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September 17-18, 2007
SUMMARY

Action Items for Board Consideration:

*

The Board of Directors is asked to approve one new transplant center (Item 1, Page 3).

The Board of Directors is asked to approve for designated program status three new programs
in existing member centers. The Board is also asked to approve three liver transplant
programs to perform living donor transplants. (Item 1, Page 3).

The Board of Directors is asked to approve continued membership for 11 organizations and
Individual members. (Item 1, Page 3).

The Board of Directors is asked to grant full approval to two liver programs that perform live
donor liver transplants. The Board is also asked to grant one-year extensions of conditional
status to five programs that perform living donor liver transplants as permitted in the Bylaws.
(Item 1, Page 3).

The Board of Directors is asked to approve modifications to Bylaws, Appendix B,
Attachment I, Section XIII, C (2) Kidney Transplant Programs that Perform Living Donor
Kidney Transplantation and Appendix B, Attachment I, Section XIII, C (4) Liver Transplant
Programs that Perform Living Donor Liver Transplants. (Item 3, Pages 5-15).

Other Significant Items:

Annual Committee Goals: During its August meeting, the Committee was presented with the
Goals that had been approved for the year and the progress that had been made on each.
(Item 2, Pages 3-5).

Due Process Proceedings and Presentations: The Committee conducted four interviews, one
hearing, and held one informal discussion with member organizations. (Item 4, Page 15).

Offer/Organ Acceptance Rate Modeling: The Committee was updated on the Process
Improvement Working Group’s progress in the development of an agreeable methodology for
collecting and analyzing organ acceptance/turndown rates and deaths on the waiting list,
which can be used to evaluate program performance. (Item 5, Pages 15-6).

Update on enforcement of mandatory Donation after Cardiac Death (DCD) protocols: The
Committee was updated on UNOS staff efforts to solicit and obtain certification statements
from all member OPOs and transplant hospitals attesting that they have and employ a
mandatory DCD organ recovery protocol, which was effective July 1, 2007, and required as a
condition for OPTN/UNOS membership. (Item 6, Pages 16-17).

Program Related Actions and Personnel Changes: The Committee reviewed 62 key
personnel change applications during its August meeting. (Item 7, Pages 17-18).



Proposed Modification to Bylaws Appendix B, Section II, Paragraphs B and C: The
Committee considered a proposal delineating when “informal discussions” may be held with
an Institutional Member and determined that the proposal should be circulated for public
commet. (Item 8, Page 18).

Proposed Modification to Bylaws Appendix A, Section 3.01A Paragraphs (1) and (3) and
Section 5.05A, Addition of Section 5.07A: A draft proposal was considered by the MPSC at
its August 1-2, 2007, meeting. The purpose of the proposal is two-fold - to better define how
a Member may be considered for restoration of full membership privileges, and to clarify the
way to move from “Member Not in Good Standing” to a lesser action, such as probation.
The Committee is requesting input from the Executive Committee prior to issuing a proposal
for public comment (Item 9, Pages 18-19).

Proposed Modifications to Policy 7.4 “Submission of Organ-Specific Transplant Recipient
Follow-up Form.” The proposed modifications require transplant centers to report all
recipient deaths that occur in the first year after transplant. After centers are notified of a
recipient death, they have two working days to report this information to the OPTN using
the UNet™ system. The Committee discussed this proposal and suggested that the
Operations Committee consider revising the proposal to from two days to 72 hours to
provide uniformity/consistency between other places in the Data Submission policies. (Item
10, Page 19).

Review of Active Programs with Inactive Wait Lists: The Data Subcommittee discussed the
potential to review active programs with inactive wait lists. Because of the extensive
discussions, the Subcommittee formed a work group to further evaluate and codify a process
for reviewing this metric. (Item 12, page 20).

UNOS Actions: During the August meeting, the Committee members agreed that actions
regarding Bylaws and Policy, and program specific decisions made during the OPTN session
would be accepted as UNOS actions. (Item 17, Page 22).
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Regular Committee Meetings. The Membership and Professional Standards Committee’s (MPSC)
met on July 31 — August 2, 2007. On July 31, the staff conducted a half-day training session for the
Committee. The training session was followed by meetings of the Policy Compliance and Data
Subcommittees. The full Committee met on August 1-2, and its deliberations and recommendations
are provided below.

1. Membership Application Issues: The Committee recommends that the Board of Directors
approve one new transplant center, three new programs in existing member centers, and three
liver programs to perform live donor transplants.

In addition to considering applications for institutional membership, the Committee reviewed
applications for continued medical/scientific and public organization membership, and
applications for new Business and Individual Membership (two-year terms).

Reports from Conditionally Approved Programs: During its August 2007 meeting, the
Committee approved a change in status of one liver program that performs live donor transplants
and one pancreas program from 12-month conditional approval to full approval. The liver
program was initially conditionally approved pending performance of seven live donor
hepatectomies by the second primary surgeon. The pancreas program was initially conditionally
approved pending acquisition of additional clinical experience on an active pancreas transplant
service by the primary physician.

The Committee also reviewed five living donor liver programs that had requested an additional
year of conditional status as allowed by the Bylaws, and agreed that the programs had
demonstrated adequate progress to qualify for extensions.

Additionally, the Committee reviewed a kidney transplant program that had previously
voluntarily inactivated and approved reinstatement of the program’s active status.

The Committee reviewed bimonthly progress reports for three transplant programs (one kidney
and two heart programs) that were conditionally approved for 12 months to provide time for the
primary physician to meet the full primary physician criteria or to allow the program to recruit a
physician who fully meets primary physician criteria. The Committee also reviewed a progress
report from a kidney program whose primary surgeon was approved under the pediatric pathway
with bi-monthly reporting stipulations.

