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Detection of Bacterial Contamination in

Pooled Whole Blood Derived Platelets
With the

BacTALERT Automated Culture System
Mark E. Brecher
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Pre-pooled
random platelets




FDA thinking had required

1. CCI studies

2. Release control bacterial detection step




FDA'’s current thinking regarding pre-
storage pooling of WBPCs (aka random
platelets) is that such systems can be
cleared if culture monitoring QC is

performed by tests with analytical
sensitivity similar to that cleared for

single units
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BacT/ALERT Microbial Detection System

Reflectance Units
600
. 500 _|
‘. 400
300
200
100

0
Days tested

Hospitals



THARSTUSIUN COYIPLICATIDNS TEANSFUSTON PRACTICE

luation of a new grne e hottles with
automated microblal detectdon system for nlne commaon

contaminating organisms found in LT componcnts

Evaluation of an automatad culture eyetem
for detecting boeterial contominotion of platelets
s IR vnmb i g i

Khurk b ivacinen, e pe Mo, FARHACS Jors, Ihud Har
.k BETER, SV A G S SOMenbng

Stevae P

: s
[ramre e bastral, satmibs Tt e
I8 0712 SOGIGE T NS NP S T e |
R e ]
34 AMD KET 1332 sdntes o D

ot T A qTeks Frimmbusta
IR LSTACRING MU RA0AR AN HOTERL
Ltk ain, Fomismsns v b, Eapyss

e, Gl aprTiah, Feraeta

e
s s, o

TRAGSFUSION COMPLICATIONS

Evaluation of a new generation of culiure bottle wwing an

a récam v etk i Do 2 spheat pik
e e T T
redmaay 11 4 03 3L s G
Ecot begue v 1 frace [ConLirgls) Fas
"l 1 35 G e I st e
O TSR DRSS 0010 T AW GG
wmanl, 211 L s s s lb
Pt ircb<batha o st ruk e s 116 ke
o o) 2w 1L

NLE frecier, .G, Mearf, 5.

REE112- Ak 12 vopd-r o Pt o s
VTS G5 MAITSEN 1420 2 TP A TR
0 40 11 Ly s £
e b s 14 ard wcmla b
m e Ao rear 7o 4 S e 14
PRI Brmiar s K A o,
[ et crstied
CNGLISEM. e sl L it

STEDH! T FICRCS T 0TS T DI 11 e
1oLk P, 2 e b A

quasticraoty incal sin Bace Euch & dsbssiom sy

tarw b i diber bl ool 631 conter o

bty

BIDMEIRIEUX

BACKGRILID: An sucmted bactsred culitosydin
[HEH ALEHI 'L, COMMIK ] T8 DEAN pravictsy a1
sk mil ¢ ~arhly a1 Lo ke 1 plaibls Tin snire-
[ ————)
culurs Bathar tat do ot requra mrdngand trat g 1
iy sl e e
STIOV DESKGN ARD METHODS Bxils s En
ot et ool KeLEiela ayEa,
Sph TGS AU, S Bph OGS AR
Sarais NS SKpOCETES T i Popk
ot s s woe et Doy 2
Hobda e uammilidion o 13 am) KOS pa o
Davpina wan Fan shicad Wi cura-t ad 1w as-
bic armcrobk, and padairk bollcs.
RS TS &1 nigprisms, cmept 2 e, wers e
lading moeniim o B 10204 [0 CFLIT o 87
In 185 100 CFLIL trars s dotok N

P 1 B2 N CrUir o st (1R CFL

amo-

d bacterial culture sysiem for delecting nine commaon
contaminating erganisms found in platelet componenis

S Rk enberg, and L.

lllll..ln el | 1 200 ikl compomnts e

[ —
oot i vk T

3 ks 1
GEIT R [ BN 10K 2 1 K
g0 Ih i Ly L ihos i 14w o B
aaeed el spuane), anwl £ celanimetne
Er b b

tutics. Vi compand fie cagenl pneion of sulure
Entles o b %o penientisn of ciliune obles wih sine

G TN 1.2 S TRITAAIN 0IKE
i Tiod e, e s, e s

= 0135 o 10 [ <0011 Fa
CONCLUSKN: o Afcrce  dpstion e ees
tha CuTart and rawaschk ard wRachs otks ws
dencrstated Tha rewpaitatic bolfis kada smal it
siincant oy n dricetion.

