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Introduction

The Membership and Professional Standards Committee (MPSC) met by conference call in open and
closed session via Citrix GoToTraining on September 29, 2020, to discuss the following agenda items:

1. Membership Requirements Revision Project
2. Performance Monitoring Enhancement Project
3. Other Significant Items

The following is a summary of the Committee’s discussions.
1. Membership Requirements Revision Project

Staff provided an update on the work that has been completed since the July Committee meeting. The
Membership Requirements Revision Project subcommittee met on August 31, and made
recommendations on Appendix D topics. During its meeting on October 2, the subcommittee will focus
on the last topic for Appendix D and work on questions from the July meeting regarding the transplant
program key personnel requirements.

Staff provided the August 31 subcommittee meeting summary and a revision table for Appendix D for
the members of the Committee to review.

The Committee discussed the following topics:

e Removal or retention of Appendix D Sections on Routine Referral Procedures & Donation after
Cardiac Death (DCD) Protocols:
In November 2019, the Committee initially supported removal of these two sections based on the
fact that the OPTN does not have legal authority over donor hospitals.

In spring 2020, the subcommittee suggested retaining these provisions and requested additional
feedback from the Committee. The subcommittee recommended retention of these two sections
based on a belief that transplant hospitals should serve as models for donor hospitals.

One Committee member strongly believed both protocols should remain in the requirements. The
requirements are model elements for donation programs in any hospital. The committee member
noted that his OPO had a very difficult time getting approval for DCD at one transplant hospital. He
opined that we must prevent issues at future hospitals by requiring that transplant hospitals have a
policy that allows DCD to be performed in their hospitals. If a hospital wants to do transplantation,
they should be leading the pack on the donation side. There are still a lot of donor hospitals that do
not allow DCD to occur.

Another Committee member stated that this is a good idea but the alternative view is that this
creates additional rules for transplant programs. He noted that he is not against it, but raised
concerns about continuing to expand what is required of transplant programs in terms of their



applications. Sends a dangerous message if transplant programs have to be very involved in the
donation process. The Chair agreed with the concerns regarding transplant program involvement in
donation process.

Another Committee member stated he believed that it is not necessary to mandate it through the
OPTN bylaws. He opined that it should not be the responsibility of the transplant program to ensure
that these protocols exist in the hospital.

Another Committee member clarified that the bylaws currently contain these requirements and the
Committee is being requested to decide on whether to remove the protocol requirements from the
bylaws.

Another Committee member stated that she agrees that the transplant department should not be
required to develop these protocols. However, the hospital needs to be “totally in” on donation.
Another Committee member agreed that the transplant programs should not be responsible but
transplant hospitals should be. The bylaw requirement helps leverage the development of these
protocols by the hospital. A Committee member stated that having the bylaw in place helped to
convince his hospital to put a protocol in place. The transplant program had minimal involvement.

The Committee completed two polls on whether to remove these two sections from the OPTN

bylaw requirements for transplant hospitals.

Table 1: Results on polls on whether to remove requirements that transplant hospitals have routine
donor referral policies and DCD protocols.

Should routine donor referral bylaw be Should requirement for DCD protocols be
removed from transplant hospital removed from transplant hospital
requirements? requirement bylaws?
Yes 30% 25%
No 62% 75%
Abstain 8% 0%

e Revisions to Medical Expert Support Requirement

The Committee reviewed feedback and recommendations from the subcommittee on the revisions to
the medical expert support requirement for transplant programs. The Final Rule requires evidence of
collaborative involvement with a list of experts in certain fields. The OPTN bylaws mirror the list of
experts contained in the Final rule. The Committee and the subcommittee found that the list is not
reflective of current practice and does not include a range of medical experts that transplant programs
need to collaborate with to provide care to transplant patients. However, when evaluating additions to
the list of experts, the subcommittee realized that there is no way to create an exhaustive list of all
disciplines. The subcommittee recommended that the Committee consider retaining the list as it
appears in the Final Rule and potentially adding language in the introduction that would recognize that a
program should collaborate with additional experts.

One Committee member stated that making revisions could be problematic because the list could
become extensive and we cannot completely remove the list because it is in the final rule.

