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contactyour local BD reprEsenhtive for instructions. I CEbp)l(ere ce D Mecrfivs npegsraEurei Ha BD 3a rascrpy[3!r.r, I PolqlDy vAm posk]lhlr mistni
zSstupce spolednosfi BD- / Koniald den lokale BD repraseniafi for at fa inskuktioner-, ErflI(oNr,rv{ore gs mv romx5 uwmp6flDrro rns BD yrq
o6rtyiEs. / fGsuiusjuhiyte suhtEs kon&kteeruge Dma kohalihr BE esindaiaga.l ota yhteys liihimpAen BD:n edusfajaan ohjeiden saamiseksi. /
Kontaldiraj lokalnog preds{awika BD za lpqte- I A hasm6lali utasiEsf k6riE a BD hElyi k6pviselel615l. / Hvc{aynap yuriH },epriritcd BD €EiniMeH
)66apnacErBLE. / Lai salemfu nDrad-rFmus, sazioieties ar vieEjo BD pardavi- / Naudojimo instrukcijq teiraukifE-s vietos BD igaliotojo ats.tovo- , Neem
Eontact op mEt uw plaatselijke BD-vertegen .ootdiger voor irEtuciies- / Kon{a-!d din Iokale BD-rep-rEsenhnt for met iniormasion- / A}y rEyska6
insirukcie rEtrftolJvanh, skonfuJdu.i sie z loka]n)ryn przEdshuiDielstwem BD. .l Contacte o rcpresen{ante Iocal da BD para instrue6es../ Pentru
instruEi'uni, contactali reprEenfantll local BD-r lk,l nonyqeBu, yrcd3a}ll4i o6parrfrecL x MeFrHoMy npenEraBrreJlo xoMnatruu BD. / lnSftukcie
zisHE u niestneho zisfupcu spoloEnosti BD. , obraiile se svorn lokalnom predstavnilar kompanije BD a uputstv_a- / Koniakh niirmasie
BD-representant f6r anvisruhgar. / Talinraflar igin yeEl BD temsilcinizle lemasra gegin- / 3a iH6rpll}o]rfiira 3BepB-rrEc, Ao MicqeBoro npe,qcraErirr(a
koMna8ii BD.

BD BAGTEC plusAeobidF nedium is l]sed in a +ralitative procedure for dre aerobic criture and recovery oi microorganisms (bacblia and lBast) lrDm blood.
The priniipal use of tfs meditjm is wtii lre BD BAcTEc il]orescetlt seies instumenb.

SUMMARYAND EGLANANON
Tfte sample b be iesled is inodrlabd inio one or more l,ials which ale inse*ed iflto ilre BAGTEC iuoresEert seriss insiiumert br in{ilHon,and Pedodic read,ng.
Each l/iaiconhins a chemical sensorlJhich can deted inc{E-ase-s lll COz pmduc€d by tre grcwth of micnoorgan'EfiE The sensor is monilDred byihe instrument
eyery ten m'nutes for ar increase in its fluorescence, r,rhich is proporljonal iD the amouit of CO2 present A posilive readl'fig indlcahs fie presumPiive presence oi
riiable miqloEarfsms in fie vial, DetecliDn is limitEd lD rD'crDorganisrns lhat lYin grow in a Panir lar il,pe of medium.

Resins have been described lor he
BACTEG drlture medrla to enhance

treatrneDt oi blood speDimens hoih pdor
o,ganisrns \rithout a need tDr +ecial

tp and altertleir inDculatbn into culhrre media. Resins have been incorporabd inlD
processing-ll

PzuND]PTES OF THE PROCEDTIRE

BACTEG PIus Aerobic/F (442023)

lf micr@rganisms are present in he les,t sample ioodrlated iDio fte BACTEG vial, CO2 ui! be prcduced when lhB organisrE melabofzethe s1lbs,t-abs presed in
the !ia!. lncteases in Xie fuoresceflce oflhe \,ial semor caused by ihe hjgher Emourf oi CO2 are mc,nibred by tE BASTEG fluoresc$t series instumenl
Analysis oftE ra.te and arnorfit of-co2 in€rease eEbles the BAGIEG fluorcscertseries instumentto debtmine if the vid is postlive, I.e., thatfte bst samPle
m br'ns liable orgarisms-

REAGENTS

The BAcTEc culture rrials coniailn the lollo$/ing leacEvt ln$edienis Priotto'PrDcessing:
List of lngrEdients

PrDcessed Waler

SoybeaFoase'h Digest BrDth

Yeast Edraci
Amr'noAcids
S!gar
SoAium Polyaneii'olsufoDaie [SPS)
\fihmins

@

30 mL

3.O%
025%
0.05%
D2%
0.05'i6
0-ulsnh
0-005%

13.4%
o.s%

All BAGIEG media are dispensed wfrl added coz.

