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Necessity

¢ Vigilance and surveillance are essential
for every transplant medicine (WHO)

¢ Donor’s safety 1s one of the major
subjects 1n this 1ssue.

¢ It 1s considered HSC donor’s safety 1s
ordinary without any SAE.

¢ Because of this consensus, occurrence of
SAE may give significantly negative
1mpact to HSCT.



Necessity

¢ Vigilance and surveillance to volunteer

donors 1s systemically implemented by
WMDA as well as every BM bank.

¢ On the other hand, this 1ssue at non-
bank donors (mostly family donors) has
not been shed lights.

¢ The survey through literatures showed
certain SAEs have occurred among non-
bank donors to which vigilance and
surveillance was insufficient.



Importance of pre-registration
-Especially from the view of donor safetv-

As of 2010
System Pre-registration Fatal event
within 30 days
Unrelated
BM Japan Yes 0
World Yes 0
PB Japan - -
World Yes 0
Family
BM Japan No 1
World No Several
PB Japan Yes 0

World No 11



Preregistration and five-vear follow-up svstem for
bone marrow and perinpheral blood stem cell
family donors

Donor & JSHCT Multiple
Harvest team Registration Center Companies
Pre-registration —

«— UDN & Donor’s booklet
Mandatory report of — «— Financial
acute adverse events contribution

«— Donor casualty insurance

<— Annual letter for 5 yeas

«— Data of acute and late —
effects of BM & PBSCH



Result
Summaryv of registration

¢+ Total: 6,735 cases
BM: 2,580 cases
PB: 4,155 cases

¢ Team numbers participated: 242
teams

¢ From 1,4,2005-31,12,2012



Status of BM & PB Donor Registration

2005 2006
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Status of BM & PB Donor Registration
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Alyruop

Status of annual guestionnaires

Response rate: BM: 497/1035=48%, PB: 651/1307=50%
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Cost

¢ 15,000,000 JPY (150,000 $) / 1,000
family donors / year

¢ Two persons participate.

¢ HP 1s shared with JSHCT (JDCHCT).



HSC Donor’s Booklet

The st Edition
(2010.04.26)

JSHCT
JMDP
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Discussion-1

¢ The system of preregistration for
hematopoietic stem cell family
donors has worked under the
collaboration of the participating
institutes. The frequency and the
severity of adverse events were, so
far, not significantly different
between PB and BM donors.



Discussion-2

¢ The fact that no life-threatening
acute adverse events have been
observed may suggest that pre-
registration of donors may have the
effect to prevent such events.
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