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&BD BA:.CTECT” Plus Aerobic/F Culture Vials

Soybean-Casein Digest Broth in a Plastic Vial

English: pages 1- 3 ltaliano: pagine 7 - 9§ 8082074(02)
Frangais: pages 3 - 5 Espaiiol: paginas 9 — 11 C € 2015-04
Deuisch: Seiften 5- 7 Portugués: paginas 11 — 13
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mrenoepuse QO @

BD BACGTEC Plus Asrobic/F medium is used in a qualitative procedure for the aerobic cufture and recovery of microorganisms (bacteria and yeast) from blood.
The printipal use of this medivm is with the BD BACTEC flucrescent series instruments.

SUMMARY AND EXPLANATION

The sample to be fested is inoculated info one or more vials which are inseried into the BACGTEC fluorescent series instrument for incubaion and pericdic reading.
Each via| contains a chemnical sensor which can detect increases iri CO, produced by the growth of microprganisms. The sensor is menifored by the instrument
every fen minutes for an increase in iis fluorescence, which is proporiional fo the amount of CO, present. A positive reading indicates the presumpiive presence of
viable microorganisms in the vial. Detection is limited to microorganisms that will grow in & particular iype of medium, : .

Resins have been described for the freatment of blood specimens boih prior fo and affer their inoculation into culfture media. Resins have been incorporated into
BAGTEC culture media to enhance recovery of organisms without a need for special processing. 2

PRINCIPLES OF THE PROCEDURE

If microorganisms are present in the test sample inoculated into the BACTEC vial, CO,, will be produced when the organisms metabolize the subsirates present in
the vial. Increases in the flucrescence of the vial sensor caused by the higher amount of CO,, are monitored by the BACTEC fucrescent series instrument.
Anzlysis of the rate and amount of CO; increase enables the BACTEC fluorescent series instrument to determine if the vial is positive, ie., that the fest sample
coniains viable organisms.

REAGENTS
The BACTEC culture vials coniain the following reaciive ingredients prior fo processing:
List of Ingredients @ BACTEG Plus Aerobic/F (442023)

Processed Water 30mL

wiv
Soybean-Casein Digest Broth @ 3.0%
Yeast Exiract 0.25%
Amino Acids 0.05% .
Sugar 0.2% =~
Sodium Polyanetholsulfonate (SPS) 0.05%
Vitamins 0.025%
Antioxidanis/Reducianis 0.005%
Nonionic Adsorbing Resin @ 13.4%
Cationic Exchange Resin 0.8%

All BACTEG media are dispensed with added CO,.

Warnings and Precaufions: .

The prepared culiure vials are for in vifro diagnostic use.

This product contains dry natural rubber.

Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, may be present in clinical specimens. "Standard
Precautions®47 and insfitifional guidelines should be followed in handiing all ifems contaminated with blood.

Prior io use, each vial should be examined for evidence of contamination such as cloudiness, bulging or depressed sepium, or leakage. DO NOT USE any vial
showing evidence of contamination. A contaminated vial could contain positive pressure. If a contaminated vial is used for direct draw, gas or coniaminaied
culture media could be refiuxed info the pafient’s vein. Vial contamination may not be readily apparent. If a direct draw procedure is used, menitor the process
closely io avoid refiuxing materials inio the patient

Prior io use, the user should examine the vials for evidence of damage or deterioration. Vials that are cracked or leaking, or display furbidity, contamination, or
discoloration (darkening) should not be used. On rare occasions, a vial neck may be cracked and the neck may break during removal of the flip-off cap orin
handling. Also, on Tare occasions a vial may not be sealed sufficiently. In boih cases the contents of the vials may leak or spill, especially if the vial is inverted. If
the vial has been inoculated, freat the leak or spill with caution, as pathogenic crganisms/agents may be present. Before discarding, sterilize 2ll inoculated vials
by aufoclaving.

Positive culture vials for subculturing or staining, efc.: before sampling it is necessary to release gas which often builds up due to microbial metabolism.
Sampling should be performed in a biclogical safety cabinet if possible, and appropriate proteciive clothing, including gloves and masks, should be worn. See
Procedure section for more information on subculiuring. o

“To minimize the potential of leakage during inoculation of specimen info culture viels, use syringes with permanently attached needles or Luer-Lok™ tips.

Storage Instructions @
The BACTEC vials are ready for use as received and require no-reconsfitution or dilution. Store in a cool, dry Place (2°'- 25 °C), out of direct light.

