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e Describe the long-term incidence of non-hematologic malignant disorders in donors
who received and in those who did not receive filgrastim.

e Describe the long-term incidence of thrombotic events in donors who received and in
those who did not receive filgrastim.

e Describe the long-term incidence of autoimmune diseases in donors who received
and in those who did not receive filgrastim.

e Assess the drop-out rate (lost to follow-up, withdrawal of consent) of long-term donor
follow-up over time.

Study Design

This was an observational study of unstimulated BM and filgrastim-mobilized PBSC
donors. The primary goal was to evaluate the hypothesis that the incidence of targeted
malignant, thrombotic, and autoimmune disorders after unrelated hematopoietic stem
cell donation are similar between unstimulated BM and filgrastim-mobilized PBSC
donors. Donors underwent biennial surveys over approximately 10 years until study
completion. Cases of targeted disorders were reviewed by the medical monitors to
confirm the veracity of the report.

The study population was comprised of unrelated donors from the United States whose
unstimulated BM or filgrastim-mobilized PBSC donation was facilitated by the National
Marrow Donor Program (NMDP) between 01 July 1999 and approximately 5 years post
study activation (this also included those donors who receive at least one injection of
filgrastim during this timeframe but do not actually proceed to collection). It was
anticipated that the study would enroll up to 10000 unstimulated BM donors and
20000 filgrastim-mobilized PBSC donors.

Setting

The first follow-up assessment for donors who donated prior to this study occurred either
in the first or second year of the study near the anniversary date of their donation and
biennially thereafter for approximately 10 years post study activation. Donors who
donated after the study was implemented underwent their first assessment near the first
anniversary of their donation and biennially thereafter until approximately 10 years.

All donor follow-up assessments were administered by trained staff members of the
Center for International Blood and Marrow Transplant Research (CIBMTR) Survey
Research Group (SRG) and Donor Center staff using a standardized telephone interview
script Language Line services were utilized for non-English speaking donors who were
eligible for the study. Donors were asked if they have developed any of the targeted
malignant, thrombotic, or autoimmune disorders since the last follow-up assessment.

Subjects and Study Size, Including Dropouts

A total of 32634 donors were contacted and of those, 21833 were enrolled in the study.
Of the subjects enrolled, 21794 were eligible for analysis. Subsequently, subjects with
missing or incomplete data were removed leaving 21653 donors who were included in
the final analyses.

Variables and Data Sources

Baseline patient demographics and clinical characteristics (i.e. age, sex, time to follow-
up, etc.) were described. Age and year of first G-CSF exposure was defined. Time to
myeloid follow-ups and myeloid outcomes were described. The full description of
variables is provided in Section 9.4.
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Names and Affiliations of Principal Investigators

National Marrow Donor Program/BeTheMatch
500 N 5th St, Minneapolis, MN 55401
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