
 

 

OPTN/UNOS MEMBERSHIP AND PROFESSIONAL STANDARDS COMMITTEE REPORT 
September 17-18, 2007 

SUMMARY 
 
 
I. 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). 
 

 
II. 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). 
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• 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 UNetsm 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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I. 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: 
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 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.   

 

 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). 

 

 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.   

 

 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). 

 

 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). 

 

 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.   

 

 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. 

 Performance Measures:  Complete a retrospective review of current processes and 

implementation of new performance measures. 

 Initiate the application process for live donor kidney transplantation. 
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 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. 

 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. 

 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. 

 

3. 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: 

 

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

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

consequence. 

 The potential living donor must be free from coercion. 

 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. 
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 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. 

 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. 

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

 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 
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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.  
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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: 

 

 What are the key elements for programs that perform living donor transplants? 

 It is important for the Bylaws to be monitorable, but not overly proscriptive. 

 Independent Donor Advocate (IDA):   

 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. 

 Concern about identifying a person who can be completely uninvolved in transplant 

yet be knowledgeable and able to advise living donors. 

 Should a guideline be developed for the committee to use when evaluating a center‟s 

performance relative to the IDA? 
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 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: 

 Program must have an independent donor advocate (IDA) or an IDA team. 

 Program must develop and comply with written protocols to address all phases of the 

living donation process. 

 Program must have written protocols that include the following elements:   

 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. 

 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: 

 The transplant community does not fully appreciate the OPTN‟s mandate to develop 

living donor policies. 
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 The Bylaws and guidelines proposals are viewed as dictating medical practice, and are 

too prescriptive. 

 The transplant community believes that implementing the Bylaws and guidelines will 

increase costs. 

 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 III, 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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The proposed modifications to the Bylaws that were made following public comment are shown 

below as double underlines and double strikeouts.  Further recommendations received after the 

committee conference call but without time for a final vote are shown as double underline, bold, and 

in italics. 

 

 

Final – Proposal  

Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (2), 

Designated Transplant Program Criteria 

 

 

XIII. Transplant Programs. 

 

A. No changes 

B. No changes 

C (1) No changes 

 

(2)  Living Donor Kidney Transplant Programs that Perform Living Donor Kidney 

Transplantsation. 
 

 A. Living Donor Kidney Transplant Programs 

 

1. Kidney Transplant Programs that Perform Living Donor Kidney Transplantation A Living 

living donor kidney 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.   

 

11



 

 

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  

 

f)) That the center has either an independent donor advocate (IDA) who is a physician, or an 

independent donor advocate team, which includes at least one member who is a physician 

and at least one member who is not involved with the evaluation and decision to 

transplant the potential recipient and who fulfills the duties listed in Section 2 (b) below.   

 

2. 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 description of the duties and primary responsibilities of the IDA or IDA Team 

members as described in 1 (d) above, 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, Section C (17)) to determine decision 

making capacity competency, 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  

contact  and  obtain  follow-up Living Donor Follow-up forms addressing the health 

information 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. 

 
1. A live donor liver transplant center must demonstrate the following:  Liver Transplant 

Programs that Perform Living Liver Transplantsation 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 XIII; and). 

 

(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 XII(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 c) That the center has either an independent donor advocate (IDA) who is a physician, or an 

independent donor advocate team, which includes at least one member who is a physician 

and at least one member who is not involved with the evaluation and decision 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 Transplantsation must demonstrate that 

they have the following 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 description of the duties and primary responsibilities of the IDA or IDA Team 

members as described in 1 (d) above, 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 liver disease;  

 

(b) age appropriate cancer screening;  

 

(c) a radiographic assessment to ensure adequate graft and remnant liver volume as 

well as vascular and biliary imaging to ensure and inflow and outflow is 

preserved in  of the graft and the remnant liver; 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-X) must also be provided to assess decision 

making capacity competency, 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  

contact  and  obtain  follow-up Living Donor Follow-up forms addressing the health 

information 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. 
 

6. 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/UNOS 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 

16



 

 

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. 

 

7. 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 UNetsm.  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. 

 

8. Proposed Modification to Bylaws Appendix B, Section II, 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. 

 

9. 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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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. 

 

10. 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 UNetsm 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). 

 

11. 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. 

 

12. 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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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. 

 

13. MPSC Process Improvement Initiatives:  Staff provided the Committee a status report on the 

MPSC Process Improvement Initiatives.  During the November 2005 Board meeting, the 

Executive Committee and the Board of Directors directed the MPSC to form a work 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.  This Work Group, in 

conjunction with the MPSC, has met now completed five of its six goals as outlined below. 

 

Completed: 

 The establishment of a confidential communication line directly to UNOS for individuals 

wishing to divulge sensitive information; 

 Consideration of procedures that would improve the timeliness of required compliance 

with corrective action, site visit action plans, and MPSC review, along with requirements 

that failure of a center to meet timelines would prompt immediate consideration of 

adverse action; and the same would apply to instances of dishonesty in the provision of 

information or failure to adhere to representations in documents submitted; 

 A Bylaw requiring members to notify the OPTN of reviews and adverse actions taken 

against them by other organizations; 

 A Bylaw requirement specifically defining what constitutes onsite availability of 

transplant surgeon and physician coverage; 

 Consideration of a bylaw that would prohibit a physician or surgeon who has been a 

primary focus in assessing activity leading to an adverse action, which involves loss of 

membership of a program or a center to not be permitted to be primary physician or 

surgeon at another UNOS approved program. 

 

Still under Development: 

 Bylaws that enable the MPSC to determine how organ acceptance/turndown rates and 

deaths on the waiting list will be evaluated and incorporated into the standard  elements 

of center performance in addition to patient and graft survival (work on this proposal 

continues in development and an update is provided in Item 5 above.) 
 

14. Goals for Bylaws Rewrite:  Staff updated the Committee on one of the new goals established for 

the committee by the President: the re-write of the existing Bylaws.  The purpose of the revision 
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is to improve clarity regarding member rights and responsibilities, and OPTN/UNOS 

responsibilities.  Clarity will be achieved by the use of plain language and logical organization of 

the content.  

 

15. Review of Event under Policy 7.3.3 (Submission of Living Donor Death and Organ Failure Data):  

The Committee was updated on the status of events surrounding a live donor death that was 

reviewed under Policy 7.3.3.  This Policy requires these reviews to ensure that there are no 

patient safety concerns or associated policy violations when a living organ donation results in an 

adverse outcome for the donor.  If corrective actions are required, they would be stated in the 

findings, and reported to the Board of Directors. 

 

Utilizing the Committee Management System, a Subcommittee of the MPSC initially reviewed a 

case involving the death of a living kidney.  They concluded that no further action was required in 

this case as there was not any evidence of policy violations and patient safety issues were not 

exposed.  This issue was placed on the consent agenda for the August MPSC meeting.  There 

being no request to remove this issue from the consent agenda the full Committee supported the 

findings of the Subcommittee.  The report will also be disseminated to the Living Donor 

Committee and to the center where the event occurred. 

 

16.  Content of Patient Acceptance Letters:  During its February 2007 meeting, the Committee 

recommended that the Board approved changes to the Bylaws that further described program 

coverage.  The Committee agreed to ask the Patient Affairs Committee to explore the feasibility 

of implementing the oversight component relating to program coverage, by having the OPTN 

provide a letter for the transplant patients, that the center will in turn provide to each patient 

when they are wait listed, along with the acceptance letter.  The Committee envisioned that this 

letter would reference the web sites to find center data, state the patient‟s ability to seek care at 

other centers, and include the patient hotline number and information about patient rights.  It was 

suggested that the letter should come from the OPTN/UNOS as an oversight organization rather 

than the center itself and that the acceptance letter must reference the OPTN letter as an 

enclosure.  The Committee agreed that this project should be referred to the Patient Affairs 

Committee for further development since it parallels a similar Committee project regarding 

patient notification. 

 

Update:  During its August meeting, the Committee was informed that the Patient Affairs 

Committee had considered the Committee‟s request.  An excerpt of its response is provided 

below: 

 

“…  The Committee agreed that the OPTN/UNOS letter should be written clearly and simply 

to accommodate the needs of a wide variety of literacy levels.  Members also supported 

articulating the role of the OPTN/UNOS and the type of assistance provided by UNOS 

Patient Services staff. 

 

There was discussion surrounding the possibility of including the patient services hotline 

number within this separate OPTN/UNOS letter versus the centers‟ patient acceptance letter 

to avoid confusion regarding this service.  The Committee also discussed the benefits of 

potentially including information regarding how patients can vote on OPTN/UNOS policy 

proposals.  Members Michelle Crossley and Lynn Martin agreed to serve as Committee 

representatives to follow up on this agenda item.” 
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17. 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. 

 

** RESOLVED, that the Committee accepts those program specific determinations made 

during the meeting as UNOS recommendations.  FURTHER RESOLVED, that the 

Committee also accepts the recommendations made relative to Bylaw and Policy 

changes. 

 

The Committee voted 25 For, 0 Against, 0 Abstentions. 
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Attendance at the Membership and Professional Standards Committee Meeting 

July 31 – August 2, 2007 

 

 

NAME POSITION ATTENDED  

Robert S Higgins MD,MSHA Chair X 

Carl Berg MD Vice Chair X 

Paul Morrissey MD Regional Rep. X 

Lynt Johnson MD Regional Rep. X 

George Loss Jr., MD, PhD Regional Rep. X 

John Goss MD Regional Rep.   

Chris Freise MD Regional Rep. X 

Jorge Reyes MD Regional Rep. X 

Yolanda Becker MD, FACS Regional Rep. X 

Michael Voigt MD Regional Rep. X 

Patricia Sheiner MD Regional Rep. X 

Lynn Driver CPTC Regional Rep. X 

Tim Brown At Large X 

Jonathan Chen MD At Large   

Niloo Edwards MD At Large X 

James Gleason At Large X 

Julie Heimbach MD At Large X 

John Herre MD At Large X 

Donald Hricik MD At Large X 

John Lake MD At Large X 

Geoffrey Land PhD At Large X 

Richard Luskin MPA At Large X 

Jill Maxfield RN, CPTC At Large X 

Patricia McDonough RN, CPTC, 

CCTC At Large X 

Brendan McGuire MD At Large X 

Jennie Perryman RN, PhD At Large X 

Fuad Shihab MD At Large   

Randall Starling MD, MPH At Large X 

Randolph Steadman M.D. At Large X 

David Weill MD At Large   

James Burdick MD Ex Officio   

Renee Dupee Esq. Ex Officio X 

Christopher McLaughlin Ex Officio X 

Charlotte Arrington MPH SRTR Liaison X 

Douglas Schaubel Ph.D. SRTR Liaison   

Tempie Shearon SRTR Liaison   

Robert Wolfe Ph.D. SRTR Liaison X 
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NAME POSITION ATTENDED  

Sally Aungier Committee Liaison X 

Doug Heiney Support Staff X 

Elizabeth Coleburn Support Staff X 

Jerry DeSanto Support Staff X 

Rosey Edmunds Support Staff X 

Leah Edwards, Ph.D. Support Staff X 

Mary D. Ellison, Ph.D. Support Staff X 

Alex Garza Support Staff X 

Suzanne Gellner JD, CHC Support Staff X 

Walter K. Graham Support Staff X 
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EXHIBIT M– 1 

Proposed Modifications to the Living Donor Requirements 

BRIEFING PAPER 

 

1. Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (2) Kidney Transplant 

Programs that Perform Living Donor Kidney Transplantation. (Membership and Professional Standards 

and Living Donor Committees). 

 

2. Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (4) Liver Transplant 

Programs that Perform Living Donor Liver Transplants (Membership and Professional Services and 

Living Donor Committees). 

 

For the purposes of this document Proposals 1 and 2 have been combined into a single briefing paper.  Except for 

the Medical Evaluation section, the language in these proposals is nearly identical.  Many of the commenter‟s 

submitted the same comment on each proposal or commented on one with a reference to the other. 

 

 

I. SUMMARY/PERFORMANCE OBJECTIVE - AIM 
These proposals 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. 

 

II. BACKGROUND AND SIGNIFICANCE 

 

GOALS: 

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 potential 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 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: 

 

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

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

 The potential living donor must be free from coercion. 