SPECIMEN COLLECTION

The specimen must be collected using sterile technigues o reduce the chance of contamination. The recommended specimen volume is 8— 10 ml. It js recommended
that the specimen be inoculated Info the BACTEC vials at bedside. A 10cc or 20cc syringe with a Luer-Lok brand fip is used to draw the sample, or a Vacutainer™
Brand Needle Holder and a Vacutainer™ Brand Bioqd Collection Sg Vacufainer™ Safety-L.ok™ Blood Collection Set or other tubing “buiterfly” sef may be used. If

using a needle and fubing set (direct draw), mnﬁwe the dj dflewwhen starﬁn’é'gmgiﬂe collection. The vacuum in the vial will usually exceed 10
mL, so the user should monitor the volume col eans of mil*gradnation st thevial label. Sample volumes as low as 3 mLcan be ver,
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recovery of certain microorganisms.

PROCEDURE @

Remove the fip-off cap from the BACTEC vial top and Inspect the vial for cracks, contamination, excessive cloudiness in medium, and bulging or indented

septums. DO NOT USE ifany defect is noted. Before inoculating, swab the septum with alcohol (jodine is NOT recommended). Asepiically inject or draw direcily

8 — 10 mL of specimen per vial. If sample volumes of 3—7 mL are used, recovery will not be as great as with larger volumes (see Limitations of the Procedure).

Inoculated zerobic vials should be placed in the BACTEG flucrescent series instrument as soon as possible for incubation and monitoring. If placement

of an inoculated vial into the instrument has been delayed and visible growth is apperent, it should not be tested in the BACTEC fluorescent series instrument,

but rather it should be subculfuréd, Gram-stained and treated as a presumptively positive vial.

Vials entered into the instrument will be automatically tested every ten minutes for the duration of the festing protocol period. Positive vials will be determined by

he BACTEC fluorescent series instrument and identifisd as such (see the appropriate BACTEC Fluorescent Serles Instrument User’s Manual). The sensor

gmide the botile will not appear visibly different in positive and negative vials, however the BACTEC fluorescent series instrument can determine a difference in
uorescence. :

[ at the end of the festing period a negative vial appears visually positive ({i.e., chocolatized blood, bulging septum, lysed and/or very darkened blood in

BACTEC Plus Aerobic/F medium), it should be subcultured and Gram-stained and freaied as a presumptively positive vial.

Positive vials should be subculiured and Gram-stained. In a great majority of cases, organisms will be seen and a preliminary report can be made to the

physician. Subculfures to solid media and a preliminary direct antimicrobial susceptibility est may bs prepared from fluid in the BACTEC vials.

Suhculturing: Prior fo subculturing, put ihe vial in an upright position, and place an elcohol wipe over ihe septum. To release pressure in the vial, use an

appropriate venting unit (BD catalog # 2495860) or equivalent. The needle should be removed after the pressure is released and before sampling the vial for

subcyliure, The insertion and withdrawal of the needle should be done in a straight-line mofion, avoiding any twisting motions.

QUALITY CONTROL

Quality conirol 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. [t is recornmended that the user refer fo pertinent CLSI guidance and CLIA regulations for appropriate Quality
Conirol practices.

DO NOT USE culiure vials past their expiration date.

DO NOT USE cuiture vials that exhibit any cracks or defects; discard the vialin the appropriaie manner

Queality Control Certificates are provided with each carton of media. Quality Conirol Ceriificates [ist fest organisms, including ATCC® cultures specified in the
CLS! Standard M22, Quality Conirol for Commercially Prepared Microbiological Cufture Media. The range of ime-fo-detection in hours was < 72 hours for each
of the organisms listed on the Quality Control Certificats for this medium:

- Nejsserfa meningitidis - Candida glabrata
ATCC 13020 ATCC 66032
- Haemophilus influenzas = Staphylococcus aureus
ATCC 18418 ATCC 25823
- Strepfococcus predsmonias” - = Escherichia coli
ATCC B305 ATCC 25822
- Sirepfococcus pyogenes - Alcaligenes fascalis
ATCC 18615 ATCC 8750
- Pseudomonas aeruginosa,
ATCC 27853
*C1.8] recommended sirain .
For information on Quality Conirol for the BACTEC fluorescent series instrument, refer io the appropriate BACTEC Fluorescent Series Instrument User’s Manual.
RESULTS

A positive sample Is determined by the BAGTEC fluorescent series instrument and indicates the presumptive presence of viable microorganisﬁs in the vial.
LIMITATIONS OF THE PROCEDURE

Contamination

Care must be tzken to prevent coniamination of the sample during collection and noculation into the BACTEG vial. A contaminated sample will give a positive
reading, but will not indicate a relevant clinical sample. Such a determination must be made by the user based on such faclors as fype of organism recovered,
occurrence of the same organism in muliiple cultures, patient history, eic. .

