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W CIBMTR

CENTER FOR INTERNATIONAL BLOOD
& MARROW TRANSPLANT RESEARCH

Memo

To: Site Pl and Coordinators

From: Shannon Clark, Clinical Project Manager

Date: August 24", 2023

Re: Consent Process Documentation in the Subject Medical Record

10-CBA: A multicenter access and distribution protocol for unlicensed cryopreserved

cord blood units (CBUSs) for transplantation in pediatric and adult patients with
hematologic malignancies and other indications

During recent clinical monitoring visits, 5 Correction Action Plans have been
implemented at sites for lack of documentation of the consent process in the subject
medical record, at a rate of nearly 30% of visits conducted.

For subjects consented on the 10-CBA study, please ensure that the study specific
consent process is documented and available to monitors for review in the subject
medical record. All sites are expected to review previous subjects consented and
ensure that the consent process is documented as part of the subject medical record.

Based on ICG GCP E6 (R2) Section 4.8 and FDA 21 CFR 50.27, documentation of the
informed consent process is separate from the informed consent form (ICF) and should
include at a minimum:

e Clear documentation of the study the subject is being consented to
Who obtained consent and who was present for the consent discussion
What was discussed (i.e. risks/benefits, etc.)
When the consent discussion occurred and/or when consent was obtained
Subject/LAR provided with ample time to ask questions and all
guestions/concerns were answered
e Subject/LAR provided with a copy of the consent

If a previous subject is reviewed and found to not have appropriate documentation of
the consent process in the subject medical record, please contact the 10-CBA study
team at 10-CBA@NMDP.org for further instructions.

Please file a copy of this letter as your site’s essential correspondence.
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We appreciate your collaboration and continued support of this study. Please feel free

to contact the study team with any questions or concerns regarding the study or this
communication.

CC: Dr. John Miller, 10-CBA inbox