TU TRINEAEIN driera 45,11 05

g ¥ ¢ gt pakee.

UATERILLE AMD METHOOS

FAROUNE: A 1 1] e
fr1 20, Luamain pon iy S
eoby b vl w2 v
e inariin Rz Taa coovary
o i 7 T et et o
ke n corp i 1o the cure]
b At ciresad of s
Lats sk o npry.

o DESISNAND IETHOS: |
B

ST ——
Filera mi Fapirata samps
ectuctints b curent. ard e
i ssrchicand arsntk: bt
LITS: A cryarme [vih b o)
htuckc 02 Mo b of O
L ce 1.7k BL5 s [1 D)
bpisiwth 8 oot ol
i, Lnd it @ o
TR
feticaticenad 3 mem on.

e (100 CFLsiL) rosoad
b wact ard smaer nocubmion:

e bl
lerabia sazm 42 et ol o gl
ERTTTEE———

TRANSFUSION

COMPLICATIONS
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Pooled Leukoreduced PRP Platelets
10 and 100 CFU/mL

Plate x 2
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Pooled Leukoreduced PRP Platelets

Inocul andard anaerobic bottles - Hours

TRANSFUSION COMPLICATIONS

Validation of BacT/ALERT plastic culture bottles for use
In testing of whole-blood-derived leukoreduced

O rg an i Sm platelet-rich-plasma-derived platelets

M.E. Brecher, S.N. Hay, and 5.J. Rothenberg

B. cereus T

BACKGROUND: Backril datact on of platsict [FLT}- (PLTs) Is routinely performed ca all AT prod-
rch-plas ma (FRF)chrived FLTS prasents uniqus uts In Bdgum [FAanders), the Netherands,
chalkbngss b counirkes thal co natalow poeing belor ‘walos, and Hong, Kong and for the majorky
skrage. This sty vabdaked Ihe BaT/ALERT kor uss In of PLT products In Morthern Ielnd, Sweden, Denmark,
P and Norway* Limked testing |5 being Implemented In
orankTs. Sooilard, the Republic of Irdand, Camary, Canada,
e Chim, Brazll, England, and the U5 Within the US, bac-
Eschir torbil dofection of PLTs has bemn requind by the
American Asndation of Bocd Banks slnce Morch 3004
and recommended by the College of American Pathoko-
Sartam 3c7es wera oculaled alsts sno Doromber 200234
Inio b, PRPatved PLT pale jlarged, 10 and 160 Bacterlal d siection of P ch-plsma FAE- derkod
ok ny-forming uniks [SPUSHITL; achucl recovared PLTs has presented some unkue halken ges for countries
mallr.lhm & and 20 CFUsnILL Four milllkrs of that do ot alkw e prosiceage poding ol PLT concan-
L trates, Cuibring of sach PLT congentrate |5 requently nat
both pu:lcmw: anvd ot boitee nd 0.5 L Ehoughite be pract cal o g oo e L vss and axponse:
vz plaked ankc bl agar. theralore, the use of detoction sraleges sch as Gram
RESULTS: & crgankms [sochidng B 55795) wefs N
P acnes dedoriod 1 B2 10 220 and 7.6 10 20,3 hours (10 and ke il not 25
. 100 CFLTL, raspacilvely) and ha mean s o cukure methods”
detelon was 15,0 and 12,1 howns (10 and 100 CRK Multiple studles have valldabod atomated bactarlal
mL respectha). £ aznos s o the BacT! ALEAT microblal dotec
betihes In 2 mean of 74.0 and 4.3 hours (10 and tion system (hibartens, Durhiam, NC) wth a vy of
S au reus 100 CRUsTL, m!.p-ocl\\m Wih E ckmcm, £ col bacteddl contaminats In dnglo-donce aphorass PLT
* K prawmonise 5 marsscas. and S ditansdikoion and wiith ponled bl ot PLTS! < The Food and Drug
wih Ihe anasrobic bollkes was ks kr o squbalent k2 he
detocienih e sanbic bRk, This war masknolzb b
wih £ wridens whera e anascbic bolks wa racive RBBREVIATION: 157 = plaeet i gl