2. Overview of Annual Committee Goals: During its August meeting, an update was provided to
the Committee on the goals that were approved for the year and the progress that had been made
on each. A summary of the goals and the progress made on each is described below:




e Goal: Develop the process for action on referrals made to MPSC as a result of the new policy
requiring notification of death or listing for transplant of a living donor.
Progress: Members were informed of the requirement and have begun to use the new online
reporting option in the Patient Safety System that was activated on January 3, 2007.

e Goal: Partner with Living Donor Committee to determine what policies are needed to
provide oversight of living donor programs (donor safety and patient outcomes).
Progress: A Working Group was formed to develop changes to the bylaws that would further
ensure living donor safety. Proposed changes to the Bylaws were distributed for public
comment on July 13, 2007 (See Section 3 of this report for additional details).

e Goal: Participate in the working group to be established by the OPO Committee to develop
the required elements of the mandated DCD protocols.
Progress: MPSC members participated in the DCD Working Group to develop protocol
guidelines. The Board approved modifications to the Bylaws that establish model elements
to be included in DCD protocols, during its December 2006 meeting.

e Goal: Consider any policy or procedures that need to be put in place to support violations of

the newly passed policy that requires all DCD procurements to be done in accordance with an
established protocol.
Progress: During the October Meeting of the MPSC, a DCD Policy Subcommittee was
established and charged with developing policy and methods for monitoring and enforcing
compliance as it pertains to the oversight of approved DCD protocols. The MPSC was given
a progress report during its August meeting. (See Section 7 below for additional details).

e Goal: Continue work with SRTR to develop organ specific acceptance rate metrics of center
performance.
Progress: The SRTR provided acceptance rate data factoring in a couple of newly identified
variables. The MPSC Process Improvement Work Group 1 continues to meet by conference
call to discuss this issue and has recommended a pilot study through the Data Subcommittee.
The MPSC was given a progress update during its August meeting. (See Section 5 below for
additional details).

e Goal: Provide a 6-month update to Board on progress or changes made in implementing the
2006 MPSC improvement project.
Progress: A report was included in the June 2007 report to the Board of Directors as well as
this document.

e Goal: Provide to the Finance Committee prior to the March 2007 Board meeting, an update
on budgetary needs for next financial year.
Progress: Developed budgetary needs and presented them to the Finance Committee.

The Committee was also given a tentative list of the Goals for 2007-2008. This list includes the
following items:

¢ Rewrite the Bylaws with an updated format and plain language.

e Performance Measures: Complete a retrospective review of current processes and
implementation of new performance measures.

o Initiate the application process for live donor kidney transplantation.



e Initiate and complete the audit of transplant surgeons and physicians and update the
database accordingly to indicate which individuals meet the new criteria for “additional”
surgeon/physician.

e Collect and process Program Coverage Plans from all existing transplant
programs.

¢ Review transplant centers and OPOs that are not in compliance with the new
DCD Bylaws requiring that they have protocols to facilitate the recovery of
organs from DCD donors.

e Work with Research staff to develop General OPTN System Metrics that address
areas such as donors, waiting list, outcomes, and life years and net benefit.

The Committee also discussed its work in terms of the HHS Program Goals and the Strategic Plan
Goals. While the goals are not necessarily specific to the work of the Committee, the Committee
agreed that it has a role with increasing DCD.

Proposed Modifications to the Living Donor Requirements: A proposal for changes to the
Bylaws is being presented to the Board for approval. The modifications will establish additional
minimum criteria for granting designated program status to programs that perform living donor
kidney and liver transplants. These revised bylaws will further ensure that living donor kidney
and liver transplant programs have essential elements in place for the evaluation, consent, and
follow-up of living donors. The proposed modifications were circulated for public comment as
separate kidney and liver proposals but for the purposes of this report and the attached briefing
paper |(Exhibit M-1) they have been combined. Except for the Medical Evaluation section, the
language in these proposals is nearly identical. Many of the comments submitted were identical
for each proposal. Based on the Committee’s opinion that it is important to highlight the
background and significance of the development of these proposed modifications, the following
information is provided:

Background and Significance: The transplant community recognizes its responsibility to make
the process of living donation as safe and effective as possible for all involved. Donors make a
tremendous sacrifice by assuming the risk of possible physical harm and/or death when they
undergo actual donation. The Bylaws presently focus on the general qualifications of a transplant
center requesting to be designated to perform the transplant procedure. These proposed changes
to the bylaws require transplant programs to have basic resources and protocols that will help
ensure that a prospective living donor has all the information needed to make an informed
decision. While the proposed bylaws do not dictate medical practice, they provide a framework
that each program must incorporate into their current living donation protocols, while at the same
time providing the OPTN with the basic tools that are needed to evaluate performance and
respond to complaints.

The following guiding principles were used by the Committee as it developed the proposed
modifications to the Bylaws:

e The potential living donor must be competent to make a decision.

e The potential living donor must be free to withdraw at any time from the process without
consequence.

e The potential living donor must be free from coercion.

e The potential living donor is given appropriate information necessary to make a decision
for or against donation, including medical risk, social consequences, and financial
consequences.



e Assurance is given that information about the living donor will not be disclosed to other
individuals (except as mandated by law and good medical practice) without the consent
of the individual.

e The potential living donor is given enough time to make a good decision and that an
independent advocate is available to help with the decision.

e The procedure will be performed by people with appropriate training and experience.

e The living donor will be given appropriate medical care until recovered from the
donation procedure.

Background: The Bylaws currently establish extensive membership criteria for deceased donor
transplantation programs as well as transplant programs that perform living donor kidney and
liver transplants. These proposed requirements are considered an important step to further protect
the health and safety of all living donors and are being proposed in response to a directive from
HRSA (see below). The requirements will help create a standardized level of quality among the
growing number of programs that perform living donor transplants.

In 2002, the Ad Hoc Living Donor Committee was formed and began the process of developing
requirements for programs that perform living donor transplants. The Committee developed, with
input from other OPTN committees, minimum standards for programs that perform living kidney
and liver donor transplants. The requirements were circulated for public comment and approved
by the OPTN Board of Directors in 2003. Until 2003, OPTN policies predominately focused on
issues related to deceased organ donation and transplantation. Several widely publicized living
donor deaths and the increased incidence of altruistic living donation prompted concern that this
area of transplantation may not have sufficient oversight. Additionally, the Living Donor
Committee developed, through the same committee and public comment process, guidelines for
living donor evaluation. The Board of Directors approved these guidelines in June 2004.

