collected unit; this phenomenon has previously been
noted in association with Gram-negative organisms?
Detection of bacterial contamination in pooled
WB-derived PLIs remains a challenge. Because of the
.short storage time for WB-derived PLTs (e, 5 days), the
‘blood center in our investigation performs sampling
within 2 hours after separation of the components. This
technique does not allow for an additionmal 24-hour
holding period to imnprove the sensitivity of the test. Both
the shorter holding period and the smaller sampling size
{i.e., 1.6 to 2.4 mL in each tubing segment) are likely to
decrease the sensitivity of the method when compared to
comparable apheresis testing procedures. The sensitivity
of the method described, however, is likely to be superior
1o pH and glucose measurements commonly used for
WB-derived PLTs QC. At the blood center réperting this
case, the overall incidence,of true-positive bacterial con-
tamination (i.e., confirmed by replicate growth on the
- units from which the tubing segment was obtained) using
the method described is 1 in 21,000 WB-derived PLT
units*® (which can be estimated as 1 in 3500 WB-derived
PLT pools if we assume that 1 segment in each pool of
6 was contaminated), whereas the incidence of true-
" positive bacterial detect]on on apheresis PIT unlts at this
'same institution is 1 in 2700.

Although alternative devices for prepoolmg and sam-
pling for culture have been approved by the FDA,* these
alternatives, as cuxrently configured, require the use of
- proprietary blood collection bags, leukoreduction filter,
and bacterial growth detection systems that are not com-
patible with the bacterial detection systems used at. all
blood establishments, including the blood establishment
where the PLTs in this feport were prcpated

The BacT/ALERT culture method was approved by’
‘the FDA in 2002 for QC of bacterial contamination of.

single-donor PET (SDP) units only. Because use of the
BacT/ALERT method for individual WB-derived PLT units

is not practical due to the small volume of each unit, a

study was conducted in 2005 to validate the use of this
method for the detection of bacterial contamination
in WB-derived PLTs in a pooled format.** This study
demonstrated that the BacT/ALERT method is capable of
detecting very low concentrations.of bacteria in a single
WB-denved PIT unit when the contaminated unit is
pooled with 5 other sterile units for culturing. In this
validation study, both aerobic and anaerobic bottles
were used. Although the use of one aerobic bottle and one
anaerobic bottle is strongly recommended by the manu-
facturers of BacT/ALERT, the majority of the blood centers
only use one aerobic bottle™ as reported in our investiga-
tion. A recent study done by Brecher and Hay* using Sra-
phylococens fugdunensis suggested that the use of both
aerobic and anaergbic bottles may significantly increase
sensitivity of screening, particutarly when the inoculum is
low. Tt is unclear, however, whether this increase in sensi-
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tivity is due to the use of anaerobic media or simply
reflects an increase in total velume inoculated.

Non-culture-based screening methods have been
suggested for detection of bacterial contamination in
WB-derived PLT units;® however, these methods are typi-
cally less sensitive than culture. FDA recently approved
a rapid test to be used to supplement current screening
strategies for detection of bacterial contamination in
PLTs.% This supplemental test is to be used near the time
of -transfusion and can detect bacterial contamination
that was not detected by culture. The performance of
this new test in WB-derived PLTs is unknown, howe\}er,
since studies were conducted using leukoreduced apher-
esis PETs. '

Our report and others®®7 indicate that current
screening methods to prevent transfusion of bacteriaily
contaminated PLTs can be improved. Purther studies to
evaluate the sensitivity of culture and non-culture-based
screening methods for detection of bacterial contamina-,
tion in WB-derived PLTs are needed. Efforts to improve
recognition of bacterial contamination of PLTs also need
to continue.. If transfusion-related bacterernia is sus-
pected, the residual blood product urit should be saved by
thie hospital and the blood center immediately informed.
Timely information will allow blood centers to rapidly

" trace and quarantine potentially contaminated cocomp-
" onents made from the same donation. Finaily, the BacT{

ALERT package insert's recommendations should be
followed, particularly concerning the use of one aerobic
and one anaergbic cultire bottle with sufficient volume.
B-Hemolytic streptococei are facultative anaerobes and

" may be better recovered under anaerobic conditions.™
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vCJD abnormal prion protein found in a patient with haemophilia at
post mortem

17 February 2009

Evidence of infection with the agent (abnormal prion protein) that causes variant Creutzfeldt-Jakob Disease (vCJD) has
been found at post mortem in the spleen of a person with haemophilia. .