Wamings and PreEaufions:

The preFled culfure vials are ,Dri, vitro diagnoslic use-

This prDdDct contains dry nafural rubbel
pafllogenic microorganisms, including hepditis viruses and Human LrmunodeficienryVirus, may be presefi in clrhicral sPecimens- "Skndard
precautions'+7 and bsEtulional guide[nes should be fotlovved ih hardling aI items conhminaied vrftn blood-
pdorio usa, each \,ial shorid be ocmined for evidence of G€nbrnioaiion sudr as dordinass, bulgiDg or depressed sepfum, or leakage. DO NOT UsE any vi,al

-showino evldence of contaminaiion- A coniaminated vr'al could Donlain posilive pressure- it a coDhfEinated vial is used for ditect d,.a,tY, gas or contaminaied
cr.rttureineaia coutd be renu<ed inio tie paiierfs vein. ytal cDntamjnaljon may noi be eadly appErelt lfa direct draw prDcedure'E used, monitorthe Prccess
closely lo avoid refl!.fiing nEh,riah i o Ale paiierlt

prior to usq lhe user should exrmine ihe M:als lilr evidence of damage or deiefl'oratior- Vials lhalare Dracked or leakjng, or displalt fuIbidi\., conhminalion, or
.liscoloration (darkeninq) should not be used On rale occasions, a vial neck may be cracked and lhe ned( may bEak dudng removai of the ffip-of cap or iE

haodlinq.Asd, on rare-6ccasiors a Val may not be sealed suffGienfly. ln both cases lhe conlenls ollhe vl'als may leak Dr spill, esp€dally trlhe vial is inverH- If
tie liat-has been inodrlaied. treatlhe leak or spill with Faution, as pa0rogeDic organismvagenb.may be presenl Before disc'drding, sterilize all inodrlated vials

b!' aubclaving.
pDsi&e dlture vials lor subdrlfuring or sbfuing, elc.: beiore sampling it is necessary b release gas which ofterl builds up due b mifiobial mefubolism.
samplhg should be perbrmed in a biologr'sal safuty cabinei if possjble, and appmpdab protedivs dothing, indudihg gloves and masks, should be wom- See
procidure sech'on br more jffonnation on subculfuiog-

To minimize ihe pobrdial of leakage during inodjatbn ofspecl'men iniD culire vllals, use sydnges raih permanendy atlached needles or Luer-Lokfl lips-

Storage Instructions
The BAcTEc vials are ready for use as rEceived and require no.rcmnstliion or d,lulion- store in a cool, dry (2' - 25 'C), out of direct rshi

SPEGIIIIEN COLLECTIDN

(,t.rdrJ) llrj I u

4i

&.BD BAGTEC- Flus Aerobie/F Gutrtune Vials
Soybean-Gasein Digest Broth in a Plastie Vial

o

@
Antioxidarns/Reduciants
NonlonicAdsorbing Resin
Catrbnic Echange Resin



fuorescence,

gffiHgmm'ffilH.itT,.*,:il"',;BlffiJ"fJJffiqftm',ilffiH'HIfltrH#*fld/orv*:dlk'.edbroodrn
Posiliye vials shoutd be $baJhrred anc Bram+rained. ln a great nEjolity of cases,- olganisrns vrillbe seen and a prelimlnary rePort can be made to the

p|lysichn. subcultEs to -ro ,"ou alro 
" ffr#'""'1i [#;';'15#"1;;';G';pdbird i;mav u" prep"r"a horir fluld in are Bactrc vials'

suhcrulturinq: hior lo subculbring, prJt the vial in an upriglrt Positiori, and Phce ?l1 alcohol wiDe over lhe se9fum' To letease PressurB in thE viEI' USe an

i|##S#gffil##ni"1*i,f#""ffit'?;Hffi"lr*=#*,rm*'m'*'xmmle*asedandbero*samPtinstheviartor
QUALTNT CONIROL
oDarlfucontDlreauiremefibmusibeperfo'medinaccordancewithapPliEablelocat,.s{ateand,/orfederalreguldionsoraccreditalionrequhemenbandyoul
tabodtDryt sisnd;rd ouanrv cormr p.".a.i}i'ktffi"#iliii+a-fiiJ6,. ,"o ,irut o pJ,t,'L"i cGt giiJ** and cuA resulations tor apprDpriste Quafitv

ConAol pract'ces-

D o NoT USE c,rhrre vials Past ibeir erQiraiion dde.

Do NoT usE oiltuIe Yials fid e(hibit any cradc or defuGts; discard the !ia: jn the aPProp'tab r'taDner-

QE[tvcontolGertific*sarePrgvidedwitheachcartDnofrrEdia.QualEyconbDt.Certificslesfisttestofqaniqns,IndudingATCG€dltlrassDecifiedinth€
cls, standad M2z Qua!fty co,tot fot comne^w prepaftd Microbiotosi^t cuth.rre u#-#;}inii?ti*iii*tti" in hours was s ?2 hours f.r e'ach

; drir ",G-*# 
f'"t"d * fie ouality conirDl certificaie for lhls medium

. Neisseria flerr.rrrgfri4s 'CatdiqgE tda
ATCC13oSO ATCC 66032

. Heemophilus inluenzae ' shphy'ococcus aurEus

rrcc is41s ATcc 25s23

- Step1f)coccus pne monhe* 'Esf,;l]€,id,:E cali

ATCG6S05 Arcc 25922

- Sr_eptDcoccus pyDgeres ' 4lcatrge-'?es-&eca's

,qric rssts ATcc 8750

. P send$rrcftal aenJg i no sa
ATCC 2/853

;filffiTflr#*-"r ror a," BAcrEc flio.scei.lt series in;-tomen! refer b il,' appropd# BAbTEc Fluorascefi series Lrstfl,,*,,t use/s Mamal'