Authority to Develop Living Donor Requirements: The authority for the OPTN to develop and
implement policies and standards is described in an October 29, 2004, letter from James S.
Burdick, M.D., Director, Health Resources and Services Administration, Department of Health
and Human Services (HHS). That letter states the following:

“However, the Final Rule also provides that the OPTN shall be responsible for developing
policies on a variety of topics, including ‘policies on such other matters as the Secretary
directs. “In accordance with the authority, HRSA, HSB, DoT is directing the OPTN to
develop allocation guidelines for organs from living donors. These guidelines should be
limited to the allocation of organs from living donors made to an anonymous pool, and not to
organs procured in connections with directed donations. The DoT also is directing the
OPTN to develop other voluntary policies/guidelines (not pertaining to organ allocation) it
believes necessary and appropriate to promote the safety and efficacy of living donor
transplantation for the donor and the recipient.”

On January 23, 2006, a notice was issued in the Federal Register soliciting comments regarding
whether criteria developed by the OPTN addressing living donation should be given the same
status, and be subject to the same enforcement actions, as other OPTN policies. After considering
public comment on this issue, the Department of Health and Human Services determined that
OPTN living donor guidelines should be given the same status of other OPTN policies. Further,
the Secretary directed the OPTN to develop policies regarding living organ donors and living
organ donor recipients, including policies for the equitable allocation of living donor organs. The



final directive was published in the Federal Register, Vol. 71, No. 116 on June 16, 2006, and
stated the following:

“HRSA has reviewed and considered each aspect of each comment and has determined that
OPTN living donor guidelines should be given the same status of other OPTN policies as
discussed in the Federal Register Notice published on January 23, 2006. Under 42 CFR
121.4(a)(6), the Secretary directs the OPTN to develop policies regarding living organ donors
and living organ donor recipients, including policies for the equitable allocation of living donor
organs, in accordance with section 121.8 of the final rule. Thus, the OPTN shall develop such
policies in the same manner, and with the same public comment process, that it does for policies
on deceased organ donors and deceased organ donor recipients. Non-compliance with such
policies shall subject OPTN members to the same consequences as noncompliance with policies
concerning deceased organ donors and deceased organ donor recipients developed under the
final rule.”

A copy of the full text of this section of the Federal Register is provided as Attachment 3 to
Exhibit M-1.

Relationship to CMS Conditions of Participation: While the OPTN Committees were working on
the proposed Bylaws, the Medicare Conditions of Participation (CoPs) were also under
development. These requirements were published in the Federal Register, Vol. 72, No. 61,
Friday, March 30, 2007. The roles of CMS and the OPTN are addressed in the comments section
for the regulations. It states the “OPTN's primary responsibilities are to ensure the effectiveness,
efficiency, and equity of organ allocation, increase the supply of transplantable organs, collect
and disburse data, and designate transplant programs.” CMS is “responsible for establishing
minimum standards to protect patient health and safety, and for implementing oversight
mechanisms to ensure that transplant centers provide quality transplant and living donor care to
Medicare beneficiaries through the development of health and safety requirements.” The
OPTN’s role can be described as that of a facilitator, not a regulator while HHS has regulatory
oversight responsibilities. By facilitating organ transplantation, the OPTN provides services and
conducts medical peer review for the purposes of continuous quality and performance
improvement. This issue of the Federal Register further summarizes the focuses of CMS and
OPTN requirements as shown below:

Main Focuses of CMS Requirements

» Regulatory oversight of transplant centers.

» Patient care & transplant services furnished to beneficiaries.

» Relationship with transplant centers based on Provider Agreement & Medicare
reimbursement.

» Medicare approval & re-approval based on compliance with Conditions of participation
(CoPs).

* Provider responsibilities.

Main focuses of OPTN Policies/Bylaws.

+ Organ allocation.

Credential of transplant surgeons/physicians.

« Relationship with transplant hospital members is collegial with the goal to help them to
improve performance.

OPTN Membership application reviewed by peer reviewers.

Member obligations.




Bylaw Development Process: Based on the 2004 directive from HRSA, the Membership and
Professional Standards Committee (MPSC) began evaluating living donor liver transplant
program applications in 2005. This review was conducted using the Bylaws that were approved
in 2003, and in March 2006, amended to include a conditional approval option. While
conducting these reviews the Committee became concerned that the requirements did not go far
enough to ensure the safety of the living donor in accordance with the HRSA mandate.

The MPSC placed on hold the process of reviewing and approving approximately 240 programs
that perform living donor kidney transplants until these proposed requirements could be
developed and approved. The Committee wanted to ensure that centers not only have in place
experienced key personnel, but the other essential elements to be approved as a living donor
center as well. To minimize the burden placed on the members, the Committee agreed that the
application process should be delayed so that the currently proposed changes could be
incorporated into the forms and a single review process could be conducted.

While the MPSC was evaluating living donor liver transplant program applications, the Living
Donor Committee was simultaneously addressing a multitude of issues in living donation,
including the consent process, medical evaluation, and follow-up of living donors. In order to
prevent duplication of efforts between the two committees, a Living Donor Policy Advisory
Work Group was formed in October 2006, and included members from both the MPSC and the
Living Donor Committee. The Living Donor Policy Advisory Work Group began their work
based on the principles listed on the preceding page as well as the following objectives:

1. Further develop the minimum set of criteria for granting designated program status to
centers performing living donor transplants.

2. Ensure adequate donor education/informed consent.

3. Work-up of potential donors: Determine whether there should there be guidelines or a
minimum set of required elements?