Recovery of SPS Sensifive Organisms From Blood Samples
Because blood can neutralize the foxicity of SPS foward organisms sensitive fo SPS, the presence of maximum volumes of blood (8— 10 mL) can help to

optimize recovery of these organisms. To enhance the growth of SPS sensitive organisms when less than 8 mL of biood is inoculated, addifional whole human
blood may be added.

Some fastidious organisms, such as ceriain Haemophilus species, reguire growth factors, such as.NAD, or factor V, which are provided by the blood specimen.
|fthe blood specimen volume is 3.0 mlL or less, an appropriate supplement may be required for recovery of these organisms. BACTEC FOS™ Fastidious
Organism Supplement or whole human blood may be used as nuirifional supplements.

Nonviable Organisms

A Gram-stained smear from a culiure medium may contain small numbers of nonviahle organisms derived from media constituents, staining reagents, immersion
oll, glass slides, and specimens used for inoculation. In addition, the patient specimen may contain organisms that will not grow in the culfure medium or in
media used for subculiure. Such specimens should be subcultured o special media as appropriate.

Antimicrobial Activity i

Neutralization of the antimicrobial activity by resins varies depending upen dosage level and fiming of specimen collection. The use of supplementary addiiives -
should be considered in appropriate situations; as an sxample, the addition of penicillinase when B-laciam therapy is being employed. -
Recovery of Sfrepfococcus prneumoniae

In aerchic media, S. pneumoniae will iypically be visually and instrument positive, but in some tases no organism will be seen on Gram stain or recovered on
routine subculture. If an anaerobic vial was also inoculated, the organism can usuzlly be recovered by performing an aerobic subcufture of the anaerobic vial,
since this organism has been reported fo grow well under anaerobic conditions. !

Generzl Considerations

Optimum recovery of organisms will be achieved by adding maximum amounts of blood. Published ciinical studies have shown that the use of lower blood
yolumes may adversely affect recovery andjor detection times of organisms. 2 Blood may contain antimicroblals or other inhibitors which may slow mgﬁvent

the growth of microorganisms. False negative readings may result when certain organisms are present which do not mduWﬁ by the
system or if significant growth has occuired before placing the vial info the system. In analytical studies/#fis device SR Ucongstoc spp. tested.
Falss posilivity may cccur when the white blood cell count is high. default 5 cﬁ?&mml was utili zlytical tgsiingT 'ﬂgﬂ, am'lt B[oinml =

lengths of >5 days have not been evaluated. w0
eesaRIeIEOESIBREE oy

-
Due to the nature of biclogical materials In m&irhﬁi;%}ms sh& A ent broanism variability, the user sh
»
a T Ll
(ddﬂﬁa)"l'!l'l.’llI.}I..'..".."... £ ]

~ral HOSP?
aeo Generd ;
gni%}gg]b poiential variable resulis in the

(ﬂ«.‘:ﬁf")..",..c‘\ A e Tagtanssnens N

(l‘l‘lj\‘)].;no“ll!"lb esvensassczse



EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS

Perfomance of the BD BACTEC Plus Aerobic/F medium in glass vials has been esiablished by a number of external clinical studies, 322 Seeded laboratory

studies performed by BD have shown equivalent performance of the BD BAGTEC Plus Aerobic/F medium in plastic vials compared fo the BD BACTEC Plus

Aerobic/F medium in glass vials 12 The yeasts Candida albicans, C. glabrafa, and Crypiococcus neoformans were tested in the analylical festing of this device.
AVAILABILITY

Cat. No. Description

442023 BD BACTEC™ Plus Aerobic/F Medium
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Technical Information: In the United States contact BD Technical Service and Support at B00-638-8663 or www.bd.com/ds.

& BD BACTEC Plus Aerobic/F Culture Vials

Bouillon digéré de soja-caséine en flacon plastique
’ Frangais

APFLICATION

Le milieu BD BACTEC Plus Aerobic/F serve & une procédure quelitstive de cufture aérobie et de mise en évidence des microorganismes (bactgries et levures)
du sang. Ce milieu est essentiellement uiilisé avec les appareils BD BACTEC de la série & fluorescence.

RESUME ET EXPLICATION :

L'6chantillon 2 analyser est ensemencé dans un ou plusieurs flacons qui sont ensuite placés dans un appareil BACTEC de la série & fluorescence pour &ire
incubss et lus périodiguement. Chaque flacon contient un détecteur chimique qui détecte foute augmeniation en CO, résultant de la croissance des
microorganismes. L'apparell conirdle ce détecteur foutes les dix minutes en recherchant une augmentstion ds la fluorescence qui est proportionnelle & Ia
quantité de CO, présert. Une leciure positive indique la présence présumée de microorganismes viables dans le flacon. La détection se limite anx
microorganismes pouvant se développer dans un fype particuller de milieu de culture. p

Des résines ont £t& décrites pour préparer les échantillons de sang avant et aprés leur ensemencement sur les milleux de culfure. De telles résines ont &8
incorporées dans les miliewx de culiure BAGTEC afin d'améliorer la mise en &vidence des microorganismes sans avoir & recourir & des préparations spéciales.

