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From:

Sent: Monday, July 17, 2017 9:00 AM
To: B @ donor.org’

Subject: Confirmation of OPTN Submission

ear -

The United Network for Organ Sharing (UNOS) operates the Organ Procurement and Transplantation Network (OPTN)
under contract with the Health Resources and Services Administration (HRSA) of the U.S. Department of Health and
Human Services. Under that contract, UNOS staff review reported or identified patient safety and/or public health
related concerns associated with organ donation and transplantation occurring within the OPTN.

UNOS’ Member Quality Department received your correspondence through the UNet*" Patient Safety Portal concerning
a deceased kidney recipient. Specifically, you have raised concerns that the kidney recipient died 6 days post-transplant,
and that both kidney recipients had a similar post-transplant course of illness. At this time, investigation into possible
disease transmission, contamination, or other causes of the death are pending.

The Member Quality Department staff screen all reports to determine whether the matter suggests a time-sensitive and
serious threat to patient safety or public health. if the matter is assessed as both time-sensitive and serious, this
department acts quickly to alert OPTN leadership and to work with OPTN member(s) to alleviate the threat. Member
Quality staff also screen all reports to determine if there is a possible violation of OPTN/UNOS bylaws, policies, and
federal laws (OPTN obligations) associated with the matter. Reports that involve a possible violation of OPTN/UNOS
bylaws or policies are referred to the Membership and Professional Standards Committee (MPSC), and in some cases to
the OPTN Board of Directors for further review.

The OPTN/UNOS bylaws and policies guide the sequence of allocation and wait listing practices of OPTN members in an
effort to assure a balance of fair and equitable organ allocation for transplant. The bylaws and policies also guide safe
and effective practice connected to organ transplantation and living donor care. UNOS is responsible for monitoring
compliance by OPTN members with OPTN obligations, as well as for processing reports of transplant-related patient
safety and living donor safety.

Please be aware that this correspondence and all documents and information requested by UNOS staff, on behalf of the
MPSC, are pratected by applicable peer review statutes. For this reason, all associated reports, inquiries, deliberations,
findings, recommendations, and actions must be kept confidential. This means we will not be able to provide you with
the findings of our investigation.

If you have any questions or need any additional information about the review process, please feel free to contact me at

o B B O c- 2cain, thank you for bringing this matter to our attention. The transplant

community relies on referrals such as yours to improve the OPTN system.

Sincerely,

Safely Analyst

P %W‘? P OUNITED NETWORK

“’% EOR QORGAN SHARING

B D S Bove

s

Working locether. Saving fives

Senate Finance Committee - Confidential UNOS_1_000042015



SFC OPTN Hearing
Exhibit E.44

CONFIDENTIAL MEDICAL PEER REVIEW CONTENT/CONFIDENTIALITY STATEMENT
This electronic message transmission may include information that is confidential. If you are not the intended recipient, be aware that

disclosure, copying, distribution or use of all or any portion of the content of this information is prohibited, except by authority of the
sender. If you received this transmission in error, please notify us as soon as possible by e-mail and delete the original message.
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