RESULIS
A poGilive samplE is delerminEd byihe BAeTEG nuorescett sefies inskument and indBies the peslmPiivs Presence ofvl'able mic{Dorganiens in fte r/ial

LIMTTATIONS OF THE PROCEDURE

IlTlTiL" *o ,** contaminalion of rhe sampre during cortedion and ino.. dion intD the EAcrEc viar. A mniaminared sampre ufl givE a posi'ive

*.nnd t !i wilt not indicab , ."r**,t "l,i#ilffiE]liJr' 
t a"[=rtinaion mutr be m"i-" lyE"-*"' u""ed on sucfi factDrs as lyPe of orga''rsm retovered'

L3#':#;?iH;;;;s*ron in-'Jript" *tt""*' p'tent histou e{D'

Recovery of SPS seDsilive organ'Isms From Blood Samples

Because blood can neuhElLe ge tolicity of s;s bwErd organlsms sensirive u sps,ihe Dresence of m6(_mum volmes ofblood (8- 10 mL) can heh to

osrimize recovery ot these organisrBs- t. "i,n'i""Jrii'ffi 
.isFi sensirive orsanisrcs';;-Gi llran 8 mL oJ btooa is inocrrtated' addiiionalu'hole human

biood may be added.

somefrstldiousorgarsrnqsuchascertEinf,aemophlfusspedEs,requifegDwthfaclD-Is.suchas.NAD,fffaclDrVwiichareprovidedbvthebloodspecimm.
E the brood specimen vorume is s.o mLor'rG-#;ppr'prike *!puin"r,r-nay ur eq,i'iJti r"ir*rv 

"r 
tr*r 

"ig"ti.rrs- 
dAcrEc Fos* Fastdioqs

ii##-. sutpr#"* 
". 

s'hole human blocrd rnay be used as nutiional suppemere'

NoBviable organLsms

A Grarn-siEined smeal fom a cutture medium rEy cofiIain sma[ numbeE of norMabJe orqanisrns derived frDm medh consijfueots' sta]ning reagenb, immeEio,

oit- olass Erdes, and speorn*" u"o ., ,llij[6,iJn*riJ,t-"., ir,r prtr* +r"lr""n ,"i *tian organi..* $tt ''iI not grow in the ' liurs medium or in

;hH;; #'.,b;t lffi s,id, "ptdt";;h;H;e 
surarmrea d spe"iat mEdia as appropriatq

AntiEricrobial AElivrJtY

Hffi#?sl#+:lffiH##"f#s,rffi,Tfl:HI:.'ffi"'ffiffiff:3:if,Tffl-,Teffi#,5flli;HfiH*o''"mentaryaddliives
RecovEry ot strEpfoco ccus pneumoniae

i,#]i;*trffJn*X,ingmry,*,H#mI#'JlHT,.?iifgHffiXT;""#H;T#'"'&ffn,T*"ffi*ffi."#H8,*.3:
l;i"UEilffi;;ffi 

.t,""" 
#j; 

'"EaJ 
i" grow *'lt -der anaerobic condiiions
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E€EGIED VALUES AND SPECIFIC PERFORMANCE GHARACTERISTICS

Perbmance ofthe BD BACTEC PlusAerobidF medium in glass vials has been eltablished bya number of eiernaj dlnical sfudles.1{r.e Seeded taboralDry
sfudies perbrmed by BD hqve showr equivalent perbrmance offE BD BAGTED PlusAercbic/F medium in phslic lials compared to the BD BACTEG Pfus
AerobiuF medium in ghss vials.lo The yessts Cardida albiaDs, C- glah@ta, and CYltptoficcus neofo.ltl;,ts worB lested in fle amlylical tesling ofthis device.

AVAITABIUTY

CaLNo- Descdpiion
442023 BD BACTEC PlusAeroblcJF Medium

REFERENCES

1- UlbIis, C- et al, 1980. Rapid isolalion otbacbriatrom sept'cemic @ients by trse ofan arrirniEobial agenl Emoval device. J. Ciin. Microbiol-
11AA4M_

2. Applebaurrl P.c- et al.1983. Enhanced detecjion ofbacbremiay/iih a nei4r BAGTEC resln blood sutd]re rnedium. J. CfrL Mlcrobiol. 77:44-51,

3. Pohlnran, J.lC d al- 1SS5. ConhDlled dinicalmmparison dflsolator and BACTEG 9240 AerobiclF lesin boHelor deiecton ofbloodsteam iniEc{ions. J.
Clin. Microbiol. 33252F2529-

4. Clinical aod L"borabry Standards Lslifuie. 2m5- ApprDved Guidefme ir2gA3- ProtEclion of taboralory lvo*ers lrom oc(iipalionalv acquired irfeciiorq
3rd ed- CLSI, Walhq Pa
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7. Directive 2000/54rEC of$e Elropean Padi,ameDt and of6e Council of 18 Seplember200o on the proledbn ofwDrkers from risks rdated tD eposure b
biologicat agenb atwork (sevenh indNidual diredive rrrdhin lhe meaning orArticle {6(1) of Dredive 891391,iEE9- Ofrcial Joumal1262,1TftDPDDD,
p. om14045.

