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Memo
Date: October 3, 2018
To: Alisha Mussetter, CIBMTR Protocol Coordinator
From: John P Miller, MD, PhD, 10-CBA Principal Investigator
Subject: 10-CBA and IND16909 (CHEERS Protocol)

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

Children’s National Medical Center (CCN10191) notified CIBMTR of an ancillary IND (IND 16909) that uses the
20% fraction of a cord blood unit to make viral specific T-cells for treatment and/or prevention of infection after
transplant. This site identified this as the CHEERS protocol. The site requested assistance in the ordering
process of cord blood units for this purpose, as in most scenarios, they will not know whether the unit fraction
will be manipulated until after the unit is received at the site.

Drs. Steve Devine and John Miller, Roberta King, and Alisha Mussetter met with the Catherine Bollard from
CCN10191 on 10-3-2018 to discuss possible solutions and the plan below was decided on:
- If the site decides to use the unit for the CHEERS protocol:

1. Since 80% of the unit was used for transplant, complete the Transplant form in iMedidata Rave
as usual, listing the date of infusion, the unit ID and the IND as NMDP 7555

2. Add a Study Exit form: The subject will be Study Exited from 10-CBA in iMedidata Rave using
the reason code ‘Other’ and specifying ‘Unit used for CHEERS protocol IND 16909’

3. The 10-CBA Protocol Coordinator will be sent an email by Children’s National’s transplant
coordinator or study coordinator notifying CIBMTR of the change in IND and which subject is
affected.

4. The FDA annual report for IND 16909 showing units used will be provided to the 10-CBA
Protocol Coordinator to confirm all subjects were exited appropriately and to assist with
CIBMTR’s annual reporting reconciliation (no duplication of units).

- Note: there is no need to notify NMDP Case Management of the potential use of IND 16909 at the time
of unit ordering

- The units identified as utilizing IND 16909 will be excluded from the FDA annual report, as it will be the
responsibility of CCN10191 to report on these units
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