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v Adult recipients (age 16 or older?)
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v2EHU EDEERE
v in vivodh B Mdex vivo THIRER E DO FE B

HEH AR
CIBMTR International Studies Working Committee
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WGL D FBFZ DA REIEERRES (2012/27) 1 = 0

v JSHCT donor/source WG CRRERBFZE D &F 7T (2012/11)

v ISWC(:kStukdy’ bfoposalaj ﬂ3§§(2012/11)
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Special Report

fetion advance o mexh%mm& o0 i ms%“m an

Allogeneic hematopieti tem el donation: standardized assessment of donor
outcome data—A WBMT consensus document

TPt S M van Walrasen®, N Worel, M Bengisson, H Haghund?, & Niolosode Faser!, BE Shav’, A
S, Fechter, A Mg, J aer' M D o™, D Weisdorf ™ MM Horossz™, e,
D Niederviser®®, & Gratwoll, Y Kodera”and D Cofer™®

The namber of allogeneic hematopoictic SCTs performed globally each year continues to increase,
paralleled by an increased demand for donors of therapeutic cells, Danor characteristics and eollection
procedures have undergone major changes during recent decades, and further changes are foreseen,
Tnformation on short: and longsterm donor cuteomes is of crucial importance to ensure mavimal
donor safety and availability. Current data, predominantly from unrelated donors, gi\'c retiable
information on the frequent early events associated with donation—~most of them of mild-to-moderate
intensity, Information on the type and relative risk of serious adverse reactions is more limited,
Moreover, only few data exist on Jorig-term donor outcome. On the bagis of this need,
recommendations for a minimun data set for prospestive donor follow-up were developed ina
sorkshop with the participation of an international group of investigators actively involved in
allogeneic stem ccll donation under the auspices of and approved by the Worldwide Network for Blood
and Marrow Transplantation, Establishment of a standardized giobal follow-up for both, related and
unrelated, donors will enable monitoring of the short: and Iﬁng -term safety profiles of hematopoietic
cell donation and form a solid basis for future donor slection and wunsekng,

Keywords: danor outcome; global donor follow-up; serious adverse reactions; minimal data set; WBMT

Table 1. Differences between related and unrelated donor characteristics

Unrelated donc elated donors

Limited to adult donors:: Unlimited

18-60 years . - 0->70years
Variable, but limited by registries
PBSC: 1-2 o
BV 102 Unlimited, excapt for center-

Maximat: 1-4 donations, median 2 specific guidefines

donations®® .

Usually 10-12 pg/kg/d, doses up toj

Usually 10-12 pg/kg/d 20 pg/kg/d possible

Often limited depending on

© Lonor's body weight/blood volume Unfimited

R for BM collection)

" [Number of donations variable from,
one to multipte (no limit)**
Used very y, usually
not recommended before first
experiences have been collected in
related donors
| "Healthy donor’,2* most often very
similar to the efigibility criteria for

‘Unlimited, except for center-
specific guideli

Used conservatively but may be
used more liberally than in
unrelated donors

Multiple co-morbidities might be
© accepted

Table 2. Minimal data set to be reported after the end of the donation procedure

Time'interval covered: start of donation procedure unitil day 30 after: completion of the procedure

Time of report: between day 30 and day 100 after the donation procedure.

Donor data

Bonor 1D2

Age ot donation

Sex

Relationship to the recipient:

Twin >

Sibling.

* " Other family member

. Unrelated donor.

Collection data

Start date of the procedure

Was the product collection cnmgle(ed

Yes/no

Number of collections/subsequent donations

Were hematopoietic growth factors used (for example, G-CSF)?2

blood donors Yes/no
) Emotional relationship with the Were cell binding inhibitors used (for example, plerixafor)?h
Altruistic/volunteer ';‘i:f:"‘bz‘(‘:‘::1':'"’:’;"5;2'"‘::': Yes/no
T, Y Was EPO used??
Fecause of familial obligation afonef
Might be the same team as for the Yes/no
Yes | patient's Were other drugs used for mobilization?
iUl QGO FEqsy: Yes/no [withous further specification)

Table 3. Minimal data set to be: reported for Iong-term

Both (BM and PBSC)

Product fallawiain
BM (including collection of MSC) Time interval covered: up to 10 years after completion:of the last donation procedure
PBSC Time of report: minimal reporting after lyear, 5 years'and-10 years but annual or

ded

biannual reporting is r

Unstimulated leukapheresis (for example, DLI)
Others

Donor survival status

Date of last follow-up or death

Complications in temporal association with the donation procedure
Report only serious adverse reactions (SAE/R) with Internatianal Classification
of Disease’s (ICD)10 coding (a list with a'selection of. the anumpated most frequent
events is available in Supplementary Information) 8
Report every SAE/R occurring within the interval between start of the donatwon g
procedure and day 30 after end of the donation procedure

3There is no global unique donor identifier yet. Each center/registry
defines the unique donor ID by its own identifier (in the future, the ongoing
WBMT activity towards a unique transplant center.and patient identifier
may also include a unique donor identifier). .. -

 Mobilizing agents may be used before either PBSC or BM collection and
should be reported in any circumstances. Neither generic names nor
information on dosage will be collected in this data set.

Donor alive?

Yes/no

If no, cause of death: ICD code

Malignancy

Hematologic mahgnancy?

Yes/no/unknown

If yes, certainty of the d:agnosls conflrmed/unconﬂrmed by medical data -

ICD code

Non-hematologic-malignancy?
Yes/no/unknown® -

If yes: certainty of the diagnosis: conﬁrmed/unconf‘rmed by medical data

ICD code
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