 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. 

 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. 

 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. 

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

 The living donor will be given appropriate medical care until recovered from the donation procedure. 
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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 Director‟s 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.  These guidelines were approved by the Board of Director‟s 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 4 to this Exhibit. 

 

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 
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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.  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 main 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: 
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 What are the key elements for programs that perform living donor transplants? 

 It is important for the Bylaws to be monitorable, but not overly prescriptive. 

 Independent Donor Advocate (IDA):   

 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. 

 Concern about identifying a person who can be totally uninvolved in transplant yet be knowledgeable 

and able to advise living donors. 

 Should a guideline be developed for the committee to use when evaluating a center‟s performance 

relative to the IDA? 

 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 THE Bylaws, Appendix B, Attachment I, Sections XIII, 

C (2) and (4) for public comment. 

 

III. POLICY PROPOSAL 

 

The proposed requirements for centers that perform living donor transplant included the following concepts: 

 Program must have an independent donor advocate (IDA) or an IDA team. 

 Program must develop and comply with written protocols to address all phases of the living donation process. 

 Program must have written protocols that include the following elements:   

 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. 

 Program must have written protocols for informed consent for the donor evaluation process and informed 

consent for the donor nephrectomy. 
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The proposed modifications to the Bylaws are shown below as single underlines and strikeouts. 

 

Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII,  

C (2), Kidney Transplant Programs that Perform Living Donor Kidney Transplantation. 

 

 

 

XIII. Transplant Programs. 

 

A. No changes 

B. No changes 

C(1) No changes 

 

(2)  Living Donor Kidney Transplant Programs that Perform Living Donor Kidney 

Transplantation. 

 

 A. Living Donor Kidney Transplant Programs 

 

1. Kidney Transplant Programs that Perform Living Donor Kidney Transplantation A Living 

living donor kidney 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.   

 

d) That the center has either an independent donor advocate (IDA) who is a physician, or an 

independent donor advocate team, which includes at least one member who is a physician 

and at least one member who is not involved with the evaluation and decision to 

transplant the potential recipient.   
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2. Kidney Transplant Programs that Perform Living Donor Kidney Transplantation must 

demonstrate 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 description of the duties and primary responsibilities of the IDA or IDA Team 

members as described in 1 (d) above, 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, Section C (17)) to determine competency, 

screen for any pre-existing psychiatric illness, and/or any potential coercion.   

 

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 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;  

 

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

obtain follow-up health information on each living donor at 6 months, one-year, and 

two-years post donation.  

 

 

2. Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (4) Liver Transplant 

Programs that Perform Living Donor Liver Transplants  

 

 

XIII. Transplant Programs. 

 

A. No changes 

B. No changes 

C (1) – (3) No changes 

 

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

1. A live donor liver transplant center must demonstrate the following: 

1. Liver Transplant Programs that Perform Living Liver Transplantation 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 XIII; and) 

 

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 XIII (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) That the center has either an independent donor advocate (IDA) who is a physician, or an 

independent donor advocate team, which includes at least one member who is a physician 

and at least one member who is not involved with the evaluation and decision to 

transplant the potential recipient.   

 

2. Liver Transplant Programs that Perform Living Liver Transplantation must demonstrate the 

following 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: 
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i) a description of the duties and primary responsibilities of the IDA or IDA Team 

members as described in 1 (d) above, 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 liver disease;  

 

(b) age appropriate cancer screening;  

 

(c) a radiographic assessment to ensure adequate graft and remnant liver 

volume as well as vascular and biliary imaging to ensure inflow and 

outflow is preserved in the graft and the remnant liver.   

 

(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-X) must also be provided to assess 

competency, screen for any pre-existing psychiatric illness, and any 

potential coercion.   

 

b)  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 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:   

 

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

follow-up health information on each living donor at 6 months, one-year, and two-years 

post donation. 

 

3. 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 
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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. 

 

 

POLICY PERFORMANCE MEASURES 

 

Transplant hospitals that intend to perform living donor transplants will need to complete an application that 

demonstrates how the applicant center meets the requirements.  The applicant will also be responsible for submitting 

an application whenever there is a change in key personnel. The questions in the existing applications and surveys 

(e.g. applications for new programs, reactivation, and key personnel changes, staffing surveys, and Outcomes and 

Activity Surveys) that are relative to living donor programs will be changed to incorporate the concepts outlined in 

the modified Bylaws.  The staff and the MPSC will review the responses as part of the evaluation process. 

 

Hospitals that do not already have written protocols for the all phases of the living donation process including 

medical evaluation and informed consent will need to formalize their protocols in writing.  These protocols will 

need to address at a minimum the elements specified in the final proposal. 

 

RESOURCE ANALYSIS 

 

OPTN policy development and implementation focuses on cost and resource efficiency.  To give the Board of 

Directors reasonable expectations regarding the resources that will be required by policy proposals, we need to 

assess the resources associated with the implementation, compliance, and maintenance of a policy.  

 

During the public comment process input was sought to help determine how the proposed policy will affect the 

following groups:  

 

 OPTN/UNOS Committee(s) 

 Transplant Hospitals, OPOs, and Histocompatibility Laboratories 

 Candidates, Recipients, and Donors  

 

Members were also asked to consider how the policy will affect the staff involved in policy development and 

implementation.  Such effects might include changes in data submission obligations and changes in operational 

and/or staffing needs that will occur as a result of the policy.  The change could be either an increase or decrease in 
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these obligations or needs, depending upon the particular proposal and its objective.  Understanding expected 

change in both directions is important.  

 

This information is used to prepare the resource assessment that will be presented to the Committee(s) originating 

the proposal, Policy Oversight Committee, and Board of Directors.  

 
 

 

IV.  SUMMARY OF PUBLIC COMMENTS 

 

Proposal 1 

 

Proposed Modifications to THE Bylaws, Appendix B, Attachment I, Section XIII, C (2) Kidney 

Transplant Programs that Perform Living Donor Kidney Transplantation. 

 

 

A. Individual Comments:  

As of 8/11/2007, 48 responses have been submitted to UNOS regarding this policy proposal. Of these, 33 

(68.75%) supported the proposal, 8 (16.67%) opposed the proposal, and 7 (14.58%) had no opinion. Of the 

41 who responded with an opinion, 33 (80.49%) supported the proposal and 8 (19.51%) opposed the 

proposal. Comments on the proposal received to date are as follows: 

 

 

Comment 1: 

Vote: Oppose 

Date Posted: 07/23/2007 

Our center takes great pains to make sure the donor physicians/RNs/MSWs are NOT the persons who saw 

the recipient BUT the recip may have been evaluated months or years prior to a donor coming 

forward...and the donors' physicians very well may have been at our selection committee and heard the 

recipient being presented. It will be logistically difficult to make sure they were not in that portion of the 

process. Unless you insist on an internist or family practice MD seeing the donor...and we feel a 

nephrologist and transplant specialist know better than anyone the risks the donor is taking 

 

Committee Response:  The intent of the proposed bylaw modification is to ensure the independent donor 

advocate (IDA) or IDA team (IDAT) serves the best interest of the potential donor and is someone who is 

“not involved with the evaluation and decision to transplant the potential recipient.”  We did not intend that 

the IDA/IDAT have no knowledge of a potential recipient, but rather that they not be involved directly with 

the care of the potential recipient.  The proposal has been amended to say that the center must have an 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 Conditions of Participation 

(COP) for Medicare approved programs that were issued in March 2007, by the Department of Health and 

Human Services (DHHS).  

 

Comment 2: 

Vote: Oppose 

Date Posted: 07/13/2007 

That the IDA team, who in most cases I have only minimal and preoperative contact with the donor would 

be a better protector of the potential donor's interests and health than the donor surgeon who commits to 

care for the donor in perpetuity and the transplant program that commits to follow the donor, also in 

perpetuity, is hard to imagine. If this provision is intended to address a specific problem, it could probably 

be done better at some other way. If this is felt to be a good idea in principle only, I respectfully disagree. 

Under circumstances in which any of the participants -- donor, recipient, physicians, surgeons, 

coordinators, social workers, psychiatrists, etc. – have concerns, they showed, as we have done in the past, 

take the council over the hospital ethics committee. 
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Committee Response: as above, the policy is intended to serve the best interest of the potential donor and 

was developed considering many existing documents, such as the ACOT guidelines to ensure at least one 

member of the team is not also primarily responsible for the care of the potential recipient and therefore 

may have issues of objectivity.  The subcommittee is not responding to any specific event, but rather to 

amend existing bylaws in order to facilitate OPTN/UNOS oversight of living donor transplantation in 

accordance with the HRSA directive. 

The proposal has been amended to say that the center must have an 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.   

 

Comment 3:  

Vote: Oppose  

Date Posted: 08/08/2007  

These comments were compiled by Benjamin Hippen, M.D., on behalf of the Division of Transplantation, 

Carolinas Medical Center and the Metrolina Transplant Clinic in Charlotte, North Carolina. We have 

several concerns about the proposals regarding the evaluation and follow-up of living donors. Please note 

that the comments that follow refer to and apply to all of the proposed modifications.  

1. There is insufficient justification for the proposed regulations. The proposed regulation is predicated on 

the assumption that safeguards for donors under the current system are inadequate. The assumption begs 

the central question. System failure to provide adequate donor protection must be proved, not assumed. No 

data are provided to support an argument for system-wide inadequacy.  

 

2. There is insufficient justification for an independent donor advocate (IDA), or independent donor 

advocate team (IDAT). Section 1(d) requires that an Independent Donor Advocate Team be formed, and 

that at least one of the members be a physician who is “…not involved with the evaluation and the decision 

to transplant the potential recipient.”  Typically, transplant centers present donor and recipient evaluations 

to a transplant conference.  Formally or informally, every physician and surgeon a transplant center is 

“involved,” however tangentially in the decision to accept every recipient. Section 1 (d) does not specify 

what constitutes “involvement.”  Should 1 (d) require a physician who otherwise does not currently serve 

on the transplant team, it might require service from a willing, former (perhaps retired?) transplant 

physician or a physician whose area of expertise does not include the medical, surgical or psychological 

evaluation of living donors. Up-to-date competence and willingness may be problematic in either case. 

Requiring a third-party not trained and experienced in the nuances of the evaluation of donors from a 

medical, surgical and/or psychosocial perspective, notwithstanding whether or not the third-party is a 

licensed physician, is no service at all to living donors.  

 

3. On what basis would the IDA/IDAT determine what is in the best interest of a living donor? Would it do 

its own independent medical, surgical, social, psychological, assessment? If not, how could its judgment 

reasonably rival, in quality and competence, the detailed assessment made by the transplant center? 

Suppose that the donor and the evaluating transplant physicians disagree with the judgment of the IDA 

team, how would the disagreement be managed w/o making the IDA a judge in its own quarrel? It would 

appear that beyond fulfilling the (to be determined!) regulations governing the abstract requirements of 

2(b)(i) (a) – (c), the IDA team has absolutely no accountability.  

 

4. Section 2 (b)(i)(c)(iv) affirms the general principle that “…the donor is doing this [donating] voluntarily 

and for no personal medical benefit.” But this conflicts with requiring the Center to “…provide the 

potential donor with information regarding the (personal) benefit and (personal) need for follow-up.” In so 

far as the Center emphasizes personal benefit from follow-up, it is a prima facie violation of the 

proscription of “valuable consideration” for donation elucidated in the National Organ Transplant Act. 

 

5. Section 2 (c) (v) stipulates that the transplant center“…is required, at a minimum, to contact and obtain 

follow-up health information at 6 months, 1 year, and 2 years post-donation.” Section O. under “Donor 

evaluation” (p. 29) seems to require that donors agree to post-donation follow-up as a condition of 

permission by the IDA to be a donor. These sections place an obligation not only on transplant centers, but 

by extension on the donor‟s primary care physician (assuming the donor‟s PCP does not work for the 

transplant center, a common occurrence) and the donor. In addition to the costs in the donor‟s time, 
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physician‟s time, laboratory testing, reporting and tracking, this Bylaw presumes that the donor will not 

decline to present for such evaluations or ongoing testing. UNOS has no moral or regulatory authority to 

require donors to undergo testing/evaluations if the donors choose not to engage it, and transplant centers 

cannot plausibly be held accountable for the autonomous, competent choices of donors post-donation. 6. 

