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FDA Approves Rapid Bacterial Detection Device for Platelets

The Food and Drug Administration has cleared for marketing the first rapid test to
detect bacterial contamination in blood platelets prior to transfusion. The Platelet
Pan Genera Detection {(PGD) Test System, manufactured by Verax Biomedical
Inc. of Worcester, Mass., is a disposable test strip device for use in a hospital
transfusion setting. It is not a release test but can supplement current quality con-
trol testing methods for platelets collected with an automated instrument.

The package insert motes that “Users considering such release
should first consult [the Center for Biologics Education and Re-
search] for the appropriate clinical studies. [The performance of the
PGD] to detect bacteria in whole blood-derived platelets or non-
leukocyte reduced platelets is not known... [T]esting alone should -
not be used to extend the shelf life of plateletfs.”

Two studies supported the determination of substantial equivalence of the Platelet
PGD Test system to BacT/ALERT testing and demonstrated the value of the PGD
' Test system as an adjunct QC
test following culture testing,
FDA said in a summary repott.
Testing at 72 hours using the
PGD Test System was found to

“] am excited about the potential
of this new test.”

— Kevin Land, MD, be substantially equivalent to
Bonfils Blood Center testing by BacT/ALERT at 24

and 48 hours post collection.

: The PDG Test System was able
to detect bacterial contamination when an early culture was unable to detect bacte-
ria due to sampling errors.

A 500uL platelet sample is insert in a sample well, and in about 20 minutes, a pink
colored bar will appear in one of the two windows if either Gram-positive or
Gram-negative bacteria are detected. Procedural controls at each end of the test
cartridge change from yellow to blue violet when the appropriate volume of
sample has been added to the cartridge and the test has run to completion.

“The clearance of a rapid test is a significant step in the detection of bacterial con-
tamination of platelets for transfusion,” said Jesse L. Goodman, MD, director of
FDA’s Center for Biologics Evaluation and Research.

(continued on page 2)
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Rapid Platelet Test (continued from page 1)

Patients who are transfused with platelets contaminated with bacteria are at risk of developing a serious
and potentially life-threatening infection of the blood stream. Bacterial contamination of platelets is the
leading infectious cause of transfusion-related patient fatalities. The risk of a patient receiving a transfu-
sion contaminated with bacteria is 1 in 5,000 — far greater than the risk of transmitting thé hepatitis C
virus (I in 1.6 million) or HIV (1 in 1.9 million), the FDA said in a press release.

To reduce the risk of transfusing contaminated piatelets, blood cen-
ters do culture-based testing of platelet samples 24 hours after the
donation. The culfure is read in the next 24 hours (within 48 hours
of the donation), and contaminated units are discarded. However,
the number of bacteria present at the time of culture may be so low
that bacteria is not detected due to sampling limitations. Blood
communify professionals agreed that the test is more of a transfu-
sion-end product but that it is better than other non-culture-based
methods used by some blood centers and transfusion centers.

Kevin Land, MD, chief scientific and medical officer at Denver-based Bonfils Blood Center, told the ABC
Newsletter that because the device is licensed to supplement current methodologies, “I don’t see this test
being widely implemented at this time due to the additional cost and time.”

But, he added, “I am excited about the potential of this new test as it delays sampling of the product until
it is being issued. The longer the delay prior to sampling, the more sensitive it should be to the presence
of bacteria in the platelet component, even if the limit of detection is higher than current methodologies. It
should definitely be an improvement over surrogate tests such as swirling and dipstick methods. Hope-
fully, the time between sampling and reading will decrease as the technology matures, as it likely
represents a barrier fo widespread use at this time.”

Although the test system is less sensitive than standard cultures, testing is done later. in storage when bac-
teria, if present, have multiplied, and thus are easier to detect, the FDA notes.

A prototype Platelet PGD test was tested against numerous bacterial species implicated in transfusion
reactions. In an in-house study, Verax detected four contaminated platelet units in a mixed population of
7,389 apheresis and whole blood derived platelets. All four units were confirmed as contaminated by
culture testing. (Sources: FDA press release, 9/18/07; Verax Web site) ¢ :
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China's latest human case of bird flu infected through
close contact with ill son

www.chinaview.cn  2008-01-10 12:05:53 v i) Print

BEMING, Jan. 10 (Xinhua) -- Health authorities confirmed here on Thursday that
the latest human case of bird flu in the eastern province of Jiangsu, which involved a
52-year-old father, came from close contact with his infected son and not a viral
mutatlon

The World Health Organization has warned that the virus that causes the illness --
if given sufficient opportunity - would mutate into a form that is highly infectious and
easily transmissible from person to person. Such a change could start a global
outbreak.

" However, this case --although it involved the disease apparently passing from one
person to another - does not exactly fit the profile of an infectious human-to-human
outbreak, and it has remained something of a puzzle.

“It has no biological features for human-to-human transmission," said Mao Qun'an,
Health Ministry spokesman. An epidemiological investigation showed the father was
- infected through close contact with his son, he said.

The cases took place in the provincial capital, Nanjing. The son, 24, and the first to
be infected, died on Dec. 2. The father was later confirmed to be mfected with the
H5N1 virus, which causes bird flu.

At the time, the ministry said experts had found that the virus that infected the son
had originated with poultry and had not mutated. But it remained unclear how the son
was infected in the first place; as neither man had any known contact with dead
pouliry -- the primary known source of the ailment for humans.

The young man, surnamed Lu, developed fever, chills and other symptoms on
Nov. 24 and was hospitalized on Nov. 27 after being diagnosed with lower left lobe:
pneumonia. His father developed a fever and was hospitalized for lower lobe
pneumonia on Dec. 3, the day after his son's death.

"The father has recovered,” Mao said, adding that the cases have been effectively
contained. '

Local authorities had kept 83 people who had close contact with either man under
close observation but none had shown unusual syriptoms so far, according to the

ministry.
3-1



The case of the Lu family, although unusual, is not the only one of its kmd Reuters
reported Iast month that a SImllar case 'occurred-in Pakistan. '

" The latest casés brlng the number of confi rmed human mfectrons of bll’d ﬂu |n
China to 27 since 2003, with 17 deaths.

A human-use bird flu vaccine has been in the second phase of clinical fests in
Beijing by the Beijing-based vaccine producer Sinovac Biotech and the Chinese
Center for Disease Control and Prevention.

- Mext b

Editor: An Lu
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It has proved "séfe“ and "effective” in the test, said Sinovac Biotech in _late last
month. ‘

The major index of the vaccine all reached international standard and performed
well in human body. None of the test takers were found with serious negative
reaction, which proved that the vaccine was safe, it said. '

Bird-flu, or Avian influenza, is a contagious disease of animal origin caused by
viruses that normally infect only birds and, less commonly, pigs. :

China's Ministry of Agriculture said in early December that the possibilities of
regional bird flu outbreaks were "very high" in the winter and coming spring.

Xinjiéng in northwest China has reported an outbreak of bird flu since late
December, leading to the death of more than 35,000 poultry.

The local government said the situation has been under control and no human
infection has been found yet.

A4 Previous,

Editor: An Lu
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