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DATE: August 4, 2015
TO: Note to File
FROM: Lexi Adams, CIBMTR Protocol Coordinator

SUBJECT: Non-Substantive changes to 10-CBA protocol v7.0

STUDY A multicenter access and distribution protocol for unlicensed
TITLE: cryopreserved cord blood units (CBUS) for transplantation in pediatric
and adult patients with hematologic malignancies and other indications

The National Marrow Donor Program (NMDP) Institutional Review Board (IRB) has
reviewed and approved the 10-CBA study for continuation. The NMDP IRB Notice of
Action has an approval period of 3/15/14 through 3/14/15 with the protocol amendment
approved as of May 15, 2014.

Revisions were made to the study protocol, investigator brochure and consent form. The
current version of the approved protocol is v7.0. The current version of the Investigator
Brochure is v5. The current versions of these forms are as follows: adult consent v4.0;
minor information sheet v1.3.

While changes were made to the protocol, Investigator Brochure, and consent form,
these are considered non-substantive, and therefore do not require that each site
Principal Investigator complete a Protocol Amendment Review form for protocol v7.0
and Investigator Brochure v5.

Per CIBMTR SOP S00422, a substantive change is defined as: a change that is
substantive in nature that has an impact on the overall clinical trial. Some examples may
include; a change to the risks, research procedures, dosages, inclusion/exclusion
criteria, and sample size. Changes that are minor in nature (e.g. formatting, staff
changes, rewording for additional clarification) would not be considered a significant
change.
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