The mandated time frame of 2 years follow-up is arbitrary and without foundation in either evidence or 

common sense: The salient concerns regarding the outcomes of living donors are hardly foreclosed after 

examining two years of follow-up.  

If UNOS desires data about the practice of living donation, it should request funding for a well-designed, 

adequately powered study, which provides for the voluntary, lifelong follow-up of living donors, preferably 

by a general or transplant nephrologist.  

See also comments under Proposals 3 and 4. 

 

Committee Response:  

Item 1.  The justification for the proposed modifications to the Bylaws 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.  

 

Item 2 & 3:  See response to Comment 2 above.  Additionally, it should be noted that the requirement is for 

the program to develop a protocol that includes the minimal elements.  It will be up to each center to 

develop specific protocols for addressing the questions raised in this comment. 

 

Item 4:  The Committee disagrees.  Providing “the potential donor with information regarding the 

(personal) benefit and (personal) need for follow-up” is not same as valuable consideration.  Centers would 

be expected to provide standard post-operative care to patients who were living donors.   

 

On September 18, 2006 UNOS issued a position statement: “Kidney Paired Donations, Kidney List 

Donations and NOTA § 301,” which addressed the interpretation of “valuable consideration.” 

 

“Valuable consideration” under NOTA § 301 is a monetary transfer or a transfer of valuable property 

between donor, recipient and/or organ broker in a sale transaction.  It is not familial, emotional, 

psychological or physical benefit to the organ donor or recipient, all of which attach equally to the 

“living-related kidney transplants” in yesterday‟s terminology and to the multi-party kidney paired 

donations, kidney list donations and similar innovative and highly beneficial living donation 

arrangements of today and tomorrow.  There is no “valuable consideration” under NOTA § 301 in 

any of these living donation arrangements.  The donor receives none, the recipient gives none and 

none is transferred to a broker.  In fact, there is no “consideration” at all in a living organ donation 

arrangement because the donation is a “gift” as will be explained below…” 

A complete copy of this position statement can be found at http://www.unos.org/living_donation.asp 

 

Item 5:  The Committee disagrees with that statement that the proposal “requires that donors agree to post-

donation follow-up as a condition of permission by the IDA to be a donor.”  The proposal states that the 

center must have a protocol for informing the patient of its obligation to report follow up health information 

but does not describe any specific protocol for obtaining the information.  The Committee has modified the 

language in this element to make it clearer that this information correlates to the Living Donor Follow-up 

Form which is required in the Data Submission Policies.   
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In response to this commenter‟s concerns regarding scope of data submitted, the Committee pointed out 

that following a period of development and public comment, the Board of Directors approved 

modifications to the following Data Submission Policies in June 2007: 

 Policy 7.1.5 (Reporting Definitions).  The follow-up period for living donors was changed 

from one year to a minimum of two years. 

 

 Policy 7.3.2 (Submission of Organ Specific Transplant Recipient Registration Forms and 

Submission of Living Donor Registration Forms) was amended to state that the “The recipient 

transplant center must submit LDF forms for each living donor at six months, one year and two 

years from the date of donation.” 

 

Options for living donor status on the LDF form are as follows:  

(1) Living: Donor seen at transplant center;  

(2) Living: Donor status updated by verbal or written communication between transplant 

center and donor; 

(3) Living: Donor status updated by other health care facility; 

(4) Living: Donor status updated by transplant recipient 

(5) Living: Donor contacted, declined follow up with transplant center; 

(6) Dead;  

(7) Lost: No attempt to contact donor; and 

(8) Lost: Unable to contact donor (document)  

If item 8 (Lost: Unable to contact donor) is selected, the transplant center will be asked to 

document their efforts to contact the donor.   

Changes to the LDR form will provide: 

(1) the date of and the living donor‟s status during the most recent contact between the donor 

and the recipient transplant center; and 

(2) whether living donor organ recovery and transplant of that organ occurred at the same 

center. 

 

These policies fulfill an OPTN contractual obligation to collect information on all living donors at the time 

of donation and for at least two years after the donation.  The two-year Living Donor Follow-up (LDF) 

form includes the same data elements that have been collected at one-year post donation.  The longer 

follow-up period will provide valuable information on the experience, safety, and health implications for 

living donors.  Transplant center compliance with living donor follow-up is especially important since no 

alternative source of data exists.   

 

This additional data collection is in accordance with the OPTN Principle of Data Collection to “ensure 

patient safety when no alternative sources of data exist.”   The “operational statements for data collection” 

approved by the Board in December 2006, also state that (1) the OPTN will only collect data that is 

contracted by HRSA, and (2) that data for specific populations (e.g., Living Donors) may constitute 

exceptions to the Principles of Data Collection.  There are currently no other sources of data for living 

donors that would allow the OPTN to meet this contractual requirement.  

 

Comment 4:  

Vote: Oppose  

Date Posted: 07/13/2007 

To mandate a IDA for a procedure that has been performed since 1954 is unwarranted. The documentation 

required is excessive and will be very expensive. Who pays for it??  

 

Committee Response:  See response to Comment 1 

 

Comment 5:  

Vote: Oppose  

Date Posted: 08/10/2007 

Too prescriptive. Need to follow due process.  See ASTS comments  
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Committee Response: See Response to Comment 16 

 

 

Comment 6:  

Vote: Support  

Date Posted: 08/07/2007  

First of all, would like to thank the MPSC and the Living Donor Committee members who worked on these 

proposals--especially the living donors who served as the „voice‟ for donors and persisted in completion of 

this work. In light of the 2007, CMS Rules and Regulations for Transplant Programs; the Final Rule, the 

primary goal for all programs doing any type of living donor surgery should be to set forth policies and 

procedures consistent with the new federal legislation including the mandate for an independent donor 

advocate or an independent donor advocate team. The CMS Final Rule established lines for authority from 

the Sec to CMS to the OPTN noted as a membership organization whose role is to establish policy and 

monitor for policy compliance. If the goal is to establish minimum criteria for the surgeon(s) performing 

living donor nephrectomy,  

I do not expect that all 240 programs will meet the requirements. However, this policy is needed to create 

'standard level of quality' and be consistent with the Bylaws. Failure to develop living donor policies not 

only violates the HRSA mandate for the OPTN to develop policy on behalf of living donors, but would fail 

to ensure adequate donor care and demonstrate surgical expertise. As the policy reads "The proposed 

requirements for centers that perform living donor transplants (kidneys) include the following:  1. IDA--this 

is not duplication since is mandated under new CMS Rules and Regulations for Transplant Programs     2. 

Develop and comply with written protocols not only for the medical evaluation but the informed consent--

again not duplication since CMS surveyors will audit for this information. This is consistency in 

expectations and policy language.  

I support the changes and modifications to the designated transplant program criteria. In good conscience, 

not sure how any program could disagree. In order to be consistent with the 2004 Board vote, centers 

performing Living Donor Kidney Transplantation need to complete their application to demonstrate how 

will comply. The proposal is clear--this is not new information. This proposal puts forth the steps needed to 

be a designated Live Donor Kidney Program--and is consistent with the CMS Regs.  CMS will look to the 

OPTN for leadership as a membership organization; and for policies & procedures and data as they stated 

on the Federal Register. As a living donor advocate group, we educate potential donors. This information is 

invaluable in that is does set a community standard (even if at a minimum.) Not only have the new CMS 

Rules & Regs put forth language on behalf of donors, so has the OPTN> Thank you.   

 

Committee Response: 

No Committee response; comment in support of proposal. 

 

Comment 7: 

Vote: Support 

Date Posted: 07/16/2007 

I strongly support all parts of this proposal that are designed to protect the rights of our patients. 

 

Committee Response:  No Committee response; comment in support of proposal. 

 

Comment 8: 
Vote: Support 

Date Posted: 07/13/2007 

Most of proposal is already in place with CMS guidelines, and is acceptable. I do question the usefulness of 

requiring the donor advocate to be a physician who is experienced in living donation, but not part of the 

transplant team?! We educated an internist on the donor evaluation, contraindications, etc to assist in this 

process and found that NOT very useful- they approved individuals who were clearly not suitable by the 

standards used by transplant team. I do not favor requiring a physician because I believe the transplant 

physicians are best qualified to make the determination- it will add nothing. 
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Committee Response: 

The committee recognizes the deviation from CMS certificate of participation in requiring that centers who 

have only a single independent donor advocate (rather than a team) have a physician in that role.  This 

concept was initially proposed due to the recognition that some small centers may not have enough 

members to constitute a team (of which, under the proposed policy, only one member must be independent 

of the decision to transplant the potential recipient).   The proposal has been amended to say that the center 

must have an 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.   

 

Comment 9: 

Vote: Support 

Date Posted: 07/13/2007 

Need to clarify if the Psychosocial eval can be done by the same person that does the recipient eval? 

 

Committee Response:  The psychosocial evaluation for the donor and recipient can be done by the same 

person, as long as that person is not serving as a member of the IDA team, and is independent of the 

evaluation and decision to transplant the potential recipient.    

 

Comment 10: 

Vote: Support 

Date Posted: 07/14/2007 

The bylaws in effect are on point. Evaluation, consent, and follow-up play a major role in transplant 

activity. 

 

Committee Response: 

No Committee response; comment in support of proposal. 

 

 

Comment 11:  

Vote: Support  

Date Posted: 08/10/2007   

The requirements related to the IDA team is very confusing and problematic especially a physician and a 

person not connected to the transplant. It is hard to have someone who is not connected to the Transplant to 

have the adequate knowledge to participate in any decision making process. Their impact on the process 

may therefore be minimal.  The guidelines related various assessments are clearly laid out and I don't see 

the additional contribution made by this person.  Besides this also adds another expense to the TX hospital.   

Re: qualifications of donor surgeon: - they should perform 10 donor nephrectomies. Nephrectomies for 

other causes due to diseased kidneys should not be acceptable  

 

Committee Response:  See response to Comment 1 regarding the IDA.  The Committee pointed out that the 

donor surgeon requirements were approve in June 2004, and are not newly proposed Bylaw amendments. 

 

Comment 12: 

Vote: Support 

Date Posted: 07/21/2007 

Will renal programs currently performing LD transplants be required to reapply or will they be 

grandfathered in? 

 

Committee Response:  Existing renal programs that perform living donor transplants will be required to 

apply and document they have the existing components of the Bylaws, Appendix B, Attachment I.  The 

process will be similar to the process undertaken during the last 2 years by existing liver programs that also 

perform living donor transplants.  The proposed modifications to the Bylaws new elements that would also 

be required for centers to be approved to perform living donor transplants. 
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Comment 13:  

Vote: Support  

Date Posted: 08/10/2007  

XIII C (2) a (1) d living donor transplant "at least one member who is not involved with the transplant 

evaluation" member should be physician.  

 

Committee Response:  

See response to Comment 11. 

 

Comment 14:  

Vote: Support  

Date Posted: 08/11/2007 

 XIII. C. 2. c)  Please consider adding as a minimum requirement that a "plain language" description of the 

written description of the donor evaluation and nephrectomy will provided.  

Also, perhaps as a consideration for the future, UNOS could provide sample templates for the required 

written protocols to further ensure consistency and quality of living donor programs across the US.  

 

Committee Response: This comment has been referred to the Living Donor Committee which is developing 

the “Guidelines for the Consent of Living Donors.” 

 

Comment 15 

Vote:  Oppose 

Date Received: 8/10/2007 

The additional donor follow up and testing is a great idea and we currently recommend that all of our living 

donors have annual follow up, however, there is no financial support for this follow-up 6 month after 

donation. Of note, we currently have difficulty getting living donors to come back after their 2 week check, 

and anticipate even more difficulty with compliance as outlined in the guidelines, particularly if it's the 

donors financial responsibility. [Proposals 1, 2, &4] 

 

Committee Response:  See response to Comment 3, Item 5 

 

Comment 16 

Vote- not stated 

Date Received: 8/10/2007 

 

See attached letter from ASTS.  Only those comments that relate to the Proposal 1 and/or 2 are addressed in 

this Briefing Paper. 