Endorsed by the MPSC and the Living Donor Committee, the Work Group proposed
modifications to the Bylaws pertaining to programs that perform living donor kidney and liver
transplants. The issues discussed by the MPSC during its initial review included:

e What are the key elements for programs that perform living donor transplants?
e Itis important for the Bylaws to be monitorable, but not overly proscriptive.
¢ Independent Donor Advocate (IDA):
e What is the specific function of a donor advocate?
¢ How do you measure the adequacy of the IDA or of the proposals?
¢ Independent Donor Advocate (IDA) or IDA team? The Committee agreed that there
should be an IDA member who is a physician and who is not involved with the
evaluation and decision to transplant a potential recipient. The Committee agreed
that the use of an IDA or IDA team should be flexible since different centers have
different approaches. They incorporated their suggestions into the proposal.
e Concern about identifying a person who can be completely uninvolved in transplant
yet be knowledgeable and able to advise living donors.
e Should a guideline be developed for the committee to use when evaluating a center’s
performance relative to the IDA?



e The Committee agreed that the Bylaws should delineate what a program must have in
order to receive initial approval to perform living donor transplants, and the requirements
that must be met to maintain approval once it has been granted.

The Work Group met by conference call and held electronic discussions. They reviewed and
incorporated certain recommendations from the Advisory Committee on Organ Transplantation
(ACOT), Centers for Medicare and Medicaid Services (CMS), the American Society of
Transplantation (AST), and the State of North Carolina living donor statutes in the development
of these guidelines. The Work Group also considered other papers such as the “Report of the
Amsterdam Forum on the Care of the Live Kidney Donor: Data and Medical Guidelines.
Transplantation” and “The Ethics Statement of the Vancouver Forum on the Live Lung, Liver,
Pancreas, and Intestine Donor. Transplantation.” The Committee was particularly aware of the
need to develop proposals that are complemented the CMS requirements.

During the May 18, 2007, Executive Committee meeting, Dr. McDiarmid requested that a Living
Donor Committee (LDC)/MPSC Task force be formed to reconcile the proposed LDC and MPSC
living donor bylaws and guidelines. Dr. Robert Higgins was asked to lead this task force. After
further debate and discussion, the task force agreed to distribute for public comment the proposed
modifications to OPTN/UNOS Bylaws, Appendix B, Attachment I, Sections XIII, C (2) and (4).

The proposed requirements for centers that perform living donor transplant included the
following concepts:
e Program must have an independent donor advocate (IDA) or an IDA team.
e Program must develop and comply with written protocols to address all phases of the
living donation process.
e Program must have written protocols that include the following elements:
e Description of duties and primary responsibilities of the IDA or IDA team members.
A through medical evaluation by a physician and/or surgeon experienced in living
donation.
e Program must have written protocols for informed consent for the donor evaluation
process and informed consent for the donor nephrectomy.

Final Proposal: The MPSC met on August 1-2, 2007, and considered the input received to date
from individuals, the Regions, associations, and other OPTN/UNOS Committees. The public
comment period would not end until August 11; therefore, the Committee was unable to make
final recommendations on the proposals, but they did agree that the IDA language in the proposal
could be amended and asked the working group to finalize the language. The Committee agreed,
by a vote of 22 For, 0 Against, and 2 Abstentions, to empower the working group to finalize the
language in the proposals.

The MPSC/Living Donor Policy Working Group convened by conference call on August 13,
2007, to discuss the comments that had been received. The Work Group took under
consideration comments received from individuals, the regions, and from other Committees and
has recommended modifications to the proposal that was circulated for public comment.

The Work Group observed that the comments for the most part fell into one of the following
categories:
e The transplant community does not fully appreciate the OPTN’s mandate to develop
living donor policies.



e The Bylaws and guidelines proposals are viewed as dictating medical practice, and are
too prescriptive.

e The transplant community believes that implementing the Bylaws and guidelines will
increase costs.

e The transplant community believes the Bylaws should be more closely aligned with the
Medicare Conditions of Participation (COP) for Medicare approved programs.

Responses to the specific comments can be found in the “Summary of Comments” section in

Exhibit M-1.

Summary of Modifications Recommended Following the Public Comment Period: In response to
the comments, the proposals have been amended to state that the center must have an Independent
Donor Advocate (IDA) who is not involved with the evaluation and decision to transplant the
potential recipient. The initially proposed language indicating that if a center has a single IDA it
must be a physician, has been removed. The changes made to the IDA language more closely
align with the Medicare COP for Medicare approved programs.

Additionally, language has been added to further clarify that the center must have personnel and
resources available to assess the medical condition and risks for the potential donor; and to
conduct a thorough psychosocial assessment.

Changes have been proposed to the sections on informed consent to clarify that the center is
responsible for having a written protocol for notifying donors of the plan for collecting follow up
information for the donor on the Living Donor Follow-up form. This language restates the
reporting schedule that is delineated in Policy 7.3.2 (Submission of Organ Specific Transplant
Recipient Registration Forms and Submission of Living Donor Registration Forms).

The medical evaluation section of the proposal for living donor liver transplantation has been
modified. The proposed bylaw for the radiographic assessment has been made less prescriptive
by removing the requirement for vascular and biliary imaging.

The Working Group agreed to amend the proposals in response to the comments that had been
received and the direction provided by the MPSC. Based on this recommendation the following
resolution is presented to the Board of Directors for their consideration.

**  RESOLVED that the Bylaws, Appendix B, Sections 111, C(2) and C(4) shall be
modified as set forth below and shall be effective upon approval by the Board of
Directors, and pending notice to the members.

Following the conclusion of the conference call meeting on August 13, the Work Group
members reviewed the final proposed language by electronic means. The members
suggested some additional minor modifications to the language but there was not time to
circulate these recommended changes for additional consideration prior to the due date for
this report. Additionally, the Kidney Transplantation Committee met on August 14 and
reconsidered the proposed modifications. The Kidney Transplantation Committee made a
recommendation to amend the language in Kidney Section 2, b,ii(d) and Liver Section 4, 2,
ii(d). This recommendation was accepted by the MPSC Chair.

(The final version of the Bylaws, as approved by the Board of Directors at its September
meeting, will be posted on www.unos.org and www.optn.org ).
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XIII.

The proposed modifications to the Bylaws that were made following public comment are shown
below as double underlines and desble strikeouts. Further recommendations received after the
committee conference call but without time for a final vote are shown as double underline, bold, and

in jtalics.

