BE §§ THE MATCH’

July 16, 2013

Dear Investigator:

An adverse event was reported on June 7, 2013 for a recipient enrolled in the
NMDP protocol: “A multicenter access and distribution protocol for unlicensed,
cryopreserved cord blood units for transplantation in pediatric and adult
patients with hematologic malignancies and other indications {10-CBA)”. The
event involved a double cord biood unit infusion that took place on June 5,
2013. A letter was sent to the Food & Drug Administration dated July 16, 2013
including a description of the event. I have enclosed a copy of the letter.

While the event was not unexpected, it was reported to FDA in an expedited
manner due to the seriousness of the event. Please notify your local IRB if

reguired by your institution's policy on reporting adverse events. The NMDP
IRB has been informed.

If additional information Is received, you will be informed. I can be reached at
(651) 884-8534 or jmillers@nmdp.org if you have questions.

Sincerely,

John P. Miller, M.D., Ph.D.
Vice President & Senior Medical Director
Donor and Cord Blood Medical Services, Quality and Regulatory Affairs

Enclosure

3001 Broadway St. N.E., Suite 100, Minneapolis, MN 55413-1753 | 1 (800) 526-7809 | (612) 6275800 | BeTheMatch.org

Entrusted to operate the C.W. Bill Young Cell Transplantation Program, including Be The Match Registry® 436; JUN 2012




