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in developing an integrated PI technology for all blood
components. Research initiatives should be directed
toward a PI technology suitable for implementation in
developing countries,>™

- Mathematical modeling should be used to develop
credible scenarios for the unknown (emerging) pathogen
risk; for example, what are the “break-even” threshold
conditions and are they consistent with a worst-case sce-
nario? Several different models might be constructed
based on the extensive database developed during the
HIV epidemic, which included a pathogen with an
extended “silent period,” high morbidity and mortality,
secondary spread, surrogate testing, and clinical screen-
ing, contrasted with an agent such as WNV, which became
clinically apparent quickly and involved limited morbidity
and mortality and for which a screening test could be
readily developed and introduced. These models could be
used in economic analyses of candidate PI technologies to
support decisions about PI Implementanon and invest-
ments for the research agenda.

Large, well-designed, randomized clinical trials
should be performed to evaluate and/or confirm the
effectiveness of any new Pl technology. Postlicensure
Phase IV studies should be integrated with hemovigilance
systems to enhance the ability to detect adverse events.

Introduction of PI technologies might have un-
anticipated consequences for the health-care system.
For example, the development and widespread availa-
bility of screening tests for new agents might be
compromised.

Prion diseases have not been addressed by current PI
technologies. New PI technologies should he investigated
to address these and other resistant agents. Research
“should address the relative risks and henefits of PI paoled
components versus Pl single-donor components.™

CONCLUSION

Pl or removal technologies hold considerable promise asa
means of improving the safety of the blood supply, par-
ticularly against newly emergent or not-yet-discovered
infectious threats. A number of PI technologies have
already been adopted in different countries and some are
expected to become available within a relatively short
time in Canada. Implementation of PI will be complicated
by considerations of efficacy, availability, logistics, cost-
effectiveness, toxicity, and risk-benefit issues. Further, the
extensive battery of screening assays for testing blood
donations that has been developed since the mid-1980s
greatly reduces the currently appreciated risk of blood
transfusion. The success of this strategy has reduced the
apparent benefit of PI. PI represents a prospective
approach to blood safety that could add an important
additional layer of safety to a nation's blood supply,
however.
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This consensus statement emerged from a consensus
development process that involved experts and stake-
holders in a variety of disciplines and a variety of roles in
the process. The statement endeavors to answer six ques-
tions posed to the Consensus Panel by the conference
organizers that address a number of the issues posed by
the imminent availability of PI technologies. The Panel has
prepared this statement in the anticipation that it will
prove useful, not only to Canadian Blood Services and
Héma-Québec, but also to the other stakeholders in
Canada, and to planners and policy makers involved in
blood services in other countries.
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Simultaneous Session 13:
Haemovigilance in Patients
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which has been almost the same for the past three years. Non-bemolytic
transfusion reactions account for 80% of reported cases, which include
transfusion-related acute fung infury (FRALT) and anaphylaxis. [n the last
three years, we recorded 92 cases of TRAH and 44 cases of possible TRALL

"We found leukocyte antibodies in around 40% of donors implicated in

TRALL. We continued the Screening of plasma protein antibody and
deficiendies in patients showing non-hemolytic transfusion reactions and
fourd theee moye cades of haptoplobin deficiency in 2006. The anmber of
reported cases of transfusion-transmitfed infections (TT8) gradually
decreased yearly: 293 in 2004, 265 in 2005, and 19¢ in 2006, although
the numbers of cases confirmed by ID-NAT of repository samples from
implicated donots are much lower than these. New strategies to reduce the
risk of TT1 have been lmplement:d since 2004, that ks, the reduction of HBV/
HCV/HIV NAT pool size from 50 to 20 and the implementation of the
regulation regarding donor identification, at the reception. Transfusinn-

. transmitted HEV (TT-HEV) infection Is our most recent concern: Recently,

largest istand north of Japar. The ca

we have recorded four cases of TT-HEV infection in Hokkaido, which &s the
of the presence of HEV in'donors is
probably the local practice of eating rare pork innards in the Hokkaido area,

We now Implement investigative HEV NAT in the. Hokkalde reglon.