 

Concerns related to Process: 

 Principles of Data Submission were not considered in the development of these proposals: 

 

Committee Response:  These policies fulfill an OPTN contractual obligation to collect information 

on all living donors at the time of donation and for at least two years after the donation.  The two-

year Living Donor Follow-up (LDF) form includes the same data elements that have been collected 

at one-year post donation.  The longer follow-up period will provide valuable information on the 

experience, safety, and health implications for living donors.  Transplant center compliance with 

living donor follow-up is especially important since no alternative source of data exists.   

 

This additional data collection is in accordance with the OPTN Principle of Data Collection to 

“ensure patient safety when no alternative sources of data exist.”   The “operational statements for 

data collection” approved by the Board in December 2006, also state that (1) the OPTN will only 

collect data that is contracted by HRSA, and (2) that data for specific populations (e.g., Living 

Donors) may constitute exceptions to the Principles of Data Collection.  There are currently no 

other sources of data for living donors that would allow the OPTN to meet this contractual 

requirement.  
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 OPTN members did not have an opportunity to comment on the current living donor requirements. 

 

Committee Response:  The original requirements were developed by the Living Donor Committee 

with input from the MPSC, Kidney Transplantation Committee, and the Liver and Intestinal Organ 

Transplantation Committee.  The current requirements were initially circulated for public comment 

March 14, 2003, through April 30, 2003.  After reconsideration by the committee, the liver 

requirements were approved by the Board of Directors in November 2003, and the kidney 

requirements were approved in June 2004.  Additional amendments to the living donor liver bylaws 

were considered in a public comment period lasting from May 19 – July 18, 2006.  These changes, 

which instituted a conditional pathway, were approved by the Board of Directors in September 

2006. 

 

 Duplication and Differences with CMS Regulations: 

Committee Response: OPTN requirements apply to all transplant programs whereas CMS 

requirements only pertain to those that are Medicare certified or seeking Medicare certification.  

Programs that are not Medicare certified should not have to meet lesser standards.  The 

Committees recommended aligning the requirements wherever possible. 

 IDAT – See response to comment 3 above 

 Required 2 year follow up for living donors – See response to comment 3 above. 

 

In addition to the concerns raised in the ASTS letter dated August 9, 2007, the Living Donor Work Group 

considered the comments that were shared by ASTS Committee members (who also sit on this Work 

Group)  regarding living donor kidney transplantation qualifications with respect to laparoscopic and open 

donor nephrectomies.  Dr. Andy Klein, a member of the Work Group, as well as the Chair of newly formed 

ASTS Ad hoc Committee on Living Donation, accepted the Work Group‟s response that it would be happy 

to entertain recommendations from the ASTS regarding this issue once they are developed by the ASTS 

committee.  The Work Group observed that any such recommendation would need to be considered by the 

appropriate OPTN/UNOS Committees and that proposed modifications to the bylaws would then need to 

be circulated for public comment. 

 

Comment 17 

Vote: Not specified in letter 

Date Received: 8/10/2007 

 

See attached letter from UPenn. 

Only those comments that relate to the Proposal 1 and/or 2 are addressed in this Briefing Paper. 

 

Institution supports the proposals that require “each center to develop and comply with its own living donor 

protocol(s) in order to ensure donor safety.”  The center further indicates that it supports the adoption of 

“required model elements.”  Furthermore, the institution supports “a policy that mandates that centers have 

a detailed protocol for evaluation, and that the protocol be followed, but not to require specific tests or 

studies.” 

Committee Response:  The Committee believes that the proposed Bylaw language accomplishes these 

recommendations. 

 

Comment 18:  

vote: Support  

Date Posted: 08/13/2007  

These minimum standards, if uniformly applied and enforced, will resolve long standing challenges to 

wider and deeper public acceptance of and confidence in living donor transplantation in the United States.  

 

Committee Response: 

No Committee response; comment in support of proposal. 
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Comment 19:  

vote: Oppose 

Date Posted: 08/13/2007  

The IDA team is onerous, particularly for simultaneous kidney pancreas. While you say it can be a 

physician alone, every kidney donor will see a social worker for the psycho-social evaluation. That person 

either must be a member of the IDA team. On page 26 you then stipulated “it least one member or the 

IDAT team must be entirely independent of the transplant provider. That‟s a […] concept, but where are 

providers supposed to find such individuals to devote hours of their time to advocate for living donors? If 

they request compensation who will pay? 

 

Committee Response:  See response to Comment 1 
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SUMMARY OF PUBLIC COMMENTS – PROPOSAL 2 

 

Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (4) Liver Transplant 

Programs that Perform Living Donor Liver Transplants  

 

 

Individuals Comments: 

 

As of 8/11/2007, 47 responses have been submitted to UNOS regarding this policy proposal. Of these, 30 

(63.83%) supported the proposal, 5 (10.64%) opposed the proposal, and 12 (25.53%) had no opinion. Of 

the 35 who responded with an opinion, 30 (85.71%) supported the proposal and 5 (14.29%) opposed the 

proposal. Comments on the proposal received to date are as follows: 

 

 

Comment 1:  

Vote: Oppose  

Date Posted: 08/13/2007  

Should be more street with safety. Section c, 4, 2, b, ii focuses on liver, cancer, competency. A whole 

evaluation must done of cardiovascular and pulmonary because this is a major endeavor.  

 

Committee Response:  

The minimal elements that must be addressed in the protocol are delineated in the Bylaws; however, the 

center may develop more detailed medical evaluation requirements. 

 

Comment 2: 

Vote: Oppose 

Date Posted: 07/13/2007 

To mandate an IDA for a procedure that has been performed since 1954 is unwarranted. The documentation 

required is excessive and will be very expensive. Who pays for it?? 

 

Committee Response: 

Same comment as #4 under the kidney proposal.  See that Committee Response. 

 

Comment 3:  

Vote: Oppose  

Date Posted: 08/10/2007 

Too prescriptive.  Need to follow due process.  See ASTS comments  

 

Committee Response:  

Same comment as #5 under the kidney proposal.  See that Committee Response. 

 

Comment 4:  

Vote: Support  

Date Posted: 08/07/2007  

Again, support since is meant to mirror the language of Live Donor Programs. Support these additional 

bylaws to ensure essential elements for the liver lobe donor. The committee members obviously saw this 

information as 'essential'--I would expect the same from the transplant community at large.   

 

Committee Response:  

No Committee response; comment in support of proposal. 

 

Comment 5:  

Vote: Support  

Date Posted: 08/10/2007 

 Similar to what I said above (Comment 11) 
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Committee Response:  

See Committee response to Comment 11 under the Kidney proposal 

 

 

Comment 6:  

Vote: Support  

Date Posted: 07/14/2007  

The bylaws in effect are agreeable to protocol.  

 

Committee Response: 

No Committee response; comment in support of proposal. 

 

Comment 7:  

Vote: Support  

Date Posted: 08/11/2007 

 XIII. C. 4. b) Please consider adding as a minimum requirement that a "plain language" description of the 

written description of the donor evaluation and surgical procedure will provided.  Also, perhaps as a 

consideration for the future, UNOS could provide sample templates for the required written protocols to 

further ensure consistency and quality of living donor programs across the US.  

 

Committee Response: 

Committee Response: Same as Comment 14 in the Kidney Proposal.  This comment has been referred to 

the Living Donor Committee which is developing the “Guidelines for the Consent of Living Donors.” 

 

Comment 8:  

vote: Support  

Date Posted: 08/13/2007  

These minimum standards, if uniformly applied and enforced, will resolve long standing challenges to 

wider and deeper public acceptance of and confidence in living donor transplantation in the United States.  

 

Committee Response: 

No Committee response; comment in support of proposal.  (Same as Comment 18 in Proposal 1) 

 

 

B. COMMENTS FROM OTHER COMMITTEES: 

 

Kidney and Pancreas Transplantation Committees- Proposal 1 

The Kidney and Pancreas Committees met jointly via conference call in July 2007 to discuss this proposal.  

Both Committees expressed that the scope of this proposal is too large for an expedited public comment 

cycle of only 30 days.  This timeframe has not allowed for adequate discussion or consideration during in-

person Committee meetings.  While the Committees believe that there needs to be coverage of living 

donation in the by-laws and policy, they are unable to approve this proposal at this time due to the concerns 

described below. 

 

The Committees were primarily concerned with the methods used to develop these by-law 

recommendations.  Sixteen large transplant programs were surveyed and requirements were gleaned from 

their practices.  The Committee expressed that smaller transplant programs may be unable to abide by the 

recommended by-laws due to staffing or other resource limitations.   Larger centers will have larger staffs 

and more flexibility for staffing an independent donor advocate team.    

 

The Committees did not formally vote on this proposal and instead decided to continue the discussion at the 

upcoming in person meetings in August and September 2007. 

 

The Kidney Transplantation Committee again reviewed the bylaws proposal to set requirements for 

transplant programs that perform living donor kidney transplants during its May 15, 2007, meeting.   The 

Committee understands the need for the OPTN to have bylaws in place for the protection of living donors.   
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The Committee appreciates the Membership and Professional Standards and Living Donor Committees 

efforts to further align the proposed bylaws with the recently released CMS requirements.  This alignment 

will mitigate the compliance burden on transplant centers while still accomplishing the goals of putting 

protections in place.  The Kidney Committee recommends, at the behest of its ethicist members, that the 

bylaws be changed from assessing the competence of the potential living donor to assessing the decision-

making ability of the potential living donor.   

 

Committee response:  The methods used to develop this proposed amendment to the OPTN and UNOS 

Bylaw were not based upon a survey of 16 large transplant centers but rather by reviewing existing 

documents such as the NY and SC state regulations, the ACOT guidelines and the CMS Certificate of 

Participation.  Proposals 3 and 4 (guidelines regarding consent and medical evaluation) were developed in 

part using the above referenced survey method.  The Committee understands the difficulty in reaching 

consensus on an accelerated schedule.  However, the joint working group is responding to the very high 

priority placed upon the issue of living donor oversight by the OPTN/UNOS Board of Directors, as well as 

the community at large, and remains highly motivated to proceed.  To facilitate this discussion, the 

proposed that a subcommittee member be present for any required clarification to discussion of the 

proposed policy at the next scheduled meeting of the Kidney Transplantation Committee meeting on 

August 14-15, 2007.  Dr. Pruett attended the meeting and provided clarification. 

 

The recommendation to amend the language in Kidney Section 2, b,ii(d) and Liver Section 4, 2, ii(d) was 

received after the last Living Donor Work Group conference call meeting, however, this recommendation 

was accepted by the MPSC Chair.  

 

Ad Hoc International Relations Committee – Proposals 1 and 2 

The Ad Hoc International Relations Committee met via telephone conference call on August 7, 2007, and 

discussed this proposal as part of its full committee meeting.  Since the scope of this proposal falls outside 

of its purview, the Committee decided to submit a “No Comment” as feedback for the MPSC and Living 

Donor Committee (4-No Comment; 0-Support; 0-Oppose; 0-Abstain).   

 

Committee Comment:  No response required. 

 

Thoracic Organ Transplantation Committee – Proposals 1 and 2 

The Thoracic Organ Transplantation Committee conducted an online review of this proposal, and voted to 

support it (9-Support, 0-Oppose, and 3-Abstain).  There were no additional comments submitted for this 

proposal. 

 

Committee Comment:  No Committee response; comment in support of proposal. 

 

Liver and Intestinal Transplant Committee – Proposal 2-  Liver Proposal 

There was some concern about the two year follow-up period for living donors and the Committee was 

reminded that it is now an OPTN contract requirement to follow living donors for two years.  Under the 

previous OPTN contract, the follow-up period was one year.  The information collected at two years is the 

same information that is collected on the one year follow-up form. 

 

The Committee discussed the requirement for biliary imaging as part of the donor evaluation.  This testing 

has previously been “suggested” but never required like other tests such as volumetrics and vascular 

imaging.  There was no objection to this requirement although it was noted that the OPTN has always tried 

to avoid getting involved with the specifics of how medical professionals practice medicine.  The 

individual transplant programs should be allowed to decide what tests are needed to properly evaluate 

potential donors.  It was noted by a Committee member who was involved in the development of this 

proposal that the Committees tried to avoid being too prescriptive with these requirements.     