Final — Proposal
Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XII1I, C (2),
Designated Transplant Program Criteria

Transplant Programs.

A. No changes
B. No changes
C (1) Nochanges

(2)- Living—bPener Kidney Transplant Programs that Perform Living Donor Kidney
Transplantsatien.

1.

: I

Kidney Transplant Programs that Perform Living Donor Kidney Transplantation A—Living
Hiving-denorkidney-transplant-program-must demonstrate the following regarding personnel

and resources:

(a) That the center meets the qualifications of a renal transplant program as set forth in
(Section (1) above; and)

(b) In order to perform open donor nephrectomies, a qualifying renal donor surgeon must be
on site and must meet the criteria of (i) and/or (ii) below:

(i) Completed an accredited ASTS fellowship with a certificate in kidney, or

(ii) Performed no fewer than 10 open nephrectomies (to include deceased donor
nephrectomy, removal of polycystic or diseased kidneys, etc.) as primary surgeon or
first assistant within the prior 5-year period.

(c) If the center wishes to perform laparoscopic donor nephrectomies, a qualifying renal
donor surgeon must be on site and must have:

(i) Acted as primary surgeon or first assistant in performing no fewer than 15
laparoscopic nephrectomies within the prior 5-year period.

If the laparoscopic and open nephrectomy expertise resides within different
individuals then the program must demonstrate how both individuals will be
available to the surgical team. It is recognized that in the case of pediatric living
donor transplantation, the Living organ donation may occur at a center that is distinct
from the approved transplant center.

All surgical procedures identified for the purpose of surgeon qualification must be
documented. Documentation should include the date of the surgery, medical records
identification and/or UNOS identification number, and the role of the surgeon in the
operative procedure.
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d) The center must have the resources available to assess the medical condition of and any
risks for the individual for potential living donation;

e) The psychosocial assessment should include the potential donor’s capacity to make an

informed decision and to affirm the voluntary nature of proceeding with the evaluation
and donation; and

) That the center has et%an mdependent donor advocate (IDA) who %Bﬁ%%ﬁ%%@%ﬁ

|s not mvolved Wlth the evaluatlon and deC|S|on to
ransplant the potential reC|p|en and who fulfills the duties listed in Section 2 (b) below.

Kidney Transplant Programs that Perform Living Donor Kidney Transplantation must

demonstrate that they have the following regarding protocols:

a) Living Donor Transplant centers must develop, and once developed must comply with
written protocols to address all phases of the living donation process. Specific protocols
shall include the evaluation, pre-operative, operative, post-operative and two-year follow-
up period after donation,

Transplant centers must document that all phases of the living donation process were
performed in adherence to the center’s protocol. This documentation must be maintained
and made available upon request.

b) Written protocols must include, but are not limited, to the following elements:

i) a descrlptlon of the dutles and primary responsibilities of the IDA ertBA—Team
d} abewe: to include procedures that:

(a) protect and promote the best interests of the potential living donor;

(b) ensure protection of the rights of the living donor; and

(c) provide the potential donor with information regarding the:
(i) consent process;
(ii) evaluation process;
(iii) surgical procedure; and
(iv) benefit and need for follow-up.

(ii) a thorough medical evaluation by a physician and/or surgeon experienced in living
donation including:

(a) a screen for any evidence of occult renal and infectious disease or medical co-
morbidities which may cause renal disease;

(b) age appropriate cancer screening;

(c) a radiographic assessment to evaluate vascular anatomy and any congenital
malformation; and

(d) a psychosocial evaluation of the potential living donor by a psychiatrist,
psychologist, or social worker with experience in _transplantation (criteria
defined in Appendix B, Attachment I, Sestiea~C-£7}} to determine decision
making capacity sempeteney, screen for any pre-existing psychiatric illness,
and/or any potential coercion.
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c¢) The center shall have written protocols for the Informed Consent for the Donor
Evaluation Process and Informed Consent for the Donor Nephrectomy, which include, at
a minimum, the following elements:

(i) _discussion of the potential risks of the procedure including the medical,
psychological and financial risks associated with being a living donor.

(ii) assurance that all communication between the_potential donor and the transplant
center will remain confidential;

(iii) discussion of the donor’s right to opt out at any time during the donation process;

(iv) discussion that the medical evaluation or donation may impact the donor’s ability to
obtain health, life and disability insurance; and

(v) disclosure by the transplant center that it is required, at a minimum, to submit

g Living Donor Follow-up forms addressing the health
mformatron on of each living donor at 6 months, one-year, and two-years post

donation. The protocol must include a plan to collect the information about each
donor.

(3) No changes

(4) Liver Transplant Programs that Perform Liveing Donor Liver Transplants.

wing: Liver Transplant
Programs that Perform Lrvmq Liver Transplantsaa% must demonstrate the following
regarding personnel and resources:

a) That the center meets the qualifications of a liver transplant center as set forth {in UNOS
Bylaws, Appendix B, Attachment I, Section Xlll=aa€3.

(b) That the center has on site no fewer than two surgeons who qualify as liver transplant
surgeons under UNOS Bylaws Appendix B, Attachment I, Section XII1(C)(2)(a) and who
have demonstrated experience as the primary surgeon or first assistant in 20 major
hepatic resectional surgeries (to include living donor operations, splits, reductions,
resections, etc.), 7 of which must have been live donor procedures within the prior 5-year
period. These cases must be documented. Documentation should include the date of the
surgery, medical records identification and/or UNOS identification number, and the role
of the surgeon in the operative procedure. It is recognized that in the case of pediatric
living donor transplantation, the live organ donation may occur at a center that is distinct
from the approved transplant center;

c) The center must have the resources available to assess the medical condition of and any
risks for the individual for potential living donation;

d) The psychosocial assessment should include the potential donor’s capacity to make an
informed decision and to affirm the voluntary nature of proceeding with the evaluation
and donation; and

e &)=That the center has er%an mdependent donor advocate (IDA) who %Bﬁ%%l%%%ﬁ

and—at least gna moml ber—wihe is not mvolved wrth the evaluatlon and deCIS|on to

transplant the potential recipient and who fulfills the duties listed in Section 2 (b) below.
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2. Liver Transplant Programs that Perform Living Liver Transplantsaties must demonstrate that

they have the following protocols:

a)

Living Donor Transplant centers must develop, and once developed must comply with

b)

written protocols to address all phases of the living donation process. Specific protocols

shall include the evaluation, pre-operative, operative, post-operative and two-year follow-

up period after donation,

Transplant centers must document that all phases of the living donation process were

performed in adherence to the center’s protocol. This documentation must be maintained

and made available upon request.