PRINCIPES DE LA METHODE

* Si des microorganismes sont présents dans 'échantillon inoculé dans le flacon BAGTEC, ils métabolisent les subsirats contenus dans le flacon et produisent du
CO,. L'appareil BACTEC de Ia série & fluorescence survellle 4 la recherche de toute augmentation de Ia fluorescence du détecteur du facon due & un
accroissement de la quaniitd de CO,. L'analyse de I'accroisssment, taux et quantité, du GO, permet & l'appareil BACTEC de la série 2 fluorescence de
déterminer si le flacon est positif, cest-&-dire si 'échantillon confient des organismes viables.

REACTIFS
Avant traitement, les flacons de cufture BAGTEC contiennent les réactifs suivants :
Liste des composanis BACTECG Plus Aerobic/F (442023)
Eau fraitée 30 mL

poidsivol
Bouillon digéré de soja-taséine 3,0%
Exirait de Jevure g,'éﬁ% "
Aminoacides ,05% - ~- WO
Sticre , 0.2% ] P w0 TsowenulauIut
Polyanétholsulfonate de sodium (PSS) 0.05%; , .= e v =3 \)ﬂrﬂ-ISUH-IUU}
ieringe 002594;]450)..................... - j _ (2 Lo
Anfioxydentsiréducteurs 0,005% a / Banphaec General HOSPIe
Résine adscrbante non jonique . 13,4% (a 13 ) OB HY
Résine &changeuse de cations 0,9% BB " i -

> \
Tous les milieux BAGTEG sont foumis avec CO5. S 47 \
Avertissements ef précautions : - (ATTO) oees LAALAL L;-)g/

X da
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L es flacons de culture foumnis sont destinés au diagnostic in vifro.
Ce produit confient du caouichoue naturel sec. (AYBD) ciiacsiisanid

Des microorganismes pathogénes, nofamment les virus de Phépatife et de Pimmun
&chanfillons clinigues. Respecier les « Précautions standard »#7 et les consignes e
confaminé avec du sang.

Avant utilisation, il convient d’examiner les flacons pour vérifier 'ebsence de toute contamination, & savoir furbidité, bouchon protubérant ou enfoncsé, ou de fuite.
NE PAS UTILISER les flacons présentant des signes de contamination. Les flacons conteminés peuvent &tre sous pression. S un flacon contaminé est utilisé

’ N

T Uy
jence humaine, sont susceptibles d'8tre présents dans les
igueur dans I'éiablissement pour manipuler fout objet
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A, B D Helping all people
v live healthy lives

Patients with suspected sepsis are
frequently (20-30%) placed on inappropriate
empiric antimicrobics, which results

In increased mortality
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Rapid identification of bloodstream infections

| ™ P ;
BD BACTEC  Plus Resin Media
* Combines targeting the recommended blood volume
and including the antimicrobic neutralizing resins, all in one vial

* Strong cationic-exchange resins bind ionically to positively charged
antimicrobials such as aminoglycosides®

e Polymeric adsorbent resins bind to the‘hydrophobic regions
~of antimicrobial agents®

Advantages

e Low false positives = 1.5%°

e Low false negatives = 0.3%°

Help clinicians make quick, precise diagnoses and
choose appropriate antibiotic therapy
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BD Diagnostics

For the use onlv of Reaistered Medical Practitioners, or a Hospital or a Laboratory.
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{J BD BACTEC™ Peds Plus™/F Culture Vials (plastic)

Soybean-Césein Digest Broth with Resins in a Plastic Vial

English: pages 1 - 4 ltaliano:  paginas 12 - 16
Frangais: pages 5 — 8 Espafiol: side 16 — 20 RX Only c € 500008334(02)
Deutsch: Seiten 9 —12 Portugués: side 20 - 24 2016-07

Contact your local BD representative for instructions. / Cebpixete ce ¢ MecTHUs npefcTaButen Ha BD 3a MHCTPYK3UM.
I Pokyny vam poskytne mistni zastupce spole&nosti BD. / Kontakt den lokale BD reprasentant for at fa instruktioner. /
EmIKoIVWwVioTE JE TOV TOMIKG avTiTpSowTtro Tng BD yia odnyiec. / Kasutusjuhiste suhtes kontakteeruge oma kohaliku
BD esindajaga. / Ota yhteys lahimp&an BD:n edustajaan ohjeiden saamiseksi. / Kontaktiraj lokalnog predstavnika

