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Japan achieved 100% VNRBD for
transfusion in 10 years (1964-1973)
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Legal Basis of Blood Services in Japan

Blood Law
Law on Securing Stable Supply of Safe Blood Products
requires
— Self sufficiency and stable supply
— Appropriate use
Revised Pharmaceutical & Medical Devices Act(PMD Act)
Act on Securing Quality, Efficiency and Safety of
Pharmaceuticals, Medial Devices, Regenerative and Cellular
Therapy Products, Gene Therapy Products, and Cosmetics
requires
— Safety as biological products & prescription drugs
— Post-marketing procedures
— Pharmacovigilance - Haemovigilance for blood products




Blood Service and Regulation

National Government (Ministry of Health, Labour and Welfare)
Policy Making Authorization

I Assessment

A.pproyals Pharmaceuticals and Medical Devices Agency (PMDA)
Licensing ) . .

Regulation Review  Post-Marketing Safety Measure
Statutory

lSupervision I Application, ADR reports
Blood Establishment (Japanese Red Cross Society)
Regional Blood Centers Block Blood Centers Blood Service Headquarters
Blood . Manufacturing (testing, Market!ng Authorization
. Distribution . Holder in charge of

collection preparation)

manufacturing




Promoting Blood Donations
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Wide Area Management System since 2012
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Testing & Preparation at Block Blood Centers
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Blood Donation and Blood Products

Blood Donation

Whole blood ]
(200mL, 400mL)

Blood Products

Red Cells § %

Plasma pheresis

, Fresh Frozen
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Measures for Blood/Donor Safety

Donor identification by drivers license etc.

Medical interviews following questionnaire

Skin disinfection to prevent bacterial contamination

Diversion of initial 25mL blood for laboratory tests

Tests for transfusion-transmissible agents

Pre-storage leukoreduction to antigen & pathogen exposure

Irradiation to prevent post-transfusion GVHD

Inventory hold of plasma to get rid of possible pathogen

identified through following donations



Tests for Blood Quality

ABO typing

Rh(D) typing

RBC antibody screening
ALT (GPT)
Glycoalbumin

serologic test for syphilis
HBs antigen, HBs antibody,
HBc antibody

HCV antibody

HIV-1/2 antibody

HTLV-1 antibody

human parvovirus B19
antigen

Nucleic acid
amplification test (NAT)
HBV
HCV
HIV
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Statistics for 2016

Donation ISV Population of Japan
5,579,776 | Deterral | (135, A

Blood 4,841,601 ~ Male ' 3489,340 Tqt5| 126,933,000
donations (86.8%) Female 1,352,261 Male 61,766,000
Whole blood 5 4,9 g5g 200ML 168,758 Female 65,167,000
donations o 400mL 3,281,071
Apheresis Platelet 713,405
donations 1,391,772 Plasma 678,367

.. . HBV | HCV | HIV
Unqualified | Syphilis | HBsAg | HBcAb | HCVADb | HIVAD

4,480 1,392 15,443 1,059 2,966
HTLV-1 H.Parvo.B19 ALT Irregular Ab
54,809 3,404

91,861
(1.9%)

Preparation Whole Red blood

5,074,024 (bags) 3,303,004 841,332 929,633



Effects of the Safety Measures on TT-Hepatitis
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Donations by Age (million)
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Flow of Money In Blood Services

Citizens

Flow of Blood
Transfusion Flow of Money
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JRC Haemovigilance: Number of Reports
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Number of Established Cases of TRALI & TACO
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Priorities in Blood Services

Sustainable blood service responsive to
change in circumstances

. efficiency

. Stable donation

. “‘work-style” reforms
. Stable financial base

B~ W0 PN
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Brochures on Blood Services in Japan

_'l' Transfusion Information 1707-154

Infectious Cases that were Probablly Rellated to Transfused Blood Components (2016)

JRCS analyzed and evajuated suspected cases of transfusion-transmitted viral and other infections
reported voluntarlly by medical institutions to JRC blood centers as well as retrospective study (Lookback
study) cases based on post-donation information, In 2016, there were 1 case of HBV infection, 3 cases of
HEV infection, and 1 case of bacterial infection that were confirmed by detection of viral nucleic acid in a
repository sample of the invelved blood donation or bacteria in the relevant blood bags.