8- Smitl JA etat. 1S5- Compaison ofBACTEC S240 and BacT,/Atertblood drlture sysbms in an adulthospial, J. CIm- MicrDbiol.3&1905-1908-

9- Rayhat, D. et at- 2i107. Compadsln ofBACTEC PIus blood culture rDedhio BacT,/Atet FAblood cutture medhfor detediorl of bactuoial Pathogens in
sanples containing tierapeuiic lereb oiardibiotics. J- clin. Microbiol. 4581G821

'10. Data available fiom BD Diagnoslics.

11. Howden, R.J.1976. Use sfaneembic cr.fbrefortle lmproved i.solalion ofs&epbcoc.rrs pnelr,orr'ae. J. t irL Patiol.295t,53.

12. [s1rup, Duane M. and JohnA-r,r{6shington. 1983. The importanc€ oftblumB ofblood culfured infie detecdon oi baEleaemiaand fungernia. Diagn.
MicJDbiol- lnfec-t Dis. 7l F-'110.

TedDFdt hformalion: In the Untbd Stafus contac't BD Teclnical SeMce and Slpport at 80G638-8663 or ww\r.bd.mny'ds-

gBD BACTEG Plus Aerobie/F Gulture Mals
Bouillon dig6r6 de soja-cas6ine en flacon plastique

Franlais
.APPUCATION

Le ndieu BD BAcTEc Plus AerobicJF serve a une proc6dure qualiHive de anitfe a6robie et de mise en €vidence des EicrooEanismes (bact6ries et ]ewres)
du saru. Ce milieu est essenliellement ulilis6 avec les appareils BD BACTEG de Ia s6rie a iuorescenDe.

RESUME ET E(PUCATION

L-edlantillor a anabrser esi e semenc6 dans un ou plusieuF facons qui soEt ensufte plac6s dans Lm aPpareilEAGTEC de h s6de a iuorescmce pour Etre

ioclb6s et lus p6dodiquerDenl Ghaque f,acon cont_eni uo dElecieur dfmique qui d6bcie toute augmeobtion En CO2 r6sullarf de Ia croissance des
midoorDanismes. LhDDarell conlr6le ce d6lpctEur ioutes les dk minutes en ,eciercha[t une a gmentalion de la fl]orescence qui est proportionnele a h
ouanidde co, prgsbit Une lecirre posiive indique la presence $6sum6e de microoBarlismes l/iables dans le ,acon- La d6tect'on se limfte arx{

riricroorganismis po$rant se d6veloPper dans un type Padiculier de milieu de cuhure.

Des rEsines oDt 6tE deE ies dour pr6parer hl dchaitilons de sang avant etaprEs letr ensemencefient drr Ies rnilier,< de c-lJlilre- De telles r6s'nes ortt 6t6
i"cr'monges Aans tes mifeu< de dllfuie BAGIEG afn d'amqiorer A m'lse en 6vidence des micmorganismes sans avoir a rccruria; de.s pr6paraibns sp6o'ales.13

PRINCIPES DE LA MEIHODE
' Si des microorganismes sort pr6senb darF l'Schadillon iroculg dars Ie flacon BACTEG, ik mehboliseIlt les slbslrtsts corienus darE ,e flacon et prDduisent du

CO,, IlapDareiiEAcTEG de h s6nle a fluorEscence surveile a Ia reDherd,e de ioute Eugmenbiion de fa iuorescence du d6lec'teur du iacon due a un
affiissiment de Ia qr-.ranli6 de CO2. L'analyse de laccroisseflent, br,( et quariit6, du CO2 pemet a kppatEil BAcfEG de la seie a fiuo.escence de
d6brmine. si leflacon est pDsilif, c'esli'dire si l'6chafiillon codient des oEanismes viables-

REAGIIFS
Avant tEitprter4 les tacons de a lture BAGTEC crrriennantles niadits sulvartls:

Lisle d6 composads BACTEG PlrEAerobicrF (442)23)

Ehu t-aiGe 30 mL
poidsfool

Bouilon diga6 de sora-cas€ine 3,0%
EdEjtdelevure D?5%
Amq.noacide.s 0,05%
sr6re 02% ./^, . -
Ffilineu,oi*ttr.* a.sDdum (Pss) ;:G&r-.d-'t (94L: n
vltamines qizs"'[nlrot """'i""""""""""'
anlio)<jr'dants./railcle u rs
Resin; adsorbanie non ionique
R6sitre 6changeuse de cations

.9,9.i% j' 'd';,i; (a'rto) *'t{J\to

tsowururaJruttrr):
(aJtinrsuHluu)

Banghaec Generol HosPttal

Tous les milieD( BACTEG sorlt iournis avec CO2-

Avertissements et Pr6radiors : M,(a.16o).... fttJ I tl

Ilu I llLes facons de culfure fDlnn-rs so,rt deslin6s au diagnoslic i, l/itrD.