Another Committee member stated the language “as appropriate” that is contained in the Final Rule is
confusing and suggested that if the language means “as appropriate” then a list with specific organs we
transplant should suffice. If the language “as appropriate” is situational based, then we need an
extensive list. “As appropriate” is ambiguous language. Does it mean the organ that is transplanted or



does it mean just in case, you need to have all the experts on standby? Another MPSC member noted
that individual programs are required to show that they have transplant experts and support, so this list
is more generic support.

Another Committee member stated that he believes there should be some major components of
subspecialties placed in the bylaws. It is important to look at complications in each organ we transplant.

Another Committee member stated that not all hospitals have every medical expert readily available, so
the wording is important.

Another Committee member supports retaining the list and adding language to the introduction that
references the need for other medical experts.

The Committee responded to a poll to determine how to move forward on this language.

Table 2: Results of poll on the medical expert support bylaw language.

Which option for medical expert support bylaw do you support?

Add medical expert support fields to list 18%
Revise intro language; retain list from Final Rule 41%
No revisions - mirror Final Rule 41%

e Addition of Definition For “On site”

The Committee continued its review of the use of the term “on site” in the bylaws. There has been some
confusion on the term and its meaning. According to previous Committee discussions, the term is
difficult to define. A final decision has not been made on the language, and as to whether the definition
of “on site” should be included in Appendix M. Centers for Medicare and Medicaid Services (CMS)
language includes the definition “immediately available” and includes regulations of a surgeon and
physician being within 60 minutes of the transplant hospital.

A Committee member asked if the language could say “As deemed appropriate by the MPSC?” We
cannot anticipate all of the possible permutations so this gives the MPSC the ability to use medical
judgement.

The Chair advised that CMS suggests in their regulations that a primary must be “immediately available”,
within 60 minutes to the transplant hospital, and does not impact the viability of the organ.

Another Committee member believes that language “60 minutes” should mimic CMS.

Another Committee member stated that CMS criteria does not state a “primary” but only a surgeon or
physician. He does not understand why the staff on call cannot be responsible for organs and
transplants rather than the primary surgeon and physician.

The Committee responded to a poll as to whether a definition of on site should be included in the
bylaws.

Table 3: Results of poll on adding a definition of on site to the bylaws.

A definition of on site should be included in Appendix M.

Strongly Agree 21%
Agree 61%
Neutral 6%




Disagree 6%
Strongly Disagree 6%

The Committee supported adding a definition into Appendix M, Definitions. The content of the
definition will be discussed at the October MPSC meeting.

2. Performance Monitoring Enhancement Project

The Committee was given an overview of the Performance Monitoring Enhancement Project kick off
meeting.

The Performance Monitoring Enhancement Subcommittee Conference call was held on September 11,
2020. The subcommittee reviewed the project plan and timeline, and scope of the project. The goal is
finalize a proposal by the June 2021 meeting for summer 2021 public comment. The Scientific Registry
for Transplant Recipients (SRTR) Director gave a presentation to the subcommittee on scorecard
development, which included factors to consider when choosing appropriate metrics, differences
between system and program metrics, and absolute (unadjusted) vs. relative (risk-adjusted)
evaluations. The SRTR also provided a tool to explore the relationship between different metrics. The
tools has been made available to the subcommittee and the Committee.

The subcommittee chair stated that the subcommittee feels strongly that whatever metrics are chosen
must measure things that are within the control of the center. The subcommittee chair provided an
example of transplant rate vs. acceptance rate. The subcommittee chair also reported that step two of
the process is to determine where the flagging thresholds are. There are only a few things that we can
look at in the short run.

One Committee member asked how we could get other organizations such as the AST engaged as early
as possible. It is important to obtain input from societies before getting too far along in the project. The
subcommittee chair responded that we have created a list of involved societies. We plan to solicit
societies for input before the public comment stage. We are looking at ways to involve other societies
and members of the community.

Another Committee member stated that there are organ specific issues that come up and one size may
not necessarily fit all when it comes to metrics. There has to be consideration of organ-specific issues
when looking at metrics.

3. Otbher Significant Items

None
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