BD za upute. / A hasznalati utasitast kérje a BD helyi képviseletétél. / HycKaynap yuwiH xeprinikri BD exinimen
xabapnaceiHei3. / Lai sanemtu noradijumus, sazinieties ar vietgjo BD parstavi. / Naudojimo instrukciju teiraukités vie-
tos BD jgaliotojo atstovo. / Neem contact op met uw plaatselijke BD-vertegenwoordiger voor instructies. / Kontakt din
lokale BD-representant for mer informasjon. / Aby uzyskaé instrukcje uzytkowania, skontaktuj sie z lokalnym przedsta-
wicielstwem BD. / Contacte o representante local da BD para instru¢des. / Pentru instructiuni, contactati reprezentan-
tul local BD. / [insi nornyyeHus ykasaHuil obpaTtureck K MeCTHOMY npefcrtaBuTernto komnaHuu BD. / InStrukcie ziskate u
miestneho zastupcu spolo€nosti BD. / Obratite se svom lokalnom predstavniku kompanije BD za uputstva. / Kontakta
narmaste BD-representant fér anvisningar. / Talimatlar igin yerel BD temsilcinizle temasa gegin. / 3a iHCTpYKUigMM
3BepHITLCS 00 MicLieRoro npefcTaBHuKa Komnanii BD. .

INTENDED USE (D,
BD BACTEC Peds Plus™/F culture vials (enriched Soybean-Casein Digest broth with CO,) are for aerobic blood cultures. Principal

use is with the BD BACTEC fluorescent series instruments for the qualitative culture and recovery of aerobic microorganisms (mainly
bacteria and yeast) from pediatric and non-pediatric blood specimens which are generally less than 5 mL in volume.

SUMMARY AND EXPLANATION

The sample to be tested is inoculated into one or more vials which are inserted into the BD BACTEC fluorescent series instrument
for incubation and periodic reading. Each vial contains a chemical sensor which can detect increases in CO, produced by the

growth of microorganisms. The sensor is monitored by the instrument every ten minutes for an increase in its fluorescence, which is
proportional to the amount of CO, present. A positive reading indicates the presumptive presence of viable microorganisms in the vial.
Detection is limited fo microorganisms that will grow in a particular type of medium.

Resins have been described for the treatment of blood specimens both prior to and after their inoculation into culture media. Resins
have been incorporated into BD BACTEC culture media to enhance recovery of organisms without a need for special processing.1-3.8

PRINCIPLES OF THE PROCEDURE

If microorganisms are present in the test sample inoculated into the BD BACTEC vial, CO, will be produced when the organisms
metabolize the substrates present in the vial. Increases in the flucrescence of the vial sensor caused by the higher amount of CO,
are monitored by the BD BACTEC fluorescent series instrument. Analysis of the rate and amount of CO, increase enables the
BD BACTEC fluorescent series instrument to determine if the vial is positive, i.e., that the test sample contains viable organisms.

REAGENTS
The BD BACTEC culiure vials contain the following reactive ingredients prior to processing:

List of Ingredients ...,m.coccenenne BD BACTEC Peds Plus/F List of Ingredients.................... BD BACTEC Peds Plus/F
Processed Waier......@ .............................. 40 mL i R R S e T 0.0005% wiv
Soybean-Casein Digest Broth ..... @275% wiv Menadione:.....s.. i s an oot 0.00005% wiv
Yeast EXIract .......cccovveeveecereere e 0.25% WiV Sodium Polyanetholsulfonate (SPS) .................0.02% wiv
Animal Tissue Digest...... . 010% WiV Pyridoxal HCI (Vitamin Bg) «..cooovoveoveecceecceee. 0.001% wiv
SOOMTPYIVETe .o 0. 1058 Wik Nonionic Adsorbing Resin @100% wiv
Dexlose. ..o .00 % WV Cationic Exchange Resin ... oo, 0.6% wlv
SUCTOSE i o i G s e o 0.08% wiv

All BD BACTEC media are dispensed with added COs.

Warnings and Precautions:
The prepared culture vials are for in vifro diagnostic use. This Product Contains Dry Natural Rubber, LP aﬁ-\uu\ﬁj
8l spesi

Pathogenic microorganisms, including hepatitis viruses and Human Immunodeficiency Virus, @35&@1‘3&% s
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Prior to use, each vial should be examined for evidence of contamination such as cloudiness, bulging or depressed septum,
or leakage. DO NOT USE any vial showing evidence of contamination. A contaminated vial could contain positive pressure.
If a contaminated vial is used for direct draw, gas or contaminated culture media could be refluxed into the patient's vein. Vial
contamination may not be readily apparent. If a direct draw procedure is used, monitor the process closely to avoid refluxing
materials into the patient.