Ce produit Dorfient du caoulDhouc Daturel sec- f I ri.:).,..,......,.
de l'imDesmiEroorqanismes paihogtsnes, nDtamment les viI us

6chanlillons cliniques. Respecler les < Pr6cautions stan
conlamin6 avec du sang-

de l'hEpatite et
dard )47 et les sue

nce humaine, sont sus ceptibles d'6tre pr6sents dans les
ur dans l'Ehblissement pour manipuleifout ob.iel

Avar* utifisadon, il con.Jent d'oGmlner les iacons pDur v6rifier I'absence de bute mntaminalion. a savolr turbidiE, bouclron p.ofubErant Du enfonc6, ou de fuite-
NE pAS UTILISER le-s facors pr6sentar des signes de coniamina{on. Les flacons cortamin6s peuvest ebe sous prpssion. Si un flamn Eonhmine est utl'rse

tt.
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Patients with suspected sepsis are
frequently (20-30%) placed on inappropriate
empiric antimicrobics, which results
in increased mortality
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Helping all people
live healthy lives
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Dn ED /i frt,- Etl^^J f,.lc,T.' E),{\- T E\. DTUT'(j LUi
Rapid identification of bloodstream inf

*r r rr^a llrl^l:-LLlt e tvtELtt€t
ections

BD BACTEC'" Plus Resin tVedia
. 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'

. Polymeric adsorbent resins bind to the hydrophobic regions
of antimicrobial agents'

Advantages
. Low false positives - 1.5o/o3

r Low false negatives = 0.37o3

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

(arf;o).... 42//\/- tii' ^ . lsowttrurariruttw':,,@ 
u" 

" 
*l'"'":";::1,]i'r'", 0,,,,

c.,\-

........... fl?ll u

..-..1'lt,l u

(a.r30

(arf;o)......

Better Diagnostidi foi VBDBetter Outcomes BD Diagnostics

@



A leading globa! medrea! teehnslogy compan!, -
and a world leader in microbiology.
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t} AO BACTECTM Peds plusrM/F Culture Vials (plastic)
Soybean-Casein Digest Broth with Resins in a plastic Vial

500008334(02)
2016-07

have been incorporated into BD BACTEC culture media to enhance recovery of organisms without a need for special processing.l-3,8

PRINCIPLES OF THE PROCEDURE
If microorganisms are present in the test sample inoculated into the BD BACTEC vial, C02 will be produced when the organisms
metabolize the subslrates present in the vial. lncreases in the fluorescence ofthe vial sensor caused by the higher amount of CO2
are monitored by the BD BAGTEC fluoress€nt series instrument. Analysis of the rate and amount of COz increase enables the
BD BAcTEc fluorescent series inslrument to determine if the vial is positive, i-e., that the test sample contains viable organisms.
REAGENTS

The BD BACTEC culture vials contain the following reactive ingredients prior to processing:
List of lngredients .. -..........8D BACTEC Peds Plus/F

English: pages
Frangais : pages
Deutsch: Seiten

Processed Water....,
Soybean-Casein Dig

Italiano: pAginas 12 - 16
Espaffol: side 16 - 20
Portugues: side 20 - 24

IVD

List of Ingredients
Hemin...............-....
Menadione.-...........

R* only 
C (

BD BACTEC Peds Plus/F
........................0.0005% w/v

............-..... 0.001 % Wv

................,,0.0% wtu

..................0.6% w/v

1- 4
5- 8
9 -12

Contact your Iocal BD representative for instructions, ,/ CBlpxere ce c MeGTHr4g nperqcraB4Tefl Ha BD 3a uHcrpyK31lr.
/ Pokyny v6m poslgrtne mistnf zastupce spolednosti BD, / Kontakt den Iokale BD representant for at fi instruktioner. /
Errlrolvtov4me pt lov rorrtr6 ovrtTrp5oqrno rns BD yu o64yieg. / Kasutusjuhiste suhtqs kontakieeruge oma kohatiku
BD esindajaga. / Ota yhteys lahimpaan BD:n edustajaan ohjeiden saamiseksi. / Kontaktiraj lokalnog predstavnika
BD za upute. ,/ A hasznalati utasftast k6rie a BD helyi k6pviselet6t6l, / Hycr{aynap ypiH xepririnri ei oxinir,aen
xa6apnacsttlsr:. / Lai sa0emtu noradriumus, sazinieties ar vietejo eO pirsavi. i Niudojimo instrukcijq teiraukit6s vie-
tos BD igaliotojo atstovo. / Neem contact op met uw plaatseli.ike BD-vertegenwoordiger voor instructies. / Kontald din
lokale BD-representant for mer informasion. /Aby u4y'ska6 instrukcie uilrtkowania, skontaktuj sie z Iokalnym przedsta-
wicielstwem BD. / contacte o representante Iocal da BD para instrug6es. / Pentru instrucliuni, contactati reprezentan-
tul local ilD. /.qfle noflyqeHHs yl€3aHui o6parurecs K MecrHoMy npeiqcraBhrenro KoMnaHHu BD. / Instrukcie ziskate u
miestneho zastupcu spolodnosti BD. / Obratite se svom Iokalnom predstavniku kompanije BD za uputstva. / Kontakta
narmaste BD-representant fdr anvisningar. / Talimatlar igin yerel BD temsilcinizle temasa geEin. / 3a iHcrpyKr-tisMH
3BepHiTr,c, Ao MicqeBoro npeAGTaBHlaka (oMnaHfi BD.

TNTENDED use O, @
BD BAcTEc Peds Plus ,/F cullure vials (enriched Soybean-Casein Digest broth with Co2) are for aerobic blood cullures. principal
use is i^rith the BD BAcTEc fluorescent series instruments forlhe qualitative cutture and reiovery of aerobic microorganisms (mainly
bacteria and yeast) from pediatdc and non-pediatic blood specimens which are generally less than 5 mL in volume.