" Bacterial contamination Is another concern. It 2006, we encountered three

" fatal cases were associated with red blood 'cell concentrate contaminated | .

cases of bacterial contamination. One fatal case was associated with a
platelet concentrate contaminated with Stapkﬂomw aureus. Two non-

with Yersinia cuterocolitica.. In Japan, ‘the storage period.of platelet
concentrate is-only 72 houss without the need for bacterial examination,
We:started to implemént universal feukoreduction .and diversion, of Imtial
hlnnd flow for all blood products from early 2007, The third concem'is.
vCID. lhcﬁztvCIDmsemdiagnased mJapa.u i 2005 The Ministry of

health, Labour and welfare decided to exclude donors who have traveledts |

- Europe durlng a-certaln period to prevent vCID infection via transfission.

Our haemovigilance system Is based on vnlunta:ympam from hospltals. " | -
“Mubual cooperation between hospitals and hlaod centers is mentlal for,- :

. improving the haemowgﬂance system.

bthod to map the ahsorbed dose periodically and. i device’

es (SOPsl are set up to ensure that patients atfisk of T-AG-JID-

3B-Sl3-
THE BENEFITS OF THE JAPANESE EAEMOVIG[LANCE
SYSTEM FOR BETTER PAT[ENT CARE =~

© OkazakiH -

i

Japanese Red Cross Society, Tokye, Japaa

{50%), and 200 mL of whole blood-(30%) and apheresis donations {20%).:

- We issued 3.3 million bags of red cell _contentrate, 8.7 million bags of
apheresis platelet concentrate, apd 1.3’ riilfion’ bags of fresh frozen plasma-

in 2006, Fourteen Years has past since thie’ JRC lmplement:d the haemo-
wgllance system nationwide. The nu.mbu' of mported cases Is around 2000,

. phylactic non-hemo
.. 'of the haptoglobin gene (By

| Alms: To Investigate the disy
I i Southesst Asian coun
’ TheJapaneseRedes(JRC} hloodsaviccheadquarte:sixthe epeand only' :
- blood service institution in Japan, Thire are 69 blood centers and 116 blood -
denation rooms collet:uug almost, 60% of all blood, Mohih: units, on the |
- cther hand, collect 40% -of all blood; There weré about five ‘million-
donations in 2006, which consisted 6f 400 mL of whole blood donations -
followed by”Western blotting. 3). The pmsence of the

B-S13-4
DIFECTION OF HPDEL AMDNG 'I'HAIS DELEI'ED AI.LELE
OF BQPTOGLOBIN GENE THAT CAUSES' CONGENI'I‘AI.
PTOGLOBIN DEFICIENCY

Shimada P, Odagiri M, Chaiwang K, Watanabe Y, AnazawyAf', Mazda .

" T, Gkazaki I}, Juji T', 0'Charoen R?, Tadokoro X!

'The Japanese Red Cross, Tokyo, Japau *Thai Rad Cross clcfy. Bangkok,
Thailaud

Background: Congenita haptoglnbm deficiency is rlst facto: for ana-
b\ transfusion reactions igAapan The defeted allele .
Mipdel, in‘whichi {Here is a deletion larger than
20 kilobases in Hp and. thegndemly arrapfied haptoglobin-felated gene.
{Hpr), were [dentified from th apanes : :menu with congenital hapto-
globin deficiency who experienced anjpthylactic transfusion reactions, The
Hpdel allele has also been observed¥h other Northeast Asian populations,
such as Koreans and Chinese. The pdmddist ibution-in another part of Asld, ]
specifically Southeast Asian’ oy tries, is¥ ou@t to be worth lnvcsugatmg.
bution of cokgenital haptoglohm (‘lcﬁcu:ncy
ies we analyzed ptoglobm -among the Thal
population... '
Methods: Blood safp escolled:dfmmlﬂﬁmndo
volunteers were ang cdforsuumhaptoglobin nd
1) Plasina haptoglobin conceniration was: masured to N
deficiency. 2} ffap ogiobmphcnotypmgwas performed b

selected healthy Thai
he:| haptoglghl!_l gene,
haptnglobinA
g SDS-PAGE

) el allefe wis
determin ::siuggenamchHAhyaandd-speaﬁcPGm tAgd '

" Resulje? There were no haptoglobin:deficient subjects detected Agong the

0/ hai: Thurhaptuglubmphenotypeswmasfollows le-l O, Hp
lnSIandez-z in 109. Six Indmduals heterozygous for Hpdel\ere

- @ 2007 Thc Auﬂmrs
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