800.638.8663 or www.bd.com.

Change History

Revision Change Summary

(04) 2019-09 Converted printed instructions for use to electronic format and added access
information to obtain the document from BD.com/e-labeling.
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For US: “For Investigational Use Only”
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Biyolojik Riskler / Bionoriuna HeGeaneka / 44727 X &

Caution, consult accompanying documents / BHumaHue, HanpaseTe cnpaska B NpuapyxasaluuTe AokymeHTn / Pozor! Prostuduijte si pfilozenou dokumentaci!

|/ Forsigtig, se ledsagende dokumenter / Achtung, Begleitdokumente beachten / Mpogoxr, cupBouleuTeite Ta ocuvodeuTIKA £yypaga / Precaucion, consultar la
documentacién 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 / AGaiinaHpia, TUICTI KyKaTTapMeH TaHbICbiHbI3 / 5-2], 5455
A A 2 | Démesio, zidrékite pridedamus dokumentus / Piesardziba, skatit pavaddokumentus / Voorzichtig, raadpleeg bijgevoegde documenten / Forsiktig,

se vedlagt dokumentasjon / Nalezy zapoznac si¢ z dotgczonymi dokumentami / Cuidado, consulte a documentagao fornecida / Atentie, consultati documentele
insotitoare / BHumaHue: cM. npunaraemyto gokymeHTauuio / Vystraha, pozri sprievodné dokumenty / Paznja! Pogledajte prilozena dokumenta / Obs! Se medféljande
dokumentation / Dikkat, birlikte verilen belgelere bagvurun / Ysara: avB. cynyTHio fokymeHTawito / /Ny, 1525 [ Bt 5 S0k

Upper limit of temperature / FopeH numuT Ha Temnepatypara / Horni hranice teploty / @vre temperaturgreense / Temperaturobergrenze / Aviwtepo 6plo Beppokpaaiag
/ Limite superior de temperatura / Ulemine temperatuuripiir / Limite supérieure de température / Gornja dozvoljena temperatura / Felsé hémérsékleti hatar / Limite
superiore di temperatura / TemneparypaHbiH pykcat eTinreH xorapfbl weri / %3 & 1= / Aukgiausia laikymo temperatdra / Aug$éja temperatiras robeza / Hoogste
temperatuurlimiet / @vre temperaturgrense / Gérna granica temperatury / Limite maximo de temperatura / Limitd maxima de temperatura / Bepxuuin npeaen
Temnepatypbl / Horna hranica teploty / Gornja granica temperature / Ovre temperaturgréns / Sicaklik Ust siniri / MakcumansHa Temneparypa / i J¥ 1 [f

Keep dry / Masete cyxo / Skladujte v suchém prostiedi / Opbevares tert / Trocklagern / @uAdgte 1o oTeyvo / Mantener seco / Hoida kuivas / Conserver au sec /
Drzati na suhom / Szaraz helyen tartand6 / Tenere all'asciutto / Kyprak kyninae ycra / 71 3] 4] / Laikykite sausai / Uzglabat sausu / Droog houden / Holdes
tert / Przechowywac w stanie suchym / Manter seco / A se feri de umezeala / He ponyckatb nonagaxus snarv / Uchovavajte v suchu / Drzite na suvom mestu /
Férvaras torrt / Kuru bir sekilde muhafaza edin / Bepertv sig Bonoru / i {45 T4

Collection time / Bpeme Ha cbbupaHe / Cas odbéru / Opsamlingstidspunkt / Entnahmeuhrzeit / Qpa guA\oyrig / Hora de recogida / Kogumisaeg / Heure de
prélévement / Sati prikupljanja / Mintavétel idépontja / Ora di raccolta / YKunay yaksiTsl / =3 A7+ / 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 ]

Peel / O6enerte / Oteviete zde / Abn / Abziehen / ATrokoAAroTe / Desprender / Koorida / Décoller / Otvoriti skini / Hizza le / Staccare / ¥cTiHri kabaTbiH anbin TacTa /
w1 7] 7] | Plésti ¢ia / Atlimét / Schillen / Trekk av / Oderwac / Destacar / Se dezlipeste / OtknenTs / Odtrhnite / Oljustiti / Dra isar / Ayirma / Bigkneitu / #i F

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

Do not use if package damaged / He nsnonseaiite, ako onakoBkarta e nospeaeHa / Nepouzivejte, je-li obal poskozeny / Ma ikke anvendes hvis emballagen er
beskadiget / Inhal beschadigter Packungnicht verwenden / Mn xpnoipotroigite eciv n cuokeuaaia €xel utroaTei {nuid. / No usar si el paquete esta dafiado / Mitte
kasutada, kui pakend on kahjustatud / Ne pas I'utiliser si 'emballage est endommagé / Ne koristiti ako je oStec¢eno pakiranje / Ne hasznalja, ha a csomagolas
sérilt / Non usare se la confezione & danneggiata / Erep nakeT 6yabinfaH 6onca, nanganaba / @ 7] 2| 7} =74 749- A8 54| / 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 ucnonb3sosatb npv nospexaeHun
ynakoBku / Nepouzivajte, ak je obal poskodeny / Ne koristite ako je pakovanje oste¢eno / Anvand ej om férpackningen ar skadad / Ambalaj hasar gérmusse
kullanmayin / He BukopucTOBYBaTU 3a NOLLKOMKEHOT ynakoskm / U LA B, 152048 1