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 a vial may not be sealed sufficiently. The contents of the vials
may leak or spill, especially if the vial is inverted. If the vial has been inoculated, treat the leak or spill with caution, as pathogenic
organisms/agents may be present. Before discarding, sterilize all inoculated vials by autoclaving.

Positive culture vials for subculturing or staining, etc.: before sampling it is necessary to release gas which often builds up due to
microbial metabolism. Sampling should be performed in a biclogical safety cabinet if possible, and appropriate protective clothing,
including gloves and masks, should be wom. See Procedure section for more information on subculiuring.

To minimize the potential of leakage during inoculation of specimen into culture vials, use syringes with permanently attached needles
or BD Luer-Lok™ {ips.

Storage Instructions

The BD BACTEC vials are ready for use as received and require no reconstitution or dilution. Store in a cool, dry place (2-25 °C), out
of direct light. )

SPECIMEN COLLECTION

The specimen must be collected using sterile technigues to reduce the chance of contamination. The range of blood volume

which can be cultured is 0.5 to 5.0 mL. If the volume of blood cultured is less than 0.5 mL, recovery of some fastidious organisms,
such as Haemophilus species, may require the use of an appropriate supplement, as described later in this Package Insert. It is
recommended that the specimen be inoculated into the BD BACTEC vials at bedside. Most commonly, a syringe with a BD Luer-Lok
brand tip is used to draw the sample. If appropriate, a BD Vacutainer® brand Needle Holder and a BD Vacutainer brand Blood
Collection Set, Vacutainer Safety-Lok™ Blood Collection Set or other tubing "butterfly” set may be used. If using a needle and
tubing set (direct draw), carefully observe the direction of blood flow when starting sample collection. The vacuum in the vial will
usually exceed 5 mL, so the user should monitor the volume collected by means of the 5 mL graduation marks on the vial label. When
the recommended 1-3 mL has been drawn, the flow should be stopped by crimping the tubing and removing the tubing set from the
BD BACTEC vial. The inoculated BD BACTEC vial should be transported as quickly as possible to the laboratory.

PROCEDURE @

Remove the flip-off cap from the BD BACTEC vial top and inspect the vial for cracks, contamination, excessive cloudiness, and
bulging or indented septum. DO NOT USE if any defect is noted. Before inoculating, swab the septum with alcohol (iodine is not
recommended). Aseptically inject or draw directly a maximum of 5 mL of specimen per vial (see Limitations of the Procedure).
Inoculated vials should be placed in the BD BACTEC fluorescent series instrument as soon as possible for incubation and
monitoring. If placement of an inoculated vial into the instrument has been delayed and visible growth is apparent, it should not

be tested in the BD BACTEC fluorescent series instrument, but rather it should be subculiured, Gram-stained and ireaied as a
presumptively positive vial.

Vials entered into the instrument will be automatically tested every ten minutes for the duration of the testing protocol period. Positive
vials will be determined by the BD BACTEC fluorescent series instrument and identified as such (see the appropriate BD BACTEC
Fluorescent Series Instrument User's Manual). The sensor inside the vial will not appear visibly different in positive and negative vials,
however, the BD BACTEC fluorescent series instrument can determine a difference in fluorescence.

If at the end of the testing period a negative vial appears visually positive (i.e., chocolatized blood, bulging septum, and/or lysed), it
should be subcultured and Gram-stained and treated as a presumptively positive.

Positive vials should be subcultured and Gram-stained. In a great majority of cases, organisms will be seen and a preliminary report
can be made to the physician. Subcultures to solid media and a preliminary direct antimicrobial susceptibility test may be prepared
from fluid in the BD BACTEC vials.

Subculturing: Prior to subculiuring, put the vial in an upright position, and place an alcohol wipe over the septum. To release
pressure in the vial, use an appropriate venting unit (BD Cat. No. 248560, or equivalent). The needle should be removed after the
pressure is released and before sampling the vial for subculture. The insertion and withdrawal of the needle should be done in a
straight-line motion, avoiding any twisting motions. - ;

QUALITY CONTROL

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
guldance and CLIA regulations for appropriate Quality Control practices.

DO NOT USE culture vials past their expiration date. y oo TSoWENt ﬂaGW LlllV:l-:)
DO NOT USE culture vials that exhibit any cracks or defe‘cts; discarW indhe appropri ﬁfmer { Jgﬁmsumuu)
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Quality Control Certificates are provided with each carton of media. Quality Control Certificates list test organisms, including ATCC®
cultures specified in the CLSI Standard M22, Quality Control for Commercially Prepared Microbiological Culture Media. The range of
time-to-detection in hours was = 72 hours for each of the organisms listed on the Quality Control Certificate for this medium:

Peds Plus Medium Organisms

Streptococcus pyogenes ATCC 19615 Neisseria meningitidis ATCC 13090
Escherichia coli ATCC 25922 Alcaligenes faecalis ATCC 8750
Streptococcus pneumoniae* ATCC 6305 Haemophilus influenzae ATCC 19418
Pseudomonas aeruginosa ATCC 27853 Staphylococcus aureus ATCC 25923
Candida albicans ATCC 18804

* CLSl-recommended strain

For information on Quality Control for the BD BACTEC fluorescent series instrument, refer to the appropriate BD BACTEC
Fluorescent Series Instrument User’'s Manual.