Written protocols must include, but are not limited, to the following elements:

i)

a description of the dutles and primary responsibilities of the IDA ertBA—Team
3 5 d d)abeve- to include procedures that:

(a) protect and promote the best interests of the potential living donor;

(b) ensure protection of the rights of the living donor; and

(c) provide the potential donor with information regarding the:
(i) __consent process;
(ii) evaluation process;
(iii) surgical procedure; and
(iv) benefit and need for follow-up.

(i) _a thorough medical evaluation by a physician and/or surgeon experienced in living

donation including:

(a) ascreen for any evidence of occult liver disease;

(b) age appropriate cancer screening;

(c) a radloqraphlc assessment to ensure adequate graft-andremnanthver volume as
; 3 see and inflow and outflow is
er-%%e%# of the qraft and the remnant I|ver and

(d) a psychosocial evaluation of the potential living donor by a psychiatrist,
psychologist or social worker with experience in transplantation (criteria defined
in_Appendix B, Attachment |=2¢) must also be provided to assess decision

making capacity eesspeteney screen for any pre-existing psychiatric illness,
and any potential coercion.

c) The center shall have has written protocols for Informed Consent for the Donor

Evaluation Process and Informed Consent for the Donor Hepatectomy, which include at a

minimum the following elements:

(i) _discussion of the potential risks of the procedure including the medical,

psychological and financial risks associated with being a living donor;

(ii) assurance that all communication between the_potential donor and the transplant

center will remain confidential;

(iii) discussion of the donor’s right to opt out at any time during the donation process;
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(iv) discussion that the medical evaluation or donation may impact the donor’s ability to
obtain health, life and disability insurance; and

(v) disclosure by the transplant center that it is required, at a minimum, to submit

Living Donor Follow-up forms addressing the health
mformatlon on of each living donor at 6 months, one-year, and two-years post

donation. The protocol must include a plan to collect the information about each
donor.

3.2. Conditional Approval Status: If the transplant center does not have on site a second surgeon
who can meet the requirement for having performed 7 live donor liver procedures within the
prior 5-year period, but who has completed the requirement for obtaining experience in 20
major hepatic resection surgeries (as described above), as well as all of the other requirements
to be designated as a primary liver transplant surgeon, the program may be eligible for
Conditional Approval Status. The transplant program can be granted one year to fully comply
with applicable membership criteria with a possible one year extension. This option shall be
available to new programs as well as previously approved programs that experience a change
in key personnel. During this period of conditional approval, both of the designated surgeons
must be present at the donor’s operative procedure.

The program shall comply with such interim operating policies and procedures as shall be
required by the Membership and Professional Standards Committee (MPSC).

This may include the submission of reports describing the surgeon’s progress towards meeting
the requirements and such other operating conditions as may be required by the MPSC to
demonstrate ongoing quality and efficient patient care. The center must provide a report prior to
the conclusion of the first year of conditional approval, which must document that that the
surgeon has met or is making sufficient progress to meet the objective of performing 7 live
donor liver procedures or that the program is making sufficient progress in recruiting and
bringing to the program a transplant surgeon who meets this criterion as well as all other
criteria for a qualified live donor liver surgeon. Should the surgeon meet the requirements
prior to the end of the period of conditional approval, the program may submit a progress
report and request review by the MPSC.

The transplant program must comply with all applicable policies and procedures and must
demonstrate continuing progress toward full compliance with Criteria for Institutional
Membership.

The program’s approval status shall be made available to the public.

4. Due Process Proceedings and Informal Discussions: The Committee conducted four interviews,
one hearing, and held one informal discussion with member organizations. Summaries of the
proceedings are provided below.

5. Offer/Organ Acceptance Rate Modeling: The Committee received an update on the Process
Improvement Working Group’s efforts in developing an agreeable methodology for collecting,
analyzing, and applying organ acceptance/turndown rates and deaths on the waiting list, which
can be used to evaluate program performance. This working group was formed following the
November 2005 Board meeting, where the Executive Committee and the Board of Directors
directed the Membership and Professional Services Committee (MPSC) to form a working group
composed of members of the MPSC and the Board of Directors to identify improvements for, and
propose changes to, the membership review processes and standards. Ultimately, the larger
working group split into three smaller groups that each worked on specific initiates that are
described in Section 13 of this report. Work Group 1 was tasked with this effort.
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Background: The intended purpose of the metric is to identify programs that are inappropriately
inactive and may pose a risk to patient safety. The Working Group agreed that each analysis will
have to be organ specific to account for unique clinical and logistical characteristics, and
requested that the Scientific Registry of Transplant Recipients (SRTR) create multi-variable
models comparing actual to expected acceptance rates (looking at both offers and organs offered)
for each organ starting with kidney, liver, and then the other organs.

Progress: A timeline was presented, which provided a chronology of the work beginning in
January 2006 to this point. The “good organ” criterion was presented by staff member, David
Kappus, UNOS Assistant Director of Membership, and commented upon by SRTR staff. “Good
organ” criteria are defined as kidney or livers transplanted within 50 offers and/or by one of the
first 3 centers receiving an offer. Both offer acceptance and organ acceptance are measured. The
acceptance rate information for kidney and liver programs had been placed by SRTR on the
programs’ private sites for review. A couple of criteria for data inclusion in the analysis were
discussed between the Working Group and SRTR. The SRTR was scheduled to publicly release
this center specific data to the public on January 11, 2007, but was delayed after some discussion
regarding possible variances in acceptance practices by region, which may affect the results at
certain centers. A SRTR reanalysis of the calendar year 2006 acceptance rate data for both
kidney and liver was given to the Working Group in June 2007.