Keep away from heat / Ma3ete ot TonnuHa / Nevystavujte pfiliSnému teplu / Ma ikke udsaettes for varme / Vor Warme schiitzen / KpartioTe 10 pakpid atmé 1
BeppéTnTa / 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 / CankpiH xepae cakta / -2 3] &lloF g / Laikyti atokiau nuo Silumos $Saltiniy / Sargat no karstuma / Beschermen tegen warmte / Mé ikke utsettes for
varme / Przechowywac z dala od zrodet ciepta / Manter ao abrigo do calor / A se feri de caldura / He Harpesatb / Uchovavajte mimo zdroja tepla / Drzite dalje od
toplote / Far ej utsattas fér varme / Isidan uzak tutun / Bepertv sin aii Tenna / i it &5 FAJ5

Cut / Cpexerte / Odstfihnéte / Klip / Schneiden / Kéwre / Cortar / Léigata / Découper / Rezi / Vagija ki / Tagliare / Kecinia / -2} 7] / Kirpti / Nogriezt / Knippen / Kutt
/ Odcig¢ / Cortar / Decupati / Otpesats / Odstrihnite / Ise¢i / Klipp / Kesme / Poapizatu / 5§
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Keep away from light / Ma3ete ot ceetnuHa / Nevystavujte svétlu / Ma ikke udseettes for lys / Vor Licht schiitzen / KpatfioTe 10 pakpid atmoé 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 / KapaHfbinanraH
xeppae ycra / 912 7] &) oF g/ Laikyti atokiau nuo Silumos $altiniy / Sargat no gaismas / Niet blootstellen aan zonlicht / Méa ikke utsettes for lys / Przechowywaé z
dala od zrédet $wiatta / Manter ao abrigo da luz / Feriti de lumina / XpanuTb B TemHoTe / Uchovavajte mimo dosahu svetla / Drzite dalje od svetlosti / Far ej utsattas
for ljus / Isiktan uzak tutun / BeperTu Big Aii ceitna / i it 5 't 4k

Hydrogen gas generated / O6pasysaH e Bogopog ra3 / Moznost Uniku plynného vodiku / Frembringer hydrogengas / Wasserstoffgas erzeugt / Anpioupyia agpiou
udpoydvou / Produccién de gas de hidrogeno / Vesinikgaasi tekitatud / Produit de I'hnydrogéne gazeux / Sadrzi hydrogen vodik / Hidrogén gazt fejleszt / Produzione
di gas idrogeno / MaatekTec cyTeri nainga 6onael / <=4 7k~ A4 % / 18skiria vandenilio dujas / Rodas Gdenradis / Waterstofgas gegenereerd / Hydrogengass
generert / Powoduje powstawanie wodoru / Produgdo de gas de hidrogénio / Generare gaz de hidrogen / Beinenenue sogopoaa / Vyrobené pouzitim vodika /
Oslobada se vodonik / Genererad vatgas / Agiga gikan hidrojen gazi / Peakuis 3 BugineHHsamM BoaHo / 27244

Patient ID number / U] Homep Ha nauuenTa / ID pacienta / Patientens ID-nummer / Patienten-ID / ApiBudég avayvwpiong acBevols / Nimero de ID del paciente /
Patsiendi ID / No d’identification du patient / Identifikacijski broj pacijenta / Beteg azonosité szama / Numero ID paziente / MauveHTTiH naeHTUdUKaumnsnblk Hemipi /
g2} 1D W3 / Paciento identifikavimo numeris / Pacienta ID numurs / Identificatienummer van de patiént / Pasientens ID-nummer / Numer ID pacjenta / Numero da
ID do doente / Numar ID pacient / oeHTndpukaumoHHbIn Homep naumenTa / Identifikacné Eislo pacienta / ID broj pacijenta / Patientnummer / Hasta kimlik numarasi /
IneHTudikaTop nauieHTa / & #FH FRil S

! Fragile, Handle with Care / Yynnueo, PaboteTte c HeobxoanmoTo BHUMaHue. / Kiehké. Pi manipulaci postupujte opatrné. / Forsigtig, kan ga i stykker. / Zerbrechlich,
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vorsichtig handhaben. / EuBpaucTo. XeipioTeiTe To pe Tpocoyr. / Fragil. Manipular con cuidado. / Orn, kasitsege ettevaatlikult. / Fragile. Manipuler avec précaution.
/ Lomljivo, rukujte paZljivo. / Térékeny! Ovatosan kezelendd. / Fragile, maneggiare con cura. / CbiHfbiw, abaitnan naiiaanambiHpis. / =41 714171 418 # 2] / Trapu,
elkités atsargiai. / Trausls; rikoties uzmanigi / Breekbaar, voorzichtig behandelen. / @mtalig, handter forsiktig. / Krucha zawartos$¢, przenosi¢ ostroznie. / Fragil,
Manuseie com Cuidado. / Fragil, manipulati cu atentie. / Xpynkoe! O6paLuartbcsi ¢ ocTopoxHocTbio. / Krehké, vyZaduje sa opatrna manipulacia. / Lomljivo - rukujte
pazljivo. / Brackligt. Hantera forsiktigt. / Kolay Kirilir, Dikkatli Tagiyin. / TengitHa, 3BepTatucs 3 obepexHictio / 5t /Ny

RX On|y This only applies to US: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / S’applique uniquement aux Etats-Unis: “Caution: Federal
Law restricts this device to sale by or on the order of a licensed practitioner.” / Vale solo per gli Stati Uniti: “Caution: Federal Law restricts this device to sale by or on the order of a
licensed practitioner.” / Gilt nur fiir die USA: “Caution: Federal Law restricts this device to sale by or on the order of a licensed practitioner.” / Sélo se aplica a los EE.UU.: “Caution:
Federal Law restricts this device to sale by or on the order of a licensed practitioner.”
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