 

The Committee discussed the requirement to have written protocols for informed consent for the donor 

evaluation process and the donor hepatectomy.  There was some confusion about whether this requires two 

separate written consent forms, whether verbal communication is acceptable, and what sort of 

documentation is required during the process?  
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Motion:  The Committee supports the proposal as written but requests that the MPSC and Living 

Donor Committee clarify how the communications and discussions required in section 4.2.b 

(regarding informed consent for evaluation and donor hepatectomy) need to be documented by the 

transplant centers.   

 

Committee vote:  18 in favor, 0 opposed, and 0 abstentions. 

 

 

Committee response:   

The consent of the potential living donor must include a discussion of both the risks of the evaluation of the 

donor (such as the diagnosis of malignancy, occult liver disease, etc…) and the risks of the surgical 

procedure.  The proposed amendment does not specify that this requires two separate signed consent forms, 

but rather has left it to the purview of the individual center to determine the best protocol for to ensure 

documentation of this discussion (including making this discussion a standardized part of the IDA visit, or 

a standardized part of the initial medical evaluation visit.)   

Additionally, the Committee reconsidered the inclusion of specific types of imaging and is recommending 

that the language for the radiographic assessment be amended as shown in this document under Final 

Proposal.   

 

Transplant Coordinators Committee – Proposals 1 and 2 

The TCC did not support the proposed change by a vote of 1-4-4. 

The TCC has several concerns: 

 clinical practice should not be dictated, 

 cost of donor follow-up, 

 responsibility for the donor follow-up costs, 

 responsibility for medical and disability insurance, 

 cost of donor follow-up when insurance coverage ends. 

 

 

Committee response:  See Background and Significance Section of this document as well as the Committee 

responses to Comment 3 in the Kidney Proposal.  The Committee pointed out that medical & disability 

insurance are addressed in Proposal 4, “Guidelines for the Consent of Living Donors, Donor Evaluation,” 

which is sponsored by the Living Donor Committee. 

 

Minority Affairs Committee – Proposals 1 and 2 

The Minority Affairs Committee met via conference call on August 3, 2007 to discuss the proposals.  All 

four living donor proposals were reviewed and discussed as a unit.   

 

The committee supports the principles and intent behind the proposals submitted by the Membership and 

Professional Standards (MPSC) and Living Donor Committees.  However, it believes that the guidelines, as 

written, are overly prescriptive and detailed and appear to mandate specific elements of a protocol, without 

allowing enough flexibility in medical decision making for individual patients, cases, etc.  Although the 

proposals are presented as guidelines, there is also concern that they could be used as a model against 

which all programs would be measured.  The committee believes that the principles of good practices 

should be reflected in the guidelines, rather than mandated functions of procedures and staff.   

 

The committee is very supportive of the concept of the independent donor advocate (IDA), provided there 

is flexibility in how the position and team is defined.  The committee recognizes the difficulty in 

assembling an IDA team which would be totally independent of the donation process; however, the 

committee agrees that programs should have at least one team member who is relatively independent of the 

process at that level.  The committee also supports centers assisting donors with obtaining medical and 

disability insurance, as the donation procedure could potentially impact the donor‟s ability to obtain future 

employment and insurance.   

 

The committee did not formally vote on the proposals.  
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Committee response:   The Committee appreciates these comments from the Minority Affairs Committee 

and notes that the proposed IDA requirements have been amended as shown in the Final Proposal section 

of this report.  Comments regarding the Guidelines in Proposals 3 and 4 will be considered by the Living 

Donor Committee. 

 

OPO Committee - Proposals 1 and 2 

Members agreed that these controls are necessary to protect the living donor.  Reporting members 

supported all of these proposals put forth by the Living Donor Committee with a vote of 7-0-0. 

 

Committee response:  No Committee response; comment in support of proposal. 

 

 

Patient Affairs Committee- Proposal 1 

Concern was expressed regarding the lack of consistency between CMS regulations and the proposed 

policy regarding the following elements: specified personnel to conduct the psychosocial evaluation; and 

the defined role and responsibilities of the IDA/IDAT.  Overall, Members supported the Living Donor 

Committee‟s effort to standardize minimum criteria for kidney transplant programs that perform living 

donor kidney transplants and unanimously supported this proposal by a vote of 11-0-0. 

 

Committee response:  The Committee recognizes the deviation from CMS Certificate of Participation in 

requiring that centers who have only a single independent donor advocate (rather than a team) have a 

physician in that role.  This concept was initially proposed due to the recognition that some small centers 

may not have enough members to constitute a team (of which, under the proposed policy, only one member 

must be independent of the decision to transplant the potential recipient).  The proposal has been amended 

to state that the center must have an 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.   

 

Patient Affairs Committee – Proposal 2 

Concern was expressed regarding the lack of consistency between CMS regulations and the proposed 

policy regarding the following elements: specified personnel to conduct the psychosocial evaluation; and 

the defined role and responsibilities of the IDA/IDAT.  Overall, Members supported the Living Donor 

Committee‟s effort to standardize minimum criteria for liver transplant programs that perform living donor 

liver transplants and unanimously supported this proposal by a vote of 11-0-0. 

 

Committee response:   

See Response to Comment 1 

 

Pediatric Transplantation Committee – Proposal 1 and 2 

Upon review, a member noted that this proposal aligns OPTN policies with CMS requirements.  It was 

suggested that the word “independent” when used in Independent Donor Advocate (IDA) is controversial 

and not well understood in this context.  Neither CMS nor UNOS has offered a specific definition, but it is 

assumed that, as referenced, it is implied that the IDA have no perceived conflict of interest in advocating 

for a donor.  The Committee unanimously supports these modifications and asks that the Living Donor 

Committee consider formalizing a definition for the term IDA.  (Committee vote:  17-0-0) 

 

Committee response:   

The proposal has been amended to state that the center must have an 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 amended language will read 

“…That the center has an independent donor advocate (IDA) who is not involved with the evaluation and 

decision to transplant the potential recipient. 

 

Operations Committee – Proposals 1 and 2 

The committee did not review the proposal. 
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Thoracic Organ Transplantation Committee – Proposal 1 and 2 

No Comment. 

 

Transplant Administrators Committee – Proposal 1 and 2 

No Comment. 

 

Pancreas Transplantation Committee – Proposal 2 

No comment. 

 

Organ Availability Committee – Proposal 2 

The Committee has no comment on this proposal. 

 

Histocompatibility Committee – Proposal 1 & 2 

No Comment 
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C. REGIONAL COMMENT SUMMARY – PROPOSAL 1 

 

Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (2) Kidney Transplant 

Programs that Perform Living Donor Kidney Transplantation 

 

 

Region Live Meeting 

Date 

Motion to Approve as Written Approved as Amended Did not 

Consider 

1 8/3/07 8 yes, 0 no, 2 abstentions   

2 8/8/07  24 yes, 0 no, 4 abstentions  

3 8/9/07 4 yes, 11 no, 2 abstentions   

4 7/30/07 0 yes, 22 no, 0 abstentions   

5 7/26/07 8 yes, 3 no, 1 abstentions   

6 8/10/07 19 yes, 2 no, 1 abstentions   

7 7/24/07 11 yes, 1 no, 1 abstentions   

8 7/26/07 13 yes, 0 no, 3 abstentions   

9 8/8/07 10 yes, 0 no, 1 abstentions   

10 8/7/07 2 yes, 9 no, 6 abstentions   

11 8/9/07 6 yes, 7 no, 3 abstentions   

 

 

Region 1: The region felt strongly that the IDA should be a transplant physician.  In addition, the proposed IDA 

language is not compatible with the CMS definition of an IDA.   

The region is interested in reviewing models from other transplant centers that currently have an IDA or IDAT.   

The members also raised concern regarding the transplant center paying an IDA when the physician is supposed 

to be an independent advocate. 

  

Committee Response: 

The Committee recognizes the deviation from CMS certificate of participation in requiring that centers who 

have only a single independent donor advocate (rather than a team) have a physician in that role.  This concept 

was initially proposed due to the recognition that some small centers may not have enough members to 

constitute a team (of which, under the proposed policy, only one member must be independent of the decision to 

transplant the potential recipient).  The proposal has been amended to state that the center must have an 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.   

 

Region 2:  Region 2 approved the proposal with the following comments and language modification: 

 There was concern that it would be very difficult to find an IDA who was completely independent from 

transplant recipients.  The region agreed that the IDA should not be involved with the specific recipient 

being evaluated, but that this person may have involvement with other recipients.  

 

 The region agreed that the language in OPTN/UNOS Bylaws, Appendix B, Attachment I, Section XIII, C 

(2) should be modified to read:  d) That the center has either an independent donor advocate (IDA) who is 

a physician, or an independent donor advocate team, which includes at least one member who is a 

physician and at least one member who is not involved with the evaluation and decision to transplant the 

that specific recipient. 

 

Committee Response: 

See Response to Region 1 comment. 
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Regions 3 and 11:  This Bylaw Proposal was not approved. 

 

Some of the concerns raised included: 

 

 The proposed Bylaws for the IDA are stricter than the CMS Regulations. 

 The wording for the IDA is unclear. What is the intent? 

 There should be some consistency between CMS Regulations and the OPTN/UNOS Bylaws.  

 

Committee Response:   

See Response to Region 1 comment. 

 

 

Region 4: The region was strongly opposed to the proposal for the following reasons: 

 UNOS is dictating medical practice.   

 2 year follow-up is difficult to get and there is no funding.  Living donors usually have problems in the first 

year post donation or many years post donation.  Follow-up after year two will provide little, if any, 

valuable data. 

 IDA: Transplant centers would have to pay someone to take on this role. 

 

Committee Response: 

See responses to Comment 3 in the Kidney Proposal as well as Region 1 above. 

 

 

Region 6:  Region 6 approved the proposal but asked the committee to clarify the definition of “independent” in 

reference to the IDA. 

 

Committee Response: 

See response to Comment 1 in the Kidney Proposal 

 

Region 8:  The motion was approved with the following comments: 

 Criteria should include appropriate requirements for disease identification to ensure that state of the art 

testing is being used.   

 2 year follow-up is difficult to get and there is no funding.  Living donors usually have problems in the first 

year post donation or many years post donation.  Follow-up after year two will provide little, if any, 

valuable data. 

 These criteria should be in parallel with CMS Conditions of Participation. 

 

Committee Response: 

See responses to Comments 3 and 16 in the Kidney Proposal. 

 

Region 10:  The region opposed this proposal and they feel that any Bylaw requirements put forth by UNOS should 

mirror the CMS guidelines.  They also commented that if a transplant program is CMS approved to perform living 

kidney transplants than that transplant center should automatically be approved as an OPTN/UNOS living kidney 

donor program. Transplant centers should not be asked to submit the same/similar sets of information/application to 

two government agencies. 

 

Committee Response:  The role of OPTN Bylaws and Policies and CMS regulations are not the same as described in 

the Background and Significance section of this document.   
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REGIONAL COMMENT SUMMARY - PROPOSAL 2: 

 

Proposed Modifications to Bylaws, Appendix B, Attachment I, Section XIII, C (4) Liver Transplant Programs 

that Perform Live Donor Liver Transplants  

 

 

Region Live Meeting 

Date 

Motion to Approve as Written Approved as Amended Did not 

Consider 

1 8/3/07 7 yes, 0 no, 3 abstentions   

2 8/8/07  21 yes, 0 no, 7 abstentions  

3 8/9/07 4 yes, 7 no, 5 abstentions   

4 7/30/07 0 yes, 15 no, 3 abstentions   

5 7/26/07 7 yes, 3 no, 6 abstentions   

6 8/10/07 16 yes, 2 no, 4 abstentions   

7 7/24/07 12 yes, 0 no, 1 abstentions   

8 7/26/07 11 yes, 0 no, 4 abstentions   

9 8/8/07 9 yes, 0 no, 0 abstentions   

10 8/7/07 2 yes, 5 no, 13abstentions   

11 8/9/07 7 yes, 2 no, 6 abstentions   

 

 

Region 1: Region 1 approved the proposal with the following comments: 

The region felt strongly that the IDA should be a transplant physician.   