S UMMARY AND EXPLANATION
The sample to be tested is inoculated into one or more vials which are inserted into the BD BAcTEc fluorescent series inslrument
for incubation and periodic reading. Each vial contains a chemical sensor which can detect increases in CO2 produced by the
groMh of microorganisms. The sensor is monitored by the inslrument every ten minutes for an increase in its fluorescence, which is
proportional to the amount of CO2 present. A positive reading indicales the presumptive presence ofviable microorganisms in the vial.
Detection is limited to microorganisms that will grow in a particular type of medium.
Resins have been described for the treatment of blood specimens bolh prior to and after their inoculation into culture media- Resins

Yeast Extract .......-..........
est Broth @

40 mL
,.2-75Vo wtu

(alf;o).... l:.r:qo

...-....O.25% wlv Sodium Polyanetholsulfonate (SPS)
0.00005% wtu
O.O2Vr wlv

O.1OYo wlv Pyridoxal HCI (Vilamin 86) .....,Animal llssue Digest.....--.....-..

---..-..-O-1OVo wlv
.........0.06% Wv
.........0.08% wtu

Nonionic Adsorbing Resin -.....
Cationic Exchange Resin .......

AII BD BACTEC media are dispensed with added CO2.

Warnings and Precautions:
The prepared culture uials arc for in vitro diagnostic use. This product Contains Dry Natural Rubber.
Pathogenic microorganisms, including hepatitis viruses and Human lmmunodeficiency Virus,
'Slandard Precautions"+7 and inslitutional guidelines should be followed in handling all items
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Prior to use, each vial should be examined for evidence of contamination such as cloudiness, bulging or depressed seplum,
or leakage. DO NOT USE any vial showing evidence of contamination. A contaminated vial could contain positive pressure.
lf a contaminated vial is used for direct draw, gas or conlaminated culture media could be refluxed into the patients vein. Mal
contamination may not be readily apparent. If a direct draw procedure is used, monilor the process closely to avoid re{luxing
materials into the patient-

Priorto use, the user should examine the vials for evidence of damage or deterioration. Mals displaying turbidity, contamination,
or discoloration (darkening) should not be used. On rare occasions a vial may not be sealed sufficiently. The contents ofthe vials
may leak or spill, especially if the vial is inverted. lf the vial has been inoculated, treat the leak or spill with caution, as pathogenic
organisms/agents may be prqsent. Before discarding, sterilize all inoculated vials by autoclaving.

Positive culture vials for subculiun'ng or slaining, etc.: before sampling it is necessary to release gas which often builds up due to
microbial metabolism. Sampling should be performed in a biological salety cabinet iJ possible, and appropriate protective clolhing,
including gloves and masks, should be wom. See Procedure seclion for more information on subculturing.

To minimize the potential of teakage during inoculation of specimen into culture vials, use syringes with permanently attached needles
or BD Luer-LokrM tips
Storage Instructions
The BD BAcTEc vials are ready for use as received and require no reconstilution or dilution. Store in a cool, dry place (2-25 "C), out
of direct light.

SPECIMEN COLLECTION @
The specimen must be collected using sterile techniques to reduce the chance of contamination. The range of blood volume
which can be cultured is 0.51o 5.0 mL. lfthe volume of blood cultured is less lhan 0.5 mL, recovery of some faslidious organisms,
such as Haemophilus species, may require the use of an appropriate supplement, as described later in this Package lnsert. lt is
recommended that the specimen be inoculated into the BD BACTEC vials al bedside. Most commonly, a syringe with a BD Luer-Lok
brand tip is used to draw the sample. If appropriate, a BD vacutainep brand Needle Holder and a BD Vacutainer brand Blood
Collection Set, Vacutainer Safety-Lokn 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 flowwhen starting sample colleclion. The vacuum in the vial will
usually exceed 5 mL, so the user should monitorthe volume collected by means ofthe 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 trom the
BD BACTEC vial. The inoculated BD BACTEC vial should be transported as quickly as possible to_the laboratory.

PROCEDURE U
Remove the flip-ofi cap from the BD BACTEC vial top and inspect the vial for cracks, contaminatlon, excessive cloudiness, and
bulging or indented septum. DO NOT USE if any defect is noled. Before inoculating, swab lhe septum with alcohol (iodine is not
recommended). Asepticaly injest or draw direcily a maximum of5 mL ofspecimen per vial (see Limitations of the Procedure).

lnoculated vials should be placed in the BD BACTEC fluorescenl series inslrument as soon as possible for incubatl'on and
monitoring. lf placement ofan inoculated vial into lhe instrument has been delayed and visible growth is apparent, it should not
be tested in the BD BACTEC fluorescent series inslrument, but ralher it should be subculfured, Gram-stained and ireated as a
presumptively positjve vial.

Mals entered into the instrument will be automatically tested every ten minutes for the duralion of the testing protocol period. Positive
vials will be determined by the BD BACTEC fluorescent series inslrument and idenlified as such (see the appropriate BD BACTEC

Fluorescent Series lnstrument lJser's Manual). The sensor inside the vial will not appear visibly ditrerent in positive and negative vials,
howevel the BD BAGTEC fluorescent series lnstrumenl can determine a difference in fluorescence.

