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May 31, 2013

John Miller, M.D,

Viee President, Donor Medical Services
Naticnal Marrow Donor Program

3001 Broadway St NI, Suite 100
Minneapolis, MN 55413

Dear Dr. Miller:

During the time period October 1, 2012 through March 31, 2013, five serious and expected adverse
events were reported to the Donor and Patient Safety Monitoring (DPSM) Advisory Group for patients
enrolled on the protocol A multicenter access and distribution protocol for unficensed cryopreserved cord
blood units {CBUs) for transpluntation in pediatric and adult patients with hematologic maliynancies und
other indications (10-CBA}. One of the five events involved a recipient death attributed to the product
infusion. A network notification was sent to site principal Investigators and key network staff Involved in
cord blood transplantation. The evenis were reviewed at the November 25, 2012, January 10, 2013,
and May 2, 2013 meetings. DPSM members agreed that the evenis were serious and expected and did
not require any changes to the protocol or consent form.

Sincerely,
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Susan Rossmann, M.D.
Chair, NMDP DPSIV Advisory Group
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