In addition, the proposed IDA language is not compatible with the CMS definition of an IDA.   

The region is interested in reviewing models from other transplant centers that currently have an IDA or IDAT.   

The members also raised concern regarding the transplant center paying an IDA when the physician is supposed to 

be an independent advocate, but finding someone to serve as an IDA without compensation is highly unlikely.  

 

Committee Response:  See Committee Response to Region 1 in the kidney proposal. 

 

Region 2:  Region 2 approved the proposal with the following comments and language modification: 

There was concern that it would be very difficult to find an IDA who was completely independent from transplant 

recipients.  The region agreed that the IDA should not be involved with the specific recipient being evaluated, but 

that this person may have involvement with other recipients.   

The region agreed that the language in OPTN/UNOS Bylaws, Appendix B, Attachment I, Section XIII, C (4) should 

be modified to read: c) That the center has either an independent donor advocate (IDA) who is a physician, or an  

independent donor advocate team, which includes at least one member who is a physician and at least one member 

who is not involved with the evaluation and decision to transplant the that specific recipient. 

 

Committee Response:  See Committee Response to Region 2 in the kidney proposal. 

 

Regions 3 and 11:  This Bylaw Proposal was not approved by Region 3.   

Some of the concerns raised by members of both regions included: 

 

 The proposed Bylaws for the IDA are stricter than the CMS Regulations. 

 The wording for the IDA is unclear.  

 There should be some consistency between CMS Regulations and the OPTN/UNOS Bylaws.  

 

Committee Response:  See Committee Response to Region 3 in the kidney proposal. 

 

 

Region 4: The region was strongly opposed to the proposal for the following reasons: 

 UNOS is dictating medical practice.   

 2 year follow-up is difficult to get and there is no funding.  Living donors usually have problems in the first 
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year post donation or many years post donation.  Follow-up after year two will provide little, if any, 

valuable data. 

 IDA: Transplant centers would have to pay someone to take on this role. 

 

Committee Response:  See Committee Response to Region 4 in the kidney proposal. 

 

Region 6:  Region 6 approved the proposal but asked the committee to clarify the definition of “independent” in 

reference to the IDA. 

 

Committee Response: See Committee Response to Region 1 in the kidney proposal. 

 

Region 10:  The region opposed this proposal and they feel that any Bylaw requirements put forth by UNOS should 

mirror the CMS guidelines.  They also commented that if a transplant program is CMS approved to perform living 

liver transplants than that transplant center should automatically be approved as an OPTN/UNOS living liver donor 

program.  Transplant centers should not be asked to submit the same/similar sets of information/application to two 

government agencies 

 

Committee Response:  See Committee Response to Region 10 in the kidney proposal. 
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V. FINAL PROPOSALS 

 

These proposals were issued to a mailing list of approximately 13,100 individuals and organizations for a 

comment period of 30 days beginning on July 13, 2007 and ending August 11, 2007.  Notifications of all policy 

and bylaw proposals issued for public comment are either mailed to the distribution list in hard copy form, or 

via electronic mail with website link by request. 

 

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 Committee took under consideration all of the comments that had 

been received and has recommended modifications to the original proposal.   
 

The Work Group observed that the comments for the most part fell into one of the following categories: 

 The transplant community does not fully appreciate the OPTN‟s mandate to develop living donor 

policies. 

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

prescriptive. 

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

costs. 

 The transplant community believes the Bylaws should be more closely aligned with the Medicare 

Conditions of Participation (COP) for Medicare approved programs. 

 

Responses to these comments can be found in the “Summary of Comments” section of this document. 

 

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 through 

psychosocial assessment. 

 

Modifications 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. 
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** RESOLVED that the Bylaws, Appendix B, Sections III, C(2) and C(4) shall be modified as 

set forth in below and 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 proposed modifications to the Bylaws that were made following public comment are shown 

below as double underlines and double strikeouts.  Further recommendations received after the 

committee conference call but without time for a final vote are shown as double underline, bold, and 

in italics. 

 

 

Proposed Modifications to the Living Donor Requirements 

 

Final - Proposal 1    

Proposed Modifications to THE Bylaws, Appendix B, Attachment I, Section XIII, C (2), 

Designated Transplant Program Criteria 

 

 

XIII. Transplant Programs. 

 

A. No changes 

B. No changes 

C (1) No changes 

 

(2)  Living Donor Kidney Transplant Programs that Perform Living Donor Kidney 

Transplantsation. 
 

 A. Living Donor Kidney Transplant Programs 

 

1. Kidney Transplant Programs that Perform Living Donor Kidney Transplantation A Living 

living donor kidney 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: 
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(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.   

 

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  

 

f)) That the center has either an independent donor advocate (IDA) who is a physician, or an 

independent donor advocate team, which includes at least one member who is a physician 

and at least one member who is not involved with the evaluation and decision to 

transplant the potential recipient and who fulfills the duties listed in Section 2 (b) below.   

 

2. 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 description of the duties and primary responsibilities of the IDA or IDA Team 

members as described in 1 (d) above, 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: 
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(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, Section C (17)) to determine decision 

making capacity competency, screen for any pre-existing psychiatric illness, 

and/or any potential coercion.   

 

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  

contact  and  obtain  follow-up Living Donor Follow-up forms addressing the health 

information 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. 
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Final – Proposal 2 

Proposed Modifications to UNOS Bylaws, Appendix B, Attachment I, Section XIII, 

C(4), Designated Transplant Program Criteria 

 

 

XIII. Transplant Programs. 

 

A. No changes 

B. No changes 

C. (1) No changes 

(2)  See above 

(3)  No changes 

 

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

 
1. A live donor liver transplant center must demonstrate the following:  Liver Transplant 

Programs that Perform Living Liver Transplantsation 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 XIII; and). 

 

(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 XII(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 c) That the center has either an independent donor advocate (IDA) who is a physician, or an 

independent donor advocate team, which includes at least one member who is a physician 

and at least one member who is not involved with the evaluation and decision to 

transplant the potential recipient and who fulfills the duties listed in Section 2 (b) below.   

 

2. Liver Transplant Programs that Perform Living Liver Transplantsation must demonstrate that 

they have the following 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,  
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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 description of the duties and primary responsibilities of the IDA or IDA Team 

members as described in 1 (d) above, 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 liver disease;  

 

(b) age appropriate cancer screening;  

 

(c) a radiographic assessment to ensure adequate graft and remnant liver volume as 

well as vascular and biliary imaging to ensure and inflow and outflow is 

preserved in  of the graft and the remnant liver; 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-X) must also be provided to assess decision 

making capacity competency, 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;  

 

(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  

contact  and  obtain  follow-up Living Donor Follow-up forms addressing the health 

information 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. 
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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. 

 

 

 

 

 

 

 

 

(The final version of the Bylaws, as approved by the Board of Directors will be posted on 

www.unos.org and www.optn.org ) 
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IND effective date was July 24, 1992, 
which was 30 days after FDA receipt of 
the IND. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 
505(b) of the act: December 8, 2000. The 
applicant claims December 7, 2000, as 
the date the new drug application 
(NDA) for Symlin (NDA 21–332) was 
initially submitted. However, FDA 
records indicate that NDA 21–332 was 
submitted on December 8, 2000. 

3. The date the application was 
approved: March 16, 2005. FDA has 
verified the applicant’s claim that NDA 
21–332 was approved on March 16, 
2005. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its application for patent extension, 
this applicant seeks 1,586 days of patent 
term extension. 

Anyone with knowledge that any of 
the dates as published are incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) written or 
electronic comments and ask for a 
redetermination by August 15, 2006. 
Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
December 13, 2006. To meet its burden, 
the petition must contain sufficient facts 
to merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30. 

Comments and petitions should be 
submitted to the Division of Dockets 
Management. Three copies of any 
mailed information are to be submitted, 
except that individuals may submit one 
copy. Comments are to be identified 
with the docket number found in 
brackets in the heading of this 
document. Comments and petitions may 
be seen in the Division of Dockets 
Management between 9 a.m. and 4 p.m., 
Monday through Friday. 

Dated: May 17, 2006. 

Jane A. Axelrad, 
Associate Director for Policy, Center for Drug 
Evaluation and Research. 
[FR Doc. E6–9414 Filed 6–15–06; 8:45 am] 

BILLING CODE 4160–01–S 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Health Resources and Services 
Administration 

Response to Solicitation on Organ 
Procurement and Transplantation 
Network (OPTN) Living Donor 
Guidelines 

AGENCY: Health Resources and Services 
Administration (HRSA), HHS. 
ACTION: Response to solicitation of 
comments. 

SUMMARY: A notice was published in the 
Federal Register on January 23, 2006 
(Vol. 71, No. 14, pages 3519–3520). The 
purpose of this notice was to solicit 
comments to assist HRSA in 
determining whether criteria developed 
by the Organ Procurement and 
Transplantation Network (OPTN) 
concerning organs procured from living 
donors, including those concerning the 
allocation of organs from living donors, 
should be given the same status, and be 
subject to the same enforcement actions, 
as other OPTN policies. 
FOR FURTHER INFORMATION CONTACT: 
James F. Burdick, M.D., Director, 
Division of Transplantation, Healthcare 
Systems Bureau, Health Resources and 
Services Administration, Parklawn 
Building, Room 12C–06, 5600 Fishers 
Lane, Rockville, Maryland 20857; 
telephone (301) 443–7577; fax (301) 
594–6095; or e-mail: jburdick@hrsa.gov. 
SUPPLEMENTARY INFORMATION: Congress 
has provided specific authority under 
sections 372 of the Public Health 
Service (PHS) Act, as amended, 42 
U.S.C. 274 for the creation of a national 
OPTN, which is, among other things, to 
facilitate a donor and recipient 
matching system; establish membership 
criteria and medical criteria for 
allocating donated organs; and provide 
opportunities to members of the public 
to comment with respect to proposed 
criteria. 

The OPTN Final Rule (42 CFR part 
121) governs the operations of the OPTN 
and is intended to help achieve the most 
equitable and medically effective use of 
human organs that are donated in trust 
for transplantation. Under the final rule, 
the OPTN is to develop policies on a 
variety of issues, including ‘‘[p]olicies 
for the equitable allocation of cadaveric 
organs [now referred to as deceased 
donor organs].’’ 42 CFR 121.4(a)(1). 
Under the final rule, allocation policies 
developed by the OPTN under section 
121.8 of the final rule will be considered 
enforceable when and if the Secretary 
approves the policies as such. 
Enforceable OPTN policies are subject 

to the sanctions described in section 
121.10(c)(1) of the final rule. Non- 
enforceable OPTN policies may still be 
subject to lesser sanctions by the OPTN 
(e.g., an OPTN member being designated 
a Member Not in Good Standing). 

Although the authorizing statute does 
not distinguish between transplants 
using organs from living donors and 
those using organs from deceased 
donors, the final rule does not include 
a requirement that the OPTN develop 
policies concerning the equitable 
allocation of living donor organs. Until 
recently, OPTN policies have 
predominantly focused on issues related 
to organ donation and transplantation of 
deceased donor organs. 

However, several widely publicized 
living donor deaths have caused the 
OPTN to implement new practices of 
reviewing and approving, on an 
advisory basis, the qualifications of 
living donor transplant programs. 
Additionally, the increased incidence of 
altruistic living donations has prompted 
the OPTN to consider policies that are 
patient-focused yet address the unique 
circumstances pertaining to the recovery 
and transplantation of living donor 
organs. Section 121.4(a)(6) of the final 
rule provides that the OPTN shall be 
responsible for developing policies on a 
variety of topics, including ‘‘[p]olicies 
on such matters as the Secretary 
directs.’’ In accordance with that 
authority, the Healthcare Systems 
Bureau directed the OPTN to develop 
allocation guidelines for organs from 
living donors and other policies 
necessary and appropriate to promote 
the safety and efficacy of living donor 
transplantation for the donor and 
recipient. It further advised the OPTN 
that all living donation policies (other 
than data reporting policies) should be 
considered as best practices or 
voluntary guidelines and not subject to 
regular OPTN sanctions (even those 
available with respect to violation of 
non-enforceable policies) until the 
public has had an opportunity to 
comment on the matter. 