S e |derm on vk 1.5 and 1062 bowrs 10 and 1100 SFUsmL
. . reepazivaly) lazisr han he asrobke bk, Froams tha Unbsaraiy atarth Carclins, chapsl il tonk
Curk

COHCLUSIONS: This siudy validales the s of he
BarTia LERT syskom kr tha ckection ol bookrla n PRE- Hiosth Carollna.
ke PLTe I 3 pooloc iomat Cvsral, he uss of e ckivess e regaest foHLE. Breches, WD, Tramafasion
BacTiALERT system abowsd Ihe cakaton of pookd Bedicine Serviom, £ 7600, Unkreraly of Horih Canl!
PAP-dertiedt FLT= inocutais wih g bactsda al 10 Meapiiahs, 101 Hanrirg Dews, Chapal ML BC2T5 14
and 100 CFLks por mL in 7.6 to 22.0 hou Aud) birch d. du.
P scnes). Funded by a grart from Bstinens, formerly o rpanan

) Tebnika.

cxbree For publication Febmnuary 2, 2004; reviskan ok
Btarch3, 2004, and scoe pied barch 10,2004,

ERy

Mean Total 1174 TRANSFUSKIN Wokirs 44, Sugast 2004

UNC

Hospitals

BIDMEIRIEUX



Pooled Leukoreduced PRP Platelets
10 and 100 CFU/mL

4 mLsS
per
bottle

0.5 mL
per
Plate x 2
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Pooled Leukoreduced PRP Platelets 100 crumL (1+5)

Single Single # Aerobic bottles - Hours Anaerobic bottles - Hours
Inocul Actual p|ates

CFU/mL Mean SD Min Max Mean SD Min

B. cereus 30.0 41 8.6 . 8.5 8.7 9.6 0.3 9.1
Clos perf 1.9 <2 10.9 0.4

P. acnes
S. aureus 11.7 12.2
S. epiderm. 16.3 16.8

Mean Total 120.7 91.5 15.1
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Pooled Leukoreduced PRP Platelets 10 cruimL (1+5)

Single Single # Aerobic bottles - Hours Anaerobic bottles - Hours
Inocul Actual p|ates

CFU/mL Mean SD Min Max Mean SD Min

B. cereus <2 9.5 . 9.1 9.8 11.4 0.7 10.3
Clos perf* . <2 13.3 2.9 10.6

*

P. Acnes
S. Aureus

S. epiderm.

*

Mean Total 12.1
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Pooled Leukoreduced PRP Platelets composite (1+5)

Single Single # Aerobic bottles - Hours Anaerobic bottles - Hours
Inocul Actual p|ates

CFU/mL Mean SD Min Max Mean SD Min

B. cereus <2 9.5 . 9.1 9.8 11.4 0.7 10.3
Clos perf : <2 10.9 0.4 10.3

P. Acnes
S. Aureus

S. epiderm.

30 19.7
Mean Total  56.6 16.8 86 149 04 143 155 199 05
All bottles reactive (anaerobic bottles only for strict anaerobies)

BIDMEIRIEUX

UNC

Hosgitals




Pooled Leukoreduced PRP Platelets composite (1+5)

Single Single # Aerobic bottles - Hours Anaerobic bottles - Hours
Inocul Actual p|ates

CFU/mL Mean SD Min Mean SD Min Max

B. cereus <2 9.5 0.2 9.1 . 11.4 0.7 10.3 12.3
Clos perf : <2 10.9 0.4 10.3 11.9

P. Acnes
S. Aureus

S. epiderm.

48.4 23.7
Mean Total 19.6 7.2 5.9 17.3 1.0 15.7 18.4 20.4 0.6
2 bottle set reactive (excepting strict anaerobes)
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Klebs. Pneumoniae Serratia. Marcescens Strep. Viridans
3 CFU/m: (0/20 plates) | <2 CFU/mL (1/20 plates) | <2 CFU/mL (1/20 plates)
oo | on T e [ o [ | e [ oom
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Conclusion

BacTAlert reliably detects a contamination
Level of 10 CFU/mL in a single unit after
Pooling/dilution with 5 other units.

Such detection may facilitate FDA approval of
pre-pooled whole blood derived platelets.
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