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Memo
Date: March 23, 2016
To: 10-CBA Study Coordinators and Data Managers
From: Lexi Adams, CIBMTR Protocol Coordinator
Subject: New Transplant form in Medidata Rave

Study Title:  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

As you know, the 10-CBA study-specific forms are now located in the Medidata Rave EDC system. These include the
forms necessary to effectively enroll a patient (Demographics form and Inclusion/Exclusion Screening form), a new
Transplant form to confirm critical data points associated with transplant, and the Study Exit form.

The intent of this memo is to call attention to the importance of the new Transplant form. This form captures and confirms
critical transplant data points used in our data analysis processes for annual FDA reporting purposes and will also be
used for future publications. In completing this form, you will confirm the subject's CRID; date of transplant; and CBU ID,
IND sponsor name, and IND sponsor number for each CBU ID used for the transplant. The collection of accurate data for
these data points is vital to our capability to report valid study data.

In Medidata Rave there is currently a Transplant form showing as due for each subject, regardless of whether the subject
was enrolled in FN2 Clinical Trials (i.e. before the Transplant form existed) or if they were enrolled in Medidata Rave.

The plan for completing the Transplant form is dependent upon the system in which the subject was enrolled:

e FN2 Clinical Trials: for subjects who were enrolled in FN2 Clinical Trials, | will provide a listing of subjects and
the values for these data points that we have gathered from our other data systems. Each site will review these
data points for their subjects and provide confirmation or corrected data to me. The CIBMTR will then perform a
data upload of the confirmed (or corrected) data into the Transplant form for each subject that was enrolled in
FN2 Clinical Trials, effectively completing the form on the behalf of sites.

e Medidata Rave: for subjects who have been (or are in the future) enrolled in Medidata Rave, you will see the
Transplant form due for completion in each subject’s record. Please complete the form within 1 week of the
transplant date. Please see the attached Transplant form instructions document for your reference when
completing the form.

As always, please do not hesitate to contact me with any questions or concerns regarding the content of this memo, or
any questions related to the 10-CBA study.

Best regards,

Lexi Adamé, CCRP

Senior Clinical Research Specialist

CIBMTR® | Minneapolis Campus

P:612.884.8735| F: 612.617.8306| aadams@nmdp.org
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