The profiles of the programs, which were identified in the analysis, are currently being reviewed
so the Working Group can convene in August 2007 to discuss the next recommendation regarding
the use of this metric. The acceptance rate model was developed as a tool for identifying
programs whose observed acceptance rates fell significantly below their expected and has
identified four programs that subsequently closed, so it is capturing useful information and needs
to be evaluated further. Some discussion has occurred regarding delaying further development of
any acceptance rate model until “better” turn down data are collected through DonorNet® 2007.

The presented results using this current methodology for the period calendar year 2006 showed
that of the 242 kidney programs analyzed there were 26 programs identified for review
(11percent). Next, of the 121 liver programs analyzed, 15 programs were identified for review
(12.4 percent) because both their offer and organ observed acceptance rates fell significantly
below the expected on a national adjusted scale. Again, these programs are now being profiled
with respect to other factors, which may be associated with overall program transplant
performance. The current analysis is yielding findings that reported aberrant acceptance rate
behavior may be due to regional and organ donor source factors previously not identified. The
Working Group will continue to assess what is now available; make recommendations for
improvement to SRTR; and report its recommendations at future MPSC meetings.

Verification of the Presence of Donation after Cardiac Death (DCD) Organ Recovery Protocols at
Organ Procurement Organizations (OPO) and Transplant Centers: Staff updated the Committee
regarding its efforts to solicit and obtain Certification statements from all member OPOs and
transplant hospitals attesting that they have and employ a mandatory DCD organ recovery
protocol. The requirement was effective July 1, 2007, and is required as a condition for
OPTN/UNQOS membership.

Background: the Committee first discussed this issue during its February 2006, meeting. During
the its October 2006, meeting the MPSC appointed members to participate along with OPO
Committee appointees in a DCD Policy Working Group. The Working Group was charged with
developing policy as it pertains to the oversight of DCD protocols. Bylaws regarding the need for
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OPOs and transplant centers to have and use DCD organ recovery protocols were passed in
December 2006. These DCD protocols needed to address Model Elements, which were identified
by an OPO Subcommittee, but were rejected the December 2006 Board of Directors meeting as
being too specific.

The DCD model elements were revised and approved by the Board in March 2007. At the March
meeting, the Board took the position that every transplant hospital and OPO adopts and follows a
DCD organ recovery protocol, which addresses the model elements. If members could not
comply, then assistance would be provided by an expert UNOS Advisory group offering
resources and guidance on how to adopt and implement the needed DCD protocol with model
elements. The DCD policy notice, with an effective date of July 1, 2007, was sent out to the
members on May 9, 2007.

Update: The DCD Policy Working Group met on May 15, 2007, and discussed how to verify the
existence of the mandatory DCD organ recovery protocol; how to monitor the continued presence
and adherence to the protocol; and what violations need to be reported to UNOS. The Chief
Executive Officer or equivalent at each OPO and transplant center is asked to sign a certification
statement attesting that his or her organization has and adheres to a DCD organ recovery protocol,
which addresses the model elements. If a certification statement is not received by UNOS, the
institution’s name and contact information will be given to an OPO advisory group, which will
try to address the reasons why the DCD protocol is not in place and through assistance try to
resolve issues, which may be preventing compliance with the requirement. As of August 1, 68.7
percent (219 of 319) of all programs had sent in certification statements. The breakdown is 45 of
58 OPOs and 174 of 261 transplant centers. A second request is being sent to non-responders
who then will be then be contacted with a phone call if they still are uncertified. A response is
required of each member OPO and transplant center. The continued monitoring of DCD
protocols is not considered necessary at this time. That may be readdressed in the future. The
reporting of DCD protocol violations was preliminarily discussed. The group agreed that the
OPO should be required to report to UNOS within 72 hours of its knowledge any incident when a
member of the organ recovery team or OPO staff participates in the guidance or administration of
palliative care, or the declaration of death for a DCD patient. In addition, OPO and donor
hospital staffs are requested to report any DCD protocol violations needing MPSC review to
UNOS through the policy compliance reporting hot line. The DCD Policy Working Group will
meet in September to discuss the issues relating to the DCD organ recovery protocol and prepare
recommendations for the MPSC to consider.

Program Related Actions and Personnel Changes: During its August meeting, the Committee
reviewed and accepted programs changing status by voluntarily inactivating or withdrawing from
designated program status. Additionally, the Committee reviewed 62 Key Personnel Changes
and approved 56. Four applications for change in primary histocompatibility laboratory directors
remain in process.

The Committee received a request for a Member to add an intestinal transplant program to its
membership. The program was initially recorded as active in UNOS records but it had been done
when UNOS first started tracking intestinal transplant programs. At that time all programs that
had performed a transplant or wait listed a patient were set to active in the membership database.
Subsequently, UNOS has requested written notification from centers initiating intestinal
transplant programs so that appropriate effective dates and contact information can be set in both
the Membership Database and UNet™™. The center submitted the needed information to formalize
the status of this program.
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The Committee also reviewed a report of three transplant programs that had not submitted an
application for a change in key personnel by the deadline. Each of these programs had
experienced a departure of a primary surgeon or physician. The Committee was notified that one
of the individuals had not actually left their program after all and the personnel change was
retracted. A second program had sent in their application by the meeting date. The third program
will be sent a second notice letter should the application not be received within 15 days of the
primary individual’s departure. This second notice letter would be sent in accordance with a
standard protocol established by the Committee at its May 2006, meeting.

Proposed Modification to Bylaws Appendix B, Section Il, Paragraphs B and C. This proposal
was considered by the MPSC at its August 1-2, 2007 meeting. The purpose of the proposal is to
delineate when “informal discussions” may be held with an Institutional Member. The Bylaws
provide that a Member is entitled to an interview as part of its due process rights when the MPSC
is considering taking specified actions against the members. However, the Committee found that
it is useful to engage in discussions with the Member in other circumstances. This proposal
clarifies that the Data Subcommittee of the MPSC can use an informal discussion with the
Member when conducting its review of survival rates and activity at a program. The intent is to
continue fact-finding, and at the same time encourage an open dialogue with the Member about
its program. The informal discussion established by the proposal is not an element of due
process, nor is it a right of the Member.