The yeadly number of cases reported to JRC blood centers as suspected transfusion—transmitted
infections, and the hreakdown and analysis of suspected cases in 2016 by pathogens,
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A tatal of 48 cases inchuding 18 HBY cases and 28 HCV cases wera reported to JRCS as suspected transfusion-transmitted
infections. Ore confirmed case of HBV was reported for the first time after ntrodection of individual rudleie acid amplification
test (NAT) Mo cases of HCW, on the other hand, were confirmed to be a transfusion=transmitted infection. For cases of
suspecied CMV infections. ¥ cases were reporied. Howewver, none of them were confirmed as a transfusion=transmities
infactian, They wera activaly collacted by the coaperation of madical institutions since previous year,

Summary of Case Reports
{Gases confirmed to be transfusion transmission for which pathogenic agents were
detected in the sample and/or the relevant blood bags from the concerned donors) (2016)

W Pogt-tonation irfoernation: A case revealed by Lockdback studbes based on postive corversion identitled at screening of donated
blood
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' Importance of preserving pre=transfusion recipient samples and infection tests ‘

Among the suspected cases of transfusior=brangmitted irlections reporied oy medical inslitvtions in 2016, the following cases wene
asspased by both medical institutions and JRCS 28 “ro cause of imputability o transfusion” hased on the results of tests on the recipent
Hlood and the donated bHlood: Three cases of HEW {17% of reported HBV cases) and four cases of HOW [14% of reported HEV cases.

(" Breakriown - B
“\iral gencme detecied in pre=transfusion recipient samples: Two HEV cases and ane HCV case.
#Viral genome 2nd serclogical test of post-iransfusion recipient samples tummed out negative: Ore HEW 2ase and fhree HCV cases. |

K pre- and post-transfusion recipiont samples are appropriately preserved according to the “Guidelines for lookback
shudies of blood praducts,” an additional examination may reveall the pre- and posi-transfusion status of infections

' Transfusion=transmitted bacterial infection cases ‘
Bafor intraductien of the diversion pauch and Attor miTeductien of the dhvesion pruch and
Beuoyie reduclisn procedunes [2000-20061 pra-itarage Busocyls reduclion [2007-2016)
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of cases |mplcated zacteria of cases Imolicated pactena
itazal case) iratal cases)
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Analysis of cases suspected as trapsfusion-lransmitied bacteral infection revesled no confirmed cases of bactesial infection from red
bllood cells since introduction of the diversion powch and pre-siorape leukncyte reduction procecures (2007, However, bacteral infections
from platdlets bave cocurred approximately 1 case @ year, and mosl of the cases were rebuted to day £ platedets including the day of
collection, Visuzal inspection regarding the presence af swirling, agaregzies, etc., shoul therefore be conducted just before iransfusaon, I
any aorormailies are found, please s1oo using the compenent and contact the medical representative of the JAG hl:O:I oenter.
I = transfugion-transmitted bacteria] infection ia suspected, please conduct blood culures of the recipient immediately ano gtore the
resdial blood companent bag approprisiely according to the “Guidelnes for lookback studies of blood oroducts.”
(Rataren e
' :uiﬂeini: fer |oskkack shudies of blaod praducts [March 2005 (parlis] revisian: July 2014} Blosd =d Blssd Praducy
Satety Buneau, Japan Ministry of Health, Labour and Welfare
vt wmwenninbwag o e o o bty el kenke trugo 1408 14_OZapdt

Divizien, Prarmazeulics] and Food

In case any of adverse reactions and/or infections related to transfusion of bloed components, please notily the medical
representatives of your lacal JRC blood center immediately. Pleass pravide the residual products, the recipient pre- and
post-transfusion samples, and any other related materials; it is helpful to investigate and/for identify the cause. For
storage of residual products and the recipient samples, refer to the "Guidelines for lookback studies of blaod products.”

ls‘ﬂl;?g;ly tormeation Division: Teshnical Deparmsest For blood products and transfusion information
i nformalion Division, Technical Depa enl i
Bleod Service Headquariers, '.Ianause Red Cross Solcielr Japanese Hed Cross Society

o2t Sriba-Kown, Minalo=ky, Takye 1050019, Jegan | HAEMOvigilance Information English website

= For more information. pleass contact the madical repress =
ol your focal JHE blood center, Japanese Red Cross Society Haemoviglance hifermation |m

http://www.jrc.or.jp/mr/english/index.html|
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Special thanks to DIr. Kazuma lkeda, Okayama Red Cross Blood
Center, who prepare this presentation.
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