In the January 23, 2006, Federal 
Register notice, comments were 
requested to assist HRSA in determining 
whether OPTN living donor guidelines 
should be given the same status of other 
OPTN policies, i.e., be treated as 
policies developed in accordance with 
42 CFR 121.8, and be subject to the 
same enforcement actions. The 
Secretary explained that if he decided 
these questions in the affirmative, OPTN 
policies relating to living donors would 
be treated the same as other OPTN 
policies developed in accordance with 
section 121.8 of the final rule. In other 
words, OPTN policies concerning living 
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donors would not be considered 
enforceable policies under section 
121.10 of the final rule, and violations 
of such policies would not be subject to 
the sanctions described in section 
121.10(c)(1), unless and until the 
Secretary approved such policies as 
enforceable. 

During the comment period, HRSA 
received 29 comments from individuals 
affiliated with or representing 
universities, hospitals, professional 
associations, and living donation 
advocacy organizations; a healthcare 
accreditation organization; transplant 
recipients; and family members of 
donors, recipients and candidates. 
Twenty of these comments explicitly 
referenced changing the status of OPTN 
living donor guidelines. The remaining 
nine comments expressed views about 
various aspects of the national 
transplant system not directly related to 
the solicitation of comments. 

HRSA thanks the respondents for the 
quality and thoroughness of their 
comments. The comments and HRSA’s 
decision are discussed below. 

I. Living Donor OPTN Policies 
Consistent With Other OPTN Policies 

The majority of respondents indicated 
that OPTN living donor guidelines 
should be given the same status of other 
OPTN policies. Of the 20 comments that 
explicitly referenced changing the status 
of OPTN living donor guidelines, 17 
were supportive of giving OPTN living 
donor guidelines the same status, and 
subjecting these to the same 
enforcement actions, as other OPTN 
policies. Supportive comments were 
received from representatives of 
academia, transplant surgeons, living 
donors who had positive donation 
experiences, living donors who had 
negative donation experiences, family 
members of living donors who died or 
who experienced complications as a 
result of the donation, living donation 
advocacy organizations, transplant 
administrators, the professional 
societies representing transplant 
surgeons and transplant physicians, 
transplant candidate/recipient advocacy 
organizations, the organization serving 
as the current OPTN contractor, and an 
organization that accredits hospitals. 

Supportive comments cited the 
appropriateness of OPTN involvement 
in policies relating to living donors, 
including donor evaluation, informed 
consent, evaluation of surgical outcomes 
and complications, protection of living 
donors, peri-operative care, organ 
allocation, qualifications of transplant 
programs, and transplant program 
compliance with living donor policies. 

A few comments indicated opposition 
to giving OPTN living donor guidelines 
the same status as other OPTN policies. 
A family member of two kidney 
transplant candidates who died on the 
waiting list is now an advocate of 
potential living donors and recipients 
meeting on the Internet and is opposed 
to the OPTN’s involvement in living 
donor policy making because of the 
perception that the OPTN discourages 
living donor transplants resulting from 
such meetings. Another opponent of 
OPTN involvement is waiting for a liver 
transplant and does not trust the OPTN 
policymaking process because of the 
perception that wealthier candidates 
receive priority for donor organs. One 
data manager from a large transplant 
program commented that mandating 
data collection on living donors was 
unlikely to increase donor follow-up 
form completion rates unless the 
donors’ insurance companies can be 
persuaded to pay for follow-up visits. 
HRSA appreciates each of these 
comments. 

II. OPTN Living Donor Policy Making 
Authority—Organ Allocation 

Comments supportive of OPTN 
involvement in living donor policy 
making expressed varying views 
regarding the scope of policies the 
OPTN should consider. Of the 17 
comments that were supportive of 
OPTN involvement, five suggested areas 
in which the OPTN should not become 
involved. One comment did not 
advocate an intrusive role for the OPTN 
in the allocation of living donor organs 
or ethical review of local living donor 
practices. A transplant administrator 
offered the similar caution that altruistic 
living donors may feel a sense of 
connection to their local transplant 
center and may not want their organs 
allocated to a distant center. A 
representative of the professional 
society for transplant surgeons offered a 
comment to HRSA that the OPTN Final 
Rule does not authorize the OPTN to 
establish policies for living donor organ 
allocation. In response to this, HRSA 
emphasizes that its authority to direct 
the OPTN to develop living donor organ 
allocation policies is granted in 
§ 121.4(a)(6) of the OPTN Final Rule 
which permits the Secretary to develop 
policies on such other matters as the 
Secretary directs. The wording in 
§ 121.8(a) of the final rule referring to 
policies ‘‘for the equitable allocation of 
cadaveric organs’’ should not be 
construed as a limitation of the 
Secretary’s policy making authority over 
living donation. 

A representative of a living donor 
advocacy organization commented that 

OPTN policies should not interfere with 
the right of an altruistic living donor to 
direct their organ to a specific 
individual. We agree. Section 121.8(h) 
of the OPTN Final Rule permits the 
allocation of an organ to a recipient 
named by those authorized to make the 
donation. Because we are directing the 
OPTN to develop living donor 
allocation policies under section 121.8 
of the final rule, section 121.8(h) will 
apply to living donation equally as it 
applies to deceased donation. 

III. OPTN Living Donor Policy Making 
Authority—Donor Evaluation 

Supportive comments varied in their 
level of support for OPTN involvement 
in developing policies for living donor 
evaluation. Of the 17 comments that 
were supportive, two were opposed to 
OPTN policymaking in this area. One 
comment from a representative of the 
professional organization for transplant 
surgeons and another from a transplant 
surgeon asserted that the OPTN should 
not develop policy in the area of donor 
evaluation because there is no clear 
clinical consensus regarding the policies 
or standards that should be followed. 
HRSA believes it is very likely that 
should the OPTN consider policy 
making in the area of living donor 
evaluation that members of OPTN 
committees and the Board of Directors 
will consider this perspective and 
abandon policy making in the absence 
of clear clinical consensus. 
Additionally, through its public 
comment process transplant 
professionals also have the opportunity 
to advise the OPTN of the lack of clear 
clinical consensus, should it exist. 

IV. OPTN Living Donor Policy 
Making—Living Donor Follow-up 

Several comments stated greater 
attention should be given to 
understanding the impact of donation 
on living donors. One commenter who 
represents the professional organization 
for transplant professionals 
recommended more Federal funding for 
a live organ donor database. A comment 
from a living donor who is a healthcare 
professional and living donor advocate 
asserted that there should be mandatory 
policies to protect living donors and a 
central source of outcome data via a 
living donor registry. A comment from 
a transplant surgeon supports more 
OPTN involvement in living donor data 
collection and monitoring living donor 
outcomes. A comment from a 
representative of a healthcare 
accreditation organization stated it is 
appropriate for the OPTN to establish 
additional policies to promote the safety 
of living donor transplantation. A 
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comment from the mother of a living 
donor and recipient who both 
experienced post-transplant 
complications asserted that stronger 
policies should be developed to ensure 
living donor safety. 

Conclusion 

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. 

Dated: June 9, 2006. 

Elizabeth M. Duke, 
Administrator. 
[FR Doc. E6–9401 Filed 6–15–06; 8:45 am] 

BILLING CODE 4165–15–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Human Genome Research 
Institute; Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Human 
Genome Research Institute Special Emphasis 
Panel; Sequencing Centers Review. 

Date: July 13, 2006. 
Time: 8 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: The Hotel Rouge, 1315 16th Street, 

NW., Washington, DC 20036. 
Contact Person: Rudy O. Pozzatti, PhD, 

Scientific Review Administrator, Office of 
Scientific Review, National Human Geonome 
Research Institute, National Institutes of 
Health, Bethesda, MD 20892. 301–402–0838. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.172, Human Genome 
Research, National Institutes of Health, HHS) 

Dated: June 12, 2006. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 06–5471 Filed 6–15–06; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Child Health and 
Human Development; Notice of Closed 
Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel; Gonadotropin 
Inhibitors: A Structural Biology Approach To 
Immunocontraception. 

Date: July 6, 2006. 
Time: 10 a.m. to 11 a.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6100 

Executive Boulevard, Room 5B01, Rockville, 
MD 20852 (Telephone Conference Call). 

Contact Person: Jon M. Ranhand, PhD, 
Scientist Review Administrator, Division of 
Scientific Review, National Institute of Child 
Health and Human Development, NIH, 6100 
Executive Boulevard, Room 5B01, Bethesda, 
MD 20892. (301) 435–6884. 
ranhandj@mail.nih.gov. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel; Global Profiling of 
Molecular Errors Associated With Human 
Spermatogenic Disorder. 

Date: July 6, 2006. 
Time: 2 p.m. to 3 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6100 

Executive Boulevard, Room 5B01, Rockville, 
MD 20852 (Telephone Conference Call). 

Contact Person: Jon M. Ranhand, PhD, 
Scientist Review Administrator, Division of 
Scientific Review, National Institute of Child 
Health and Human Development, NIH, 6100 
Executive Boulevard, Room 5B01, Bethesda, 
MD 20892. (301) 435–6884. 
ranhandj@mail.nih.gov. 

Name of Committee: National Institute of 
Child Health and Human Development 
Special Emphasis Panel; Immunodominant 
Ovarian Antigens Involved in Premature 
Ovarian Failure. 

Date: July 7, 2006. 
Time: 10 a.m. to 11 a.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6100 

Executive Boulevard, Room 5B01, Rockville, 
MD 20852 (Telephone Conference Call). 

Contact Person: Jon M. Ranhand, PhD, 
Scientist Review Administrator, Division of 
Scientific Review, National Institute of Child 
Health and Human Development, NIH, 6100 
Executive Boulevard, Room 5B01, Bethesda, 
MD 20892. (301) 435–6884. 
ranhandj@mail.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.864, Population Research; 
93.865, Research for Mothers and Children; 
93.929, Center for Medical Rehabilitation 
Research; 93.209, Contraception and 
Infertility Loan Repayment Program, National 
Institutes of Health, HHS) 

Dated: June 12, 2006. 
Anna Snouffer, 
Acting Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 06–5470 Filed 6–15–06; 8:45 am] 
BILLING CODE 4140–01–M 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Arthritis and 
Musculoskeletal and Skin Diseases; 
Notice of Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
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Implementation Package 

Proposed Modifications to OPTN/UNOS Bylaws, Appendix B, Attachment I, Section XIII, C (2) Kidney 
Transplant Programs that Perform Living Donor Kidney Transplantation and   

OPTN/UNOS Bylaws, Appendix B, Attachment I, Section XIII, C (4) Liver Transplant Programs that 

For review by Board of Directors 

Membership and Professional Standards and Living Donor Committees 

Author(s) – Sally Aungier, Administrator, Membership Services 
Date:  August 21, 2007 
 

Proposal Summary 

 

These proposed modifications will establish additional minimum criteria for granting designated 
program status to transplant programs that perform living donor kidney and liver transplants.  These 
revised bylaws will ensure living donor programs have essential elements in place for the evaluation, 
consent, and follow-up of living kidney donors.  
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WO # 123456                                             Revised 8/22/2007 
Page 2 of 14 

Section 1: Information to be provided to the POC 
 
1 Summary/Background 
 
Proposal Summary 
Subject Description 
Brief summary of proposed Policy These proposed modifications will establish additional minimum 

criteria for granting designated program status to transplant 
programs that perform living donor kidney and liver transplants.   

Primary goal(s) of Policy as set 
forth by sponsoring Committee 

These revised bylaws will ensure living donor programs have 
essential elements in place for the evaluation, consent, and 
follow-up of living kidney donors.  
 

Primary metric(s) identified to 
assess policy 

Transplant programs will be asked to submit applications that 
describe how they meet the requirements for living donor 
transplantation. 
 

 
2 Checklist for Analytic Modeling 
 
5-Point Checklist for Analytic Modeling 
Component Assessed by Committee?
Statement of the Objectives of the 
Proposed Policy 

Not applicable 

Building the Models Not applicable 

Testing the Models Not applicable 

Testing the Consequences of the 
Formulated Proposed Policy Prior to 
Implementation (Simulation Modeling) 

Not applicable 

Evaluation of the Effectiveness of the 
Policy 

Not applicable 
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WO # 123456                                             Revised 8/22/2007 
Page 3 of 14 

Additional supporting data/analyses 

 
See Attached Briefing Paper from September 2007 MPSC Report to the Board of 
Directors. 
 