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

Positive vials should be subcultured and Gram-stained. ln 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 anlimicrobial susceptibility test may be prepared

from f uid in the BD BACTEC vials.

Subculturing: Prior to subculturing, put the vial in an upright position, and place an alcohol wipe over the septum. To release
pressure !n ihe vial, use an appropriate venting unit (BD Cat. No. 249560, or equivalent). The needle should be removed afterthe
pressure is released and before sampling the vialfor subcuhure. The insertion and withdrawal ofthe needle should be done in a
straightline motion, avoiding any twisting motions.

SyilJffir:i-r:l:,hments must be performed in accordance with appticabte Iocal, state and/or federat resutations or accreditation
requirements and your laboratory's standard Quality Control procedures. lt is recommended thal the user refer lo pertinent CLSI
guidance and CLIA regulations for appropriate Quality Control practices.

DO NOT USE culture vials pasttheir expiration date-

Do NOT USE cutture viats thai exhibit any cracks or defects: discarzp Fl indrl3pprop

(nrid)""";"'
2

:@z
lirriu

(a16o)...

(a.rio)...
1ltl''ll,

(rr.rfro)

iFarA{l

l'lu I u

r.
IsowurtlraJruttd:

{JJ,in1su}tluu'
Banphaeo Genela[ HosPttat

N,



Quality Control Certificates are provided with each carton of media. Qualiiy Control Certifcates list test organisms, including ATCC@
cultures specmed in the CLSI Standard [i122, Quality Controlfor Conmercially Prepared Microbiological Culture Media..rhe range ol
time-to-detection in hours was < 72 hours for each ofthe organisms lisled on the Quality Control Certificate for this medium:

Peds PIus Medium Organisms
Streptococcus pyogeres ATCC 1 961 5

Escheichia coli ATCC 25922

Streptococcus pneumoflae*ATCC 6305
Pseudomonas aeruginosa ATCC 27853

Candida albicans ATCC 18804

" CLsI-recommended strain

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

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

LIMITATIONS OF THE PROCEDURE
Contamination
Care must be taken to prevent contaminatjon ofthe sample during colleclion 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 hctors as type oforganism recovered, occunence of the same organism in multiple cultures, paiient history, etc.

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

Some organisms may be dependent on having a minimum amount of blood in the medium for optimal groMh. Fastidious organisms,
such as certain Haemoprl/rs species, require groMh factors from the blood specimen, such as NAD, or factor V Optimal groMh of
these organisms is dependent on having greater than a minimum of 0.5 mL blood in the specimen. lflhe blood specimen volume
is very small (0.5 mL or less), an appropriate supplement may be required for recovery oflhese organisms. BD BACTEc FoSrM
Fastidious Organism Supplement (catalog number442153) may be used as a nutritional supplement.

Nonviable organisms
A Gram-stained smear from a culture medium may contain small numbers of nonviable oryanisms derived from media constituents,
staining reagents, immersion oil, glass slides, and specimens used for inoculat-on. 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 ofthe antibiotic actjvity by resins varies depending on dosage level and timing ofspecimen collection.

Studies have demonstrated that the resins present in this medium do not adequalely neutralize meropenem preparations-

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

Recovery of Streptococcus p n eumon iae
ln aerobic media, S. pneumoniae wlll typically be visually and instrument pdsitive, but in some cases no organism will be
seen on Gram stain or recovered on routine subculture. If an anaerobic vial was also inoculated, ihe organism can usually be
recovered by perfbrming an aerobic subculture ofthe anaerobic vial, since this organism has been reported to grow well under
anaerobic conditions.s

General considerations
Recovery of isolates will be achieved by adding the recommended volume 1-3 mL of blood- lJse of lower or higher volumes may
adversely afect remvery and/or deleclion. Blood may contain antimicrobials or other inhibitors which may slow or prevent the groMh
of micrcorganisms, False negative readings may resultwhen certain organisms are present which do not produce enough CO2 to be
delected by the system or significant growth has occuned before placing ihe vial inlo the system. False positivity may occurwhen
the whte blood cell counl is high. The delault tday (120 hours) protocol was utilized for all analytical testing with the BD BACTEC
Peds PIus/F culfure media and prolocol lengths of>5 days have nol been evaluated.

EXPECTED VALUES AND SPECIFIC PERFORMANCE CHARACTERISTICS
Intemal studies have demonstrated that antibiolics are effectively neutralized by the resins used in rlh$6\',,,l
tests, antibiotics were added in clinically relevant concenfations direcfly to resin media prior to i

