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(Blood components) (bag) 

Platelet concentrates  727,972

Fresh frozen plasma  931,009

Red cell concentrates  3,219,476
Red cell concentrates (washed, frozen‐thawed or 
blood for exchange transfusion)  24,460

Fresh frozen plasma*  ‐1

Whole blood  733

Total  4,903,649

(Plasma derivatives)  (Vial) 

Human serum albumin  494,844,

Anti‐HBs human immunoglobulin 1,044

Human blood coagulation factor VIII concentrate  100,226

pH4‐treated acidic human immunoglobulin  65,605

Total  661,719

*Returned in-date product due to un-leukoreduced component which was prepared prior to the 
introduction of leukoreduction procedure.

Figure 6.  Changes in reported adverse reactions and infections

II. Summary of 2008 activity

 Voluntary reports of adverse reactions and infections
A total of 1,727 possible cases of adverse reactions and infec-

tious diseases related to transfusion were reported from medical 
institutions (which is 95.20% compared to the previous year, 1,814 
cases in 2007). 1,544 cases were classifi ed into non-hemolytic ad-
verse reactions, 149 suspected transfusion-transmitted infections, 
22 hemolytic adverse reactions, 5 suspected transfusion associat-
ed-graft versus host disease (TA-GVHD; no case was confi rmed 
by microsatellite DNA analysis), and 7 adverse reactions caused 
by plasma derivatives (JRC products). Some cases were grouped 
into several categories.

A detail breakdown of 149 reported cases of suspected infec-
tion by pathogen was HBV in 61, HCV in 38, bacteria in 46, HEV 
in 2, HIV in 1, CMV in 1. Of these cases, the viral genome was 
detected in the repository samples of the implicated donor in four 
HBV cases and the bacterial culture of the relevant bags turned 
out to be positive in two bacteria cases, suggesting that those cases 
were likely caused by transfusion.

In this annual report, a new section of literature and academic 
conference information was added. Six reports on overseas cases 
were listed in this section, and comprised fi ve transfusion-trans-
mitted infections and one TRALI (adverse reaction of human im-
munoglobulin product for IV injection).

 Reports on measures in foreign countries and reports on
studies

Three reports on the measures in foreign countries related to 
the introduction of pathogen reduction technology in the US, the 
examination of NAT for parvovirus B19, and the impact of human 
immunoglobulin product for IV injection containing maltose on 
blood sugar measurement; and 1 report on studies were submitted 
to the PMDA. 

 Periodic infection reports for biologic products
A total of 37,335 pieces of literature were reviewed by ex-

perts, and 83 of them were reported to the PMDA. In 2008, some 
tick-borne infections were identifi ed, and the case report of fatal  
babesiosis and the spread of rickettsia etc. were submitted to the 
PMDA.

 Post-donation information
A total of 2,709 pieces of post-donation information were re-

ported by blood centers nationwide, and included 13 reports on 
self-reported AIDS information, 47 reports on donors’ health con-
dition, 2,368 reports on post-donation information on ineligible 
donors at the interview, and 281 reports on other safety informa-
tion. Especially, 1,812 of the reports on post-donation information 
on ineligible donors at the interview, which is approximately 76% 
of the total, were due to travel to Europe (a stay of at least 1 day 
in the UK, etc.). Measures taken were as follows: 29 blood com-
ponents were withdrawn before they were transfused, 259 fresh 
frozen plasma were discarded from the inventory hold, and, con-
cerning 131 blood components that had already been transfused, 
information was provided to medical institutions. A total of 1,071 
bags of source plasma were removed before shipment to manufac-
turing sites or from the inventory hold and 3,384 had already been 
delivered to client manufacturers etc.

 Lookback studies
A total of 5,219 repeat donors had a positive conversion. NAT 

was performed in case of suspected virus and 103 samples were 
found to be HBV positive, of which 94 had already been trans-
fused and 5 were discarded. It was identifi ed through investigation 
at the medical institutions that 3 patients treated with the relevant 
product had an HBV-positive conversion, 30 showed no changes 
in viral marker tests, and 42 died from the primary disease, etc.

Table 1.   Annual supplies of blood and blood components 
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*  FFP contains few lymphocytes, and there 
have been no reports of TA-GVHD to date.
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