RESULTS
A positive sample is determined by the BD BACTEC fluorescent series instrument and indicates the presumptive presence of viable
microorganisms in the vial.

LIMITATIONS OF THE PROCEDURE

Contamination

Care must be taken to prevent contamination of the sample during collection and inoculation into the BD BACTEC vial. A contaminated
sample will give a positive reading, but will not indicate a relevant clinical sample. Such a determination must be made by the user
based on such factors as type of organism recovered, occurrence of the same organism in multiple cultures, patient history, etc.

Recovery of SPS Sensitive Organisms From Blood Samples
Because blood can neutralize the toxicity of SPS toward organisms sensitive to SPS (such as some Neisseria species), the presence
of recommended volumes of blood (1-3 mL) can help to optimize recovery of these organisms.

Some organisms may be dependent on having a minimum amount of blood in the medium for optimal growth. Fastidious organisms,
such as certain Haemophilus species, require growth factors from the blood specimen, such as NAD, or factor V. Optimal growth of
these organisms is dependent on having greater than a minimum of 0.5 mL blood in the specimen. If the blood specimen volume

is very small (0.5 mL or less), an appropriate supplement may be required for recovery of these organisms. BD BACTEC FOS™
Fastidious Organism Supplement (catalog number 442153) rnay be used as a nutritional supplement.

Nonviable Crganisms

A Gram-stained smear from a culture medium may contain small numbers of nonviable organisms derived from media constituents,
staining reagents, immersion oil, glass slides, and specimens used for inoculation. In addition, the patient specimen may contain
organisms that will not grow in the culture medium or in media used for subculture. Such specimens should be subcultured to special
media as appropriate.

Antibiotic Activity

Neutralization of the antibiofic activity by resins varies depending on dosage level and timing of specimen collection.

Studies have demonstrated that the resins present in this medium do not adequately neutralize meropenem preparations.

Based on the neutralization study with Candida albicans and Fluconazole, the media showed some degree of neutralization;
however the resulis were inconclusive. The adequacy of antifungal neutralization by resins in the BD BACTEC Peds Plus/F vial
(plastic) is unknown.

Recovery of Strepfococcus pneumoniae

In aerobic media, S. pneumoniae will typically be visually and instrument positive, but in some cases no organism will be

seen on Gram stain or recovered on routine subculture. If an anaerobic vial was also inoculated, the organism can usually be
recovered by performing an aerobic subculture of the anaerobic vial, since this organism has been reported to grow well under
anaerobic conditions.®

General Considerations

Recovery of isolates will be achieved by adding the recommended volume 1-3 mL of blood. Use of lower or higher volumes may
adversely affect recovery and/or defection. Blood may contain antimicrobials or other inhibitors which may slow or prevent the growth
of microorganisms. False negative readings may result when certain organisms are present which do not produce enough CO; fo be
detected by the system or significant growth has occurred before placing the vial into the system. False positivity may occur when
the white blood cell count is high. The default 5-day (120 hours) protocol was utilized for all analytical testing with the BD BACTEC
Peds Plus/F culture media and protocol lengths of >5 days have not been evaluated.

EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS
Internal studies have demonstrated that antibiotics are effectively neutralized by the resins used in BD BAC"If% Uﬂlbﬂéwj
tests, antibiotics were added in clinically relevant concentrations directly to resin media prior to ingffflation wit é

tests showed equivalent performance in BD BACTEC Peds Plus in chmpm_d to BD' 20
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Atotal of 984 paired sets at 10100 CFU per vial were evaluated across the four instruments comprising the BD BACTEC
fluorescent-series instrument family: BD BACTEC 9050, BD BACTEC 9240, BD BACTEC FX and the BD BACTEX EX40. Of the
884 paired sets 953 sets recovered organisms within the instrument series. There were 18 sets with no detection of organisms

in either the plastic or glass bottle that included Candida albicans (4 sets) Haemophilus influenzae (9 sets) and Haemophilus
parainfluenzae (5 sets). There were 4 sets with no detection in the plastic bottle that included Candida albicans (2 sets), Enterococcus
faecalis (1 set) and Haemophilus influenzae (1 set). There were 9 sets with no detection in the glass bottle that included Candida
albicans (3 sets), Haemophilus influenzae (1 set) Haemophilus parainfluenzae (4 sets) and Pediococcus acidilactici (1 set) with no
detection in the glass bottle. The detection rate of Candida albicans, Enterococcus faecalis and Pediococcus acidilactici was 73%,
98% and 98% respectively under these test conditions. The Haemophilus species detection rates were between 8%—40% due to the
quality (freshness) and volume of blood used in the test (bagged blood with 0.5 mL added to the botile).