 

3 Program Goals, Strategic Plan and Relationship to OPTN Final Rule 
 
Goals 
Program Goal Impact
Increase number of deceased donor 
transplants 
 

Not Applicable 

Increase number of DCD donors 
 

Not Applicable 

Increase number of non-DCD donors 
 

Not Applicable 

Increase life years gained  
 
 

Not Applicable 

Increase organs transplanted/donor – 
non-DCD 
 

Not Applicable 

Increase organs transplanted/donor – 
DCD 
 

Not Applicable 

Strategic Plan Impact 
Increase donors and transplants in 
support of HHS Program Goals  

Not Applicable 

Refine allocation policies, incorporating 
concepts of:  

• donor risk 
• recipient benefit, and  
• net benefit 

Not Applicable 

Reduce variation of death on the 
waiting list across the country 

Not Applicable 

Optimize a safe environment for living 
donor transplantation 

These changes will help to fulfill the goal by promoting 
donor safety. 
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Goals 
Improve compliance with policies to 
protect patient safety and preserve 
public trust 

These Bylaw changes will provide additional minimal 
requirements that programs performing living donor 
transplants must meet.  All OPTN policies regarding 
performance are considered member obligations and 
compliance is monitored and addressed when necessary 
through the peer review process.  This approach is 
necessary because the OPTN Bylaws have not been approved 
by HHS as federal regulations and are considered voluntary.  

Improve the OPTN data system Data Submission policies for living donors are already in 
place.  The information collected will be contained in the 
applications submitted by programs that perform or wish to 
perform living donor transplants.  This information will 
predominantly identify the staff, their training/experience, 
and document that the program’s have developed the 
appropriate protocols as required in the proposed 
modifications to the bylaws. 

 
 
Comportment with the Final Rule  
 
These changes will help to ensure transplant center compliance with Section §121.8 and the 
Secretary’s statement issued on June 16, 2006, that stated the following: 
 
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.  

 

 

4 New/Modified Data Collection Requirements 
 
Data Collection Requirements  
Data Collection Principle Details 
Develop transplant, donation, and 
allocation policies 
 

Not applicable. 

Determine if institutional members are 
complying with policies 
 
 

Transplant hospitals that perform or intend to perform 
living donor transplants will need to complete an 
application that demonstrates how the applicant center 
meets the requirements.  The applicant will also be 
responsible for submitting an application whenever there is 
a change in key personnel.  
The questions in the existing applications and surveys (e.g. 
applications for new programs, reactivation, and key 
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Data Collection Requirements  
Data Collection Principle Details 

personnel changes, staffing surveys, and Outcomes and 
Activity Surveys) that are relative to living donor programs 
will be changed to incorporate the concepts outlined in the 
modified Bylaws.   
 
OMB approval of the new application forms will be required. 
New and revised forms will be submitted to the OMB 
following approval of the proposed bylaws by the Board of 
Directors.  
 
The staff and the MPSC will review the applications and 
other responses as a part of the evaluation process. 
 

Determine member-specific 
performance 
 

Data can be used to analyze performance of programs that 
perform living donor transplants.  

Ensure patient safety when no 
alternative sources of data exist 
 

Data collection for living donors is in accordance with the 
OPTN Principle of Data Collection to “ensure patient 
safety when no alternative sources of data exist.”   The 
“operational statements for data collection” approved by 
the Board in December 2006, also state that (1) the OPTN 
will only collect data that is contracted by HRSA, and (2) 
that data for specific populations (e.g., Living Donors) 
may constitute exceptions to the Principles of Data 
Collection.  There are currently no other sources of data 
for living donors that would allow the OPTN to meet this 
contractual requirement.  
 

Fulfill the requirements of the OPTN 
Final Rule 
 

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 
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Data Collection Requirements  
Data Collection Principle Details 

deceased organ donor recipients developed under the 
final rule.  

 
*For specific populations (e.g. 
Pediatrics, Living Donors) if exceptions 
to the foregoing principles, have 
alternative sources of information been 
explored? 
 

NA 
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5 Public Comment Summary – Proposals 1 and 2 

Public Comment Distribution 
Has the proposal been distributed for public comment? YES 
 Date of distribution: 7/13/2007 
 Public comment end date: 8/11/2007 
 
Public Comment Response Tally 

Type  Response 
Total 

In Favor Opposed No Comment 

Individual Comments 
 

 
48 KI 
47 LI 

33/ 68.75% KI 
30  63.83% LI 

8/16.67% KI 
5/ 10.64% LI 

7/14.58% KI 
12/ 25.53% LI 

Regional Comments 
 

 
188 KI 
 
173 LI 
 

*105 / 55.85% KI 
 
*87 / 50.28 LI 

55/29.29% KI 
34/19.65 LI 

28/14.89% KI 
 
52/30.05 LI 

*KI  24 votes for approval with amendment. 
*LI  21 votes for approval with amendment 

Primary Public Comment Concerns/Questions 
• The transplant community does not fully appreciate the OPTN’s mandate to develop 

living donor policies. 
• The Bylaws and guidelines proposals are viewed as dictating medical practice, and are 

too prescriptive. 
• The transplant community believes that implementing the Bylaws and guidelines will 

increase costs. 
• The transplant community believes the Bylaws should be more closely aligned with the 

Medicare Conditions of Participation (COP) for Medicare approved programs. 
 

6 Estimated UNOS Resource Utilization 
(See Appendix A for further details on departmental resources.) 

 
UNOS Resource Estimates for Implementation 
Area Impact 
Resource Impact  Membership Staff: 

See Appendix A.  
 
Department of Evaluation and Quality (DEQ) Staff: See 
Appendix A. 
 

Estimated FTEs 2.25 for KI and .75 for Li 
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7 Implementation Strategy 
 
Implementation Plan Status 
Documentation/Plan Complete? Status Comments 
Functional and Technical 
Specification Documents 

N Membership Database modifications are 
in process and additional enhancements 
will be evaluated in conjunction with the 
System Redesign 

Resource Analysis Assessment 
 

Y See Appendix A 

Communications and Education 
Plan 

 A policy notice mailing will be sent to 
the members that describe the changes 
to the Bylaws and how they will be 
implemented. 
 
In conjunction with Implemenation Live 
Meeting Training on the application form 
for programs that perform living donor 
kidney transplant will be offered. 
 
 

Monitoring Plan  
 

Y See Appendix C 
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Section 2: POC RECOMMENDATIONS to Board of Directors 
8 Policy Oversight Committee (POC) Recommendations 

Date(s) proposal reviewed by POC: 

POC Policy Scorecard 

 
Not Applicable 
 

Summary of Recommendations  

 
Not Applicable 
 
 
9 Board of Directors Review 

Date(s) proposal submitted to Board of Directors:  9/17-18/2007 
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10 Appendix A: Resource Analysis Plan 
(Note: Level of detail subject to further internal discussion!) 
 
UNOS Staff Resources: Policy Development and Implementation 

Department Brief Detail 
Annual Staff 

Hour 
Percentage 

Cost 
Estimate 

Communications    
Corporate Counsel    

Evaluation and Quality 

DEQ staff will need to modify its site 
survey process to incorporate a review of 
living donor/recipient records. 

47 KI 
47 LI 

$1,497 KI 
$1497 LI 

Information Technology 

Business Systems Analysts 
• Initial analysis  
• Functional spec doc (includes 

design) 
• Seek approvals (internal and 

external) 
• Project management  
• Update Match Documentation 
• Spec doc revisions4 

 
Graphic Designers – Create Comps 
 
Project management: 

• Assisting with functional spec 
doc 

• Technical spec doc 
• Seek approvals 
• Coding 
• Dev unit testing (Individual + 

Peer) 
• Revise coding 
• Implementation plan & deploy 

 

41 KI  0.04% KI 

Membership /Regional 
Administration 

The primary new work effort for the 
Memberhip staff will be initiating the 
review process for programs that 
currently perform living donor 
transplants.  This effort includes the 
following tasks: 
• Assemble program applications 
• Develop strategy for handling 

identified database changes  
• Solicit & send out applications 
• Receive, process, review & post 

4567 KI  
1195 LI 

18.49% KI 
4.84% LI 
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applications  
Committee approval/determination and 

program notification  
• Program database entry 
• Developing and conductiong Live 

Meeting Training 
• Project 17 hours application team 

work per each live kidney program 
added 

Regional Administration: 
• Communicate with Regional 

Representative(s) 
• Disseminate information to 

regions 
• Coordinate/participate in 

calls/meetings to hash out 
requirements 

• Policy voted on by Region and 
summarize discussion for 
sponsoring committee 

• Provide Regional input to BOD 
 
 

Policy    
Professional Services    
Research    

Total  5897 $308,876 
 
 
Community and Membership Impact 
Community/Member/Organization Impact Description 
Transplant Centers Transplants programs that presently perform living donor 

transplants will be required to submit an application that 
demonstrates that they meet the minimal requirements that 
are specified in the proposed bylaws.  Programs that perform 
Living Donor transplants have already undergone this process 
but the kidney programs will be entering the intial phase of 
the process. 
Hospitals that are not currently performing living donor 
transplants will need to submit an application to the OPTN 
and receive approval prior to performing any living donor 
transplants  

 
 
UNOS Staff Resources: Continual Support 
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Department Brief Detail 
Annual Staff 

Hour 
Percentage 

Annual 
Resource 

Percentage 

Communications Article in UNOS Update   
Corporate Counsel    

Evaluation and Quality 

Reviewing living donor/recipient records 
during the site survey process will 
require additional continual effort.  

110 KI 
110 LI 

0.19% KI 
0.19% LI 

Information Technology 
Development of application tracking 
tools.   

Membership /Regional 
Administration 

Communicate with members and general 
public subsequent to implementation. 
Service and process existing program key 
personnel change applications.   
 

2704 KI 
764  Li 

10.95% KI 
3.09% LI 

Policy    
Professional Services    
Research    

Total  3688 14.41% 
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11 Appendix B: Communication and Education Plan 
 
Communication Responsibilities and Outcomes 

Type of Communication Audience(s) Delivery Method(s) Timeframe 
Article in UNOS Update 
Magazine 

Transplant Centers Print Preceding 
implementation 

Policy Notice Transplant Directors, 
surgeons, physicians 
and administrators 

Electronic Within 30 days of 
Board approval 

Summary update at Reg. 
Mtg. 

Attendees of regional 
mtgs. 

Agenda item during 
regional meeting 

As scheduled 

    
    
 

 

Education / Training Responsibilities and Outcomes 
Education / Training 
Description 

Audience(s) Delivery Method(s) Timeframe 

Live Meeting  Transplant 
Administrators. 

Microsoft Live Mtg. 
Online application 

Within 2 wks of the 
application mailing 
date. 
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12 Appendix C: Monitoring Plan 
 

Member Expectations 
Member Description/Group Action 
Transplant Center Each kidney or liver transplant program that performs living 

donor transplants will be required to: 
• Submit an application to the OPTN/UNOS; 
• Develop, implement, and comply with written protocols 

that address all phases of living donation outlined in the 
Bylaws; and 

• Document that all phases of the living donation process 
were performed according to protocols, maintain this 
documentation, and make this documentation available 
upon request. 

 
 
 
 

Monitoring Effort Summary 

# Monitoring Action Planned Plan Detail 

1 Staff review the individual Applications The applications for living donor 
programs will be reviewed by staff to 
ensure that the applicatons are 
complete. 
 

2 MPSC or an MPSC Subcommittee review of 
Applications 

Following a staff review applications will 
be forwarded to the 
Committee/Subcommittee for their 
evaluation and recommendation. 

3 Site Surveys of Transplant Centers Conducted by DEQ 
Staff 

During site surveys of transplant centers 
with approved living donor programs, 
DEQ staff will review the program’s 
written protocol and a sample of living 
donor/recipient records.  DEQ staff will 
review the documentation in the record 
to verify that all phases of the living 
donation process were performed 
according to the program’s protocol. 
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