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The Operations and Safety Committee (OSC) met on April 7, 2011, and considered the following items:

1. Patient Safety Planning Development Subcommittee -

o Patient Safety System Presentation — The committee reviewed how safety event information

is collected within the OPTN and how this information could be integrated into a centralized
database that would allow real-time review of patient safety trends and patterns within the
community.

Getting Patient Safety Information Back to the Community — Members of the Patient Safety
Planning Development Subcommittee (PSPD) reviewed with the committee tools that are
being developed to provide members with continuous access to data related to reported safety
events with solutions that could prevent future occurrences.

Modifications to Improving Patient Safety Electronic Reporting System — A proposal of
recommended changes to the Improving Patient Safety electronic reporting system in UNet*"
was presented to the committee to collect essential data needed for analysis of safety related
events.

2. Patient Safety Reports Trends and Patterns —

Trends and patterns data in safety events reported to the Improving Patient Safety electronic
reporting system in UNet™, during the timeframe of September 1, 2009 — August 31, 2010,
was reviewed by the committee. This data did not include disease transmission events or
living donor adverse events reported to the OPTN.

Organ transportation failures and near misses — The committee reviewed data provided by the
UNOS Organ Center (OC) that described incidences of organ transportation failures and near
misses of all kidney allocations placed through the OC during the timeframe of February
2010 — January 2011.

3. Vessel Recovery, Storage, and Transplant Public Comment Review — The Committee considered
public comment feedback to the committee’s proposed changes to policies 5.10.1 and 5.10.2
outlining the restriction on storage of Hepatitis C antibody positive and Hepatitis B surface
antigen positive extra vessels. The proposal was amended based on OPTN committees, regions,
and individual feedback received. The committee voted to send the amended version of the
proposal to the Board for approval in June 2011 (18 For, 0 Against, 0 Abstentions).

4.

Transplantation of Non-Resident Aliens — The Committee was asked by the Ad Hoc International

Relations Committee (IRC) to review policy 6.0 and provide feedback on the content and process
of auditing transplant programs that perform more than 5% of their transplants on foreign
nationals. The Committee discussed the currency of the policy, how it is monitored for



compliance, and elements that may be necessary for consideration when rewriting the policy and
provided pertinent feedback to IRC based on the discussion.

ABO Subtyping Policy Proposal — The Committee reviewed updated data on ABO subtype
compatible transplants that have occurred during the years of 2004 — 2010 and discussed
recommendations made by the ABO Subtyping Work Group to require confirmatory subtype
testing of all blood type A and AB donors. A member of the work group shared with the
committee a guidance document that it being developed to assist members with understanding
ABO subtyping practices and terminology. The committee agreed that the guidance document
was well written and would be beneficial as a resource for the community. The committee voted
to send the document to the Board for approval in June 2011 (15 For, 0 Against, 1 Abstentions).

ABO Verification Documentation — The Committee discussed a proposal to standardize ABO
verification and documentation when performed at the time of recovery and implantation.

Effective Screening Project — The Committee reviewed data provided by the Effective Screening
Work Group (ESWG) related to a webinar that took place in September 2010, letters with data
provided to kidney programs that were outliers in the data, and results of surveys provided after
the webinar and letters were provided for the members review.

Public Comment Review — The Committee considered the following proposal that were released

for public comment March 2011:

e Proposal to Improve Reporting of Living Donor Status (Living Donor Committee). The OSC
voted: 15 For, 1 Against, 1 Abstentions.

e Proposal to Improve the Packaging, Labeling and Shipping of Living Donor Organs, Vessels
and Tissue Typing Materials (Living Donor Committee). The OSC voted: 17 For, 0 Against,
0 Abstentions.

e Proposal to Standardize Label Requirements for Vessel Storage and Vessel Transport (Organ
Procurement Organization (OPO) Committee). The OSC voted: 0 For, 17 Against, 0
Abstentions.

Next 2011 Meeting Date — The full Committee will meet again on September 15, 2011 at O’Hare
Hilton Hotel, Chicago, Illinois.
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