There were five organisms with false negative results (i.e., end of protocol, instrument negative vials with a positive terminal
subculture) observed with the BD BACTEC Peds Plus/F medium contained in a plastic vial using 0.5 mL of bagged blood:

H. influenzae inoculated at 54, 65 CFU, Haemophilus parainfluenzae inoculated at 4, 58 CFU, Candida glabrata, inoculated at 1 CFU,
Micrococcus luteus inoculated at 0 CFU, and Cryptococcus neoformans inoculated at 0 CFU. Three Haemophilus influenzae strains
were species that were retested using 0.5 and 1 mL fresh instead of bagged blood and were detected in both glass and plastic vials.

The following organisms were evaluated in the analytical studies: Abiotrophia defective, Acinefobacter Iwoffii, Actinobacillus
actinomycetemcomitans, Aerococcus viridans, Alcaligenes faecalis, Bacillus subtilis, Candida albicans, Candida glabrata, Candida
fropicalis, Candida parapsilosis, Cardiobacterium hominis, Corynebacterium jeikeium, Cryptococcus neoformans, Eikenella corrodens,
Enterobacter cloacae, Enterococcus faecalis, Escherichia coli, Granulicatella adiacens, Haemophilus influenzae, Haemophilus
influenzae, type a, Haemophilus influenzae, type b, Haemophilis parainfluenzae, Kingella kingae, Klebsiella pneumoniae, Leuconostoc
mesenteroides, Micrococcus luteus, Neisseria gonomhoeae, Neisseria meningitides, Pediococcus acidilactici, Proteus mirabilis,
Providencia stuartii, Pseudomonas aeruginosa, Staphylococcus aureus, Staphylococcus epidermidis, Stenotrophomonas maltophilia,
Stomatococcus mucilaginosus, Streptococcus agalactiae, four strains of Streptococcus pneumoniae, Streptococcus pyogenes, and
Streptococcus sanguinis (formerly S. sanguis).

In microbial detection limit testing, a total of 360 paired sets at target inoculum levels of 0 to 1 and 1 to 10 CFU per vial were
evaluated. This study was designed to assess the capability of the BD BACTEC blood culture media tested to detect one CFU,
when present. Of the 360 paired sets tested, 196 grew and detected in both devices, 42 detected in glass bottles only, 57 detected
in plastic bottles only, and 65 did not detect in either. There were a total of 107 pair sets that were not detected in plastic bottles, in
which 36 showed organism growth on the inoculum plate: Neisseria meningitides (5 CFU), Haemophilus parainfluenzae (4 CFU),
Staphylococcus epidermidis (2 CFU), 1 CFU each for Candida albicans, Candida glabrata, Escherichia coli, Staphylococcus aureus,
and Sfreptococcus sanguinis. The remaining 71 pair sets showed no organism growth (0 CFU) on the inoculum plate: Crypfococcus
neoformans, Enterococcus faecalis, Haemophilus influenzae, Haemophilus parainfluenzae, Micrococcus luteus, Neisseria
gonorrhoeae, Neisseria meningitides, Staphylococcus epidermidis,and Streptococcus pneumoniae.

AVAILABILITY
Cat. No. Description

442020 BD BACTEC™ Peds Plus™/F Medium, Case of 50 vials
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A, BD Helping all people
v live healthy lives

Patients with suspected sepsis are
frequently (20-30%) placed on inappropriate
empiric antimicrobics, which results

In increased mortality
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Rapid identification of bloodstream infections

BD BACTEC™ Plus Resin Media
* Combines targeting the recommended blood volume

and including the antimicrobic neutralizing resins, all in one vial

* Strong cationic-exchange resins bind ionically to positively charged
antimicrobials such as aminoglycosides’

e Polymeric adsorbent resins bind to the'hyd'rophob:ic regions
of antimicrobial agents®

Advantages
e Low false positives = 1.5%’

* Low false negatives = 0.3%’

Help clinicians make quick, precise diagnoses and
choose appropriate antibiotic therapy
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A leading global ‘d_ica_l technology ¢
and a World L ade microbiology.
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BD, the BD logo and all other trademarks are the property of Becton, Dickinson and Company. ©2010 BD
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