Neisseia meningitidis ATCC 13090

Alcali ge n e s faec ali s ATCC 8750

H aem oph il u s i ntl u e nzae ATCC 1 941 8

Staphylococcu s au reus ATCC 25923

tests showed equivalent performance in BD BAcTEc Peqs_Plus in BJdjt{iFl-cernpffed to Bq
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A total of 984 paired sets at 10-100 CFU per vialwere evalualed across the four instruments comprising the BD BAcTEc
fluorescent-series instrument family: BD BACTEC 9050, BD BAcTEc 9240, BD BAGTEC FX and the BD BACTEX FX4O. Ofthe
984 paired sets 953 sets recovered organisms within the instrumenl series. There were 18 sets with no delection of organisms
in either the plastic or glass botue that in cluded candida albicars (4 sets) Haemophilus influenzae (g sels) and Haem;phitus
paminfluenzae (5 sets)- There were 4 sels with no detection in the plastic bottle that included Candlda atbicans (z setst, Enterococcus
faecal,b (1 set) and Haemophilus influenzae (1 set). There were I sets with no deteclion in the glass boftle that included Candida
a/bicans (3 sets), Haemophilus influenzae (1 set) Haemophilus parainfluenzae (4 sels) and Pediococcus acidilact'ci (1 set) with no
detection in the glass bottle, The detection rate ol Candida albicans, Enterococcus faecalis and pediococcus acidilactici was 73yo,
98% and 98% respectively underthese test conditions- The Haemopl,,Tus species deteclion rates were between 8olo--40% due to the
quality (freshness) and volume of blood used in the test (bagged blood with 0.S mL added to the boftle).
There were five organisms with false negative results (i.e., end of protocol, instrument negalive vials with a positive terminal
subcutture) observed with the BD BACTEC Peds PIus/F medium contained in a plastic vial using O-5 mL of bagged blood:
H. influenzae inoculaled at 54, 65 CFU, Haemophilus parainfluenzae inodrlated at 4, 58 CFU, Candida glabrata, inoculated at 1 CFU,
Micrococcus luteus inoculated at 0 CFU, and Cwtococcus neoformars inoculaled at O CFU. Three Haemophilus influenzae strains
were species that were retested using 0.5 and I mL tresh instead of bagged blood and were detected in both glass and plastic vials.
The following organisms were evaluated in the analytical studies: Abiottophia defective, Acinetobacter lwoffi, Actinohaciltus
actinomycetemcomitans, Aerococcus viidans, Alcaligenesfaecalis, Bacillus subtitis, Candida albicans, Candida glabrata, Candida
trcpicalis, Candida parapsilosis, Cardiobacteium hominis, Corynebacteium jeikeium, Cryptococcus neofotmans, Eikenella conodens,
Enterobacter cloacae, Enteracoccusfaecalis, Escherichia coli, Granulicatetta adiacens, Haemophilus influenzae, Haemophilus
influenzae, type a, Haemophilus influenzae, typeb, Haenophilis parainfluenzae, Kngella kingae, Kebsiella pneumoniae, Leuconostoc
nesenteroides, Micrococcus luteus, Neisseia gononhoeae, Neisseia meningitides, Pediococcus aciditactici, Prcteus mirabilis,
Providencia stuaiii, Pseudomonas aeruginosa, Staphylococcus auleus, Staphylococcus epidermidis, Stenotrophononas maltophilia,
Stomatococcus mucilaglrosuq Slreptococcus agalactiae, four strains of Sfrepircoccus pneumoniae, Strepfococcrspyogenes, and
Streptococcus sanguin:s (formerly S. sanguls)-

ln microbial detection limit testing, a total of360 paired sets al target inoculum levels of 0 to 1 and 1 to 10 CFU per vial were
evaluated- This study was designed to assess the capability ofthe BD BACTEC blood culture media tested to detect one CFU,
when present. Of the 360 paired sets tested, '196 grew and delected 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 lhat were not detected in plastic bottles, in
which 36 showed organism groMh on the inoculum plate: A/eisseia meningitjdes (5 CFU), Haemophilus parainfluenzae (4 CFU),
Staphylococcus epidermdls (2 CFU), 1 CFU each for Cardida albicans, Candida glabrata, Escherichia coli, Staphylococcus aurcus,
and Srreprococcus sanguinis.fhe rcmaining 71 pair sets showed no organism growth (0 CFU) on the inoculum plate: Cryptococcus
neofomans, Enterococcus laecalis, Haemophilus influenzae, Haemophilus parainfluenzae, Micrococcus luteus, Neisseia
gororhoeae, Neisseia meningitides, Staphylococcus epidermidis,afid Streptococcus pneumoniae.

AVAILABILIry
Cat. No, Description
442O2O BD BACTEC PedS Plus /F Medium, Case of 50 vials

REFERENCES
1. V\,rallis, c- et al. 1980- Rapid isolation of bacteria from seplicemic palients by use of an antimicrobial agenl removaldevice. J. clin.

Microbiol 11:462464.
2. Applebaum, P-C. et al. 1983. Enhanced deteclion of bacteremia with a new BACTEC resin blood culiure medium. J. Clin. Microbiol-

7:48-51.
3. Pohlman, J.K. et al. 1S95. Controlled clinical comparison of Isolator and BACTEC 9240 Aerobic/F resin bottle for detection of

bloodstream infections- J. CIin. Microbiol. 33:2525-252S.
4. Clinical and Laboratory Standards lnstilute. 2005. Approved Guideline M29-A3. Protection of laboratory workers iiom occupationatly

acquired infections, 3rd ed. CLSI, Wayne, Pa.
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Technical lnformaiion: ln the United States contaci BD Technical Se
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Patients with suspected sepsis are
frequently (20-30%) placed on inappropriate
empiric antimicrobics, which results
in increased mortality
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BD BACTEC''- Blood Culture !*r'ledla
Rapid identification of bloodstream infections

t) BD BACTEC'" Plus Resin h/edia
. 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'

. Polymeric adsorbent resins bind to the hydrophobic regions
of antimicrobial agents'

Advantages
. Low false positives = 1.5o/o3

. Lowfalse negatives = 0.37o3

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