The patient, who was over 70 years old, died of a condition unrelated to vCJD and had shown no symptoms of vCJD or any other
neurolegical condition prior to his death. The vCJD abnormal prion protein was only identified during post mortem research tests.

The Health Protection Agency is working With the UK Haemophilia Centre Doctors Organisation to ensure all patients with bleeding
disorders are made aware of this preliminary information which is being further investigated. This new fi ndmg will not change the
way patients with' haemophilia are cared for or treated.

]

o ifinal view as to how vCJD abnormal prion protein was transmitted.to this haemophilia patient has yet to be reached because
. investigations are continuing to determine the most likely route of transmission. It is known that the patient had been freated with
several batches of UK sourced clotting factors before 1999, which js when measures to improve the safety of blood in relation to
vCJD were introduced. The patient's tréatment had included one batch of Factor ViIi that was manufactured usmg plasma from a
- donor who went on to develop symptoms of vCJD six months after donatlng the plasma in 1996.

This is the first fime that vCJD abnormal prion protem has been found in a patient with haemophlha or any patient treated with
plasma products. Thls new fi ndmg, however, does not change the publlc health vCJD *at risk’ status of patients with bleeding
disorders. . . . .

Haemophilia patients have previously been informed by their doctors of their possible increased risk of exposnre to vCJD via clotling -
factors. 1n 2004 all patients with bleeding disorders who had been treated with UK-sourced pooled plasma products between 1980
and 2001 were told that, owing 1o potentlal vCJD- lnfectmty from these producls they were o be classn" ed as at—nsk of vCJD for
public health purposes

Professor_ Mike C_atchpole, Director of the Health Protection Agency's Centre for Infections, said:

"This new finding may indicate that what was until now a theoretical risl< may be an actual risk to certain individuals who have
recéived blood plasma products, although the risk could stilt be quite low. We recognise that this finding will be of concern for

‘peré.ons with haemophilia who will-be awaiting the compleﬁo'n of the ongoing iﬂvestigations and-their interpretation.

The priority is to ensure that patients are informed of this development and have access to the latest lnformal:on and specnahst
. advice from thelr own haemophma centre doctor as soon as possible.

“This finding does not change our underslandlng of the risk from vCJD for other people in any $pecific way. But it does reinforce the
importance of the precautlonary measures that have been taken over the years,

“Since the risk of vCJD tranemlssuon through blood was »ﬁrst cons:dered, a number of precautionary'measures have been introduced
to minimise the risk from the UK blood supply. UK plasma has not been used for the manufacture of clotting factors since 1999 and -
synthetic clotting factors are provided for all patients for whom they are suitable.” '

Ends

Notes for editors :
1) The post-mortem tests were carfied out as part of a research study jointly coordinated by the UK Haemophllla Centre Doctors
Organisation and the National CJO Surveillance Unit. The study was commlss:oned in 2001 and is ongoing.

. ’
2) The likelihood of a'person who is infected with the VCJD abnormal pnon proteln going on to develop symptoms of the disease is
uncertain and may depend on mdlwdual susceptibility. Itis possnble that infected individuals may never develop symptoms

_ 3) Haemophiha is a genetic blood condition in- which an essential cloltlng factor s either partly or cornpletely mlssmg This causes a
person wsth haemophlha to bleed for longer than normal. Tre%l?\-lent for haemophllta is usually by replacmg the mlssmg clottmg