The Committee approved the following resolution:

** RESOLVED, that the Committee supports the language in the proposal and agrees
that the recommended modifications should be distributed for public comment.

The Committee voted 25 For, 0 Against, 0 Abstentions.

Proposed Modification to Bylaws Appendix A, Section 3.01A Paragraphs (1) and (3) and Section
5.05A, Addition of Section 5.07A. This proposal was considered by the MPSC at its August 1-2,
2007 meeting. The purpose of the proposal is two-fold: to better define how a Member may be
considered for restoration of full membership privileges, and to provide a way to move from
“Member Not in Good Standing” to a lesser action, such as probation.

The proposal provides that in order to be released from ‘“Member Not in Good Standing” or
“Probation” the Member must demonstrate that it is in (i) substantial compliance with OPTN
requirements; (ii) its approved corrective action plan has been fully implemented; and (iii) the
root cause of the violation that was the basis for the adverse of action of “Member Not in Good
Standing” has been corrected or eliminated. The proposal does not provide a set time period for
the adverse action to be in effect. Rather, it provides the flexibility for the MPSC and the Board
to consider each Member’s specific circumstances. The proposal does provide that the Member
may request that the MPSC reconsider its status six months after approval of its corrective action
plan.

The proposal also provides a means for the MPSC to consider changing the adverse action of
“Member Not in Good Standing” to a “Provisional Reinstatement” of membership status. In
order to accomplish this, the Member must demonstrate to the MPSC that it is in substantial
compliance with OPTN requirements, that the root cause of the violations has been substantially
corrected, and that the Member is in the process of implementing its approved corrective action
plan. The proposal allows the MPSC to consider such requests three months after it has approved
the Member’s corrective action plan. This provision of the proposal specifies that there is no
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10.

11.

12.

additional due process for the Member. Ordinarily a new adverse action would result in some
sort of additional due process. This proposal establishes that there is no additional due process
for the Member unless the MPSC is “arbitrary and capricious” in its decision to deny the change
from “Member Not in Good Standing” to “Provisional Reinstatement.”

The Committee recognized that this proposal would change how the MPSC and the Board of
Directors manage adverse actions, and wanted to be sure that the proposal is in accord with the
Board of Directors’ thoughts. Thus, the Committee supported the following resolution:

** RESOLVED, that the Committee supports the language in the proposal, but requests
that the Executive Committee review the language, and provide an opinion before the
proposal is issued for public comment.

Proposed Modifications to Policy 7.4 “Submission of Organ-Specific Transplant Recipient
Follow-up Form.” (Sponsored by the Operations Committee) The proposed modifications
require transplant centers to report all recipient deaths that occur in the first year after transplant.
After centers are notified of a recipient death, they have two working days to report this
information to the OPTN using the UNet*" system. These data will complement the existing
Patient Safety System data and allow for early monitoring of post-transplant deaths that may be
donor-specific in nature.

The Committee discussed this proposal and suggested that the Operations Committee consider
revising the proposal to from reporting within two working days to within 72 hours in order to
provide more consistency within the Data Submission policies (such as reporting living donor
adverse events).

Pancreas Outcome Analysis Model: During the July 12, 2006, meeting, the Data Subcommittee
discussed the issue of pancreas (including Kidney/pancreas and pancreas after kidney) transplant
program outcome monitoring. A number of committee members suggested that the Committee
consider implementation of pancreas outcome monitoring. In turn, the Committee asked the
SRTR to evaluate potential models and possibilities available for increasing the sample size so
the analytical model could be applied to pancreas programs. Currently the SRTR does publish
outcome data for kidney/pancreas programs but there is no model for the evaluation of pancreas
alone or pancreas after kidney one year outcomes. The Committee understood that some
pancreas programs may still fall below the 10 or more transplants performed threshold, in which
case the Subcommittee will follow the process currently utilized for small volume outcome
reviews for other organs.

During the October 11, 2006, meeting, the Committee was informed that the SRTR was prepared
to begin work to create the model. However, the Committee believed that the Pancreas
Transplantation Committee needed to review the variables, including recipient and donor risk
factors, before the model is developed. The Committee asked the Pancreas Transplantation
Committee to discuss the variables to be included in an outcome analysis model for pancreas
alone, pancreas after kidney, and simultaneous kidney/pancreas transplantation.

Update: During the July 31 — August 2, 2007, meeting, the MPSC was informed that the
Pancreas Transplantation Committee formed a subcommittee to begin discussions with SRTR
representatives regarding the pancreas outcome analysis model.

Number of Days a Program has its Wait List Inactive (But not Membership): During its
January/February meeting, staff presented the Committee with an overview of the programs that
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13.

14.

had periods when the Wait List Program Status field was set to “temporarily inactive” during
2006, but the program had not inactivated its membership status. There were 21 programs
(representing all organs) that had their waitlist set to “temporarily inactive” for 15 or more days.
Seven of these programs had a cumulative waitlist inactive time of greater than 100 days.

The Committee agreed that further review of this data should be performed by the Data
Subcommittee as part of its review of functionally inactive programs. They also recommended
that letters be sent to those programs that currently have their waitlist default set to temporarily
inactive and 15 or more consecutive days have passed. The letter should explain the bylaws
relating to functional inactivity and seek information on the status of the program and its future
plans.

Update: During the July 31, 2007, meeting, the Data Subcommittee discussed the potential to
review active programs with inactive wait lists. Because of the extensive discussions, the
Subcommittee formed a work group to further evaluate and codify a process for reviewing this
metric. The work group includes Drs. Voigt, Steadman, Reyes, and Mr. Gleason. The work
group will convene prior to the next DSC meeting.

MPSC Process Improvement Initiatives: Staff provided the Committee 