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REPORT OF THE 

OPTN/UNOS KIDNEY & PANCREAS TRANSPLANTATION COMMITTEE 
TO THE 

BOARD OF DIRECTORS 
 

Minneapolis, Minnesota 
June 24-25, 2004 

 
Alan B. Leichtman, M.D., Chairman 

Mark D. Stegall, M.D., Vice Chairman 
 
 

This report includes items addressed by the OPTN/UNOS Kidney and Pancreas Transplantation Committee at 
its meetings held on January 20-21, 2004, and May 19-20, 2004.  

 
I. Organ Availability Issues 
 
 None 
 
II. Patient Access Issues 
 
1. Proposed Modification to Local Voluntary Alternative System for Assigning Priority in Kidney Allocation to 

Original Intended Candidates for Living Donor Kidneys.  Public comments on the proposed amended local 
voluntary alternative system for assigning priority in kidney allocation to original intended candidates for living 
donor kidneys and the Committee’s responses are set forth in Exhibit A.  The proposed modification would 
rank intended candidates (IC), in situations where more than one IC appeared on a match run, in order of date of 
donation from the living donor.  The term “time waiting” would be eliminated from this portion of the 
alternative system so as not to be confused with the standard meaning of candidate waiting time.  The intent of 
the alternative system approved by the Board was to facilitate kidney donation by living persons and increase 
the availability of organs for transplantation overall.  The present proposal is intended to assign priority among 
ICs when more than one in a manner that better reflects the alternative system’s overall objectives.   

 
At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 44 
individuals who commented on the proposal, 98% supported and 2% opposed the proposal.  Of the 11 Regions, 
each Region supported the proposal, including 6 Regions unanimously.   
 
Some of the public commentary received expressed concerns that the proposal might disadvantage ABO blood 
type O candidates otherwise listed for kidney transplantation since it would be expected that a substantial 
number of the intended candidates receiving higher priority under the proposal would be ABO blood type O.  
The Committee reaffirmed its previously stated position with respect to blood group O candidates.  While it is 
acknowledged that blood type O patients might be disadvantaged by the proposal, these candidates face 
relatively long waiting times apart from this proposal.  The intent of the proposal is to increase organs available 
for transplantation generally so that individuals may be transplanted and removed from the Waiting List freeing 
up deceased donor organs for other candidates on the list.  Candidates are benefited overall, although individual 
candidates may not realize an advantage.  It is hoped that implementation of the protocol as a generic alternative 
allocation system will permit collection of data sufficient to determine if the policy does disadvantage blood 
type O candidates.  The protocol’s analysis plan specifically requires that impacts of the system upon candidates 
by blood group be studied.  Appropriate modifications could then be made to the generic alternative system. 
 
Responses to the public comment also expressed that a candidate from the transplant center of the original 
intended candidate should receive the living donor kidney that was incompatible with the original intended 
candidate.  Some Members of the Committee also questioned whether the alternative allocation system should 
specify the allocation algorithm to be used for the intended living donor organs in order to ensure equitable 
distribution of the kidneys.    The alternative system presently permits OPOs to elect how best to allocate the 
incompatible living donor kidney.  While the proposed system does not specify the allocation algorithm, the 
Committee offered guidance in Appendix 2 for the allocation of incompatible living donor kidneys.  Though the 
guidance does not constitute a requirement, the Committee’s recommendation is for OPOs to follow the local 
standard allocation system, but acknowledged the practical issues that might indicate living donor nephrectomy 
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and transplantation should occur in the same transplant center so as to minimize cold ischemic time, costs, and 
accidental loss of or damage to the kidney. 
 
Some Members expressed that discretion over allocation of the living donor kidneys should remain with the 
OPO, but OPOs, as part of the application process, should be required to submit documentation specifying how 
the living donor kidneys will be allocated under this original intended candidate system.  The intent is to ensure 
these kidneys are allocated equitably and appropriately based on a defined protocol, rather than by random 
selection.  After further consideration, the Committee agreed to amend the proposal to require documentation of 
the living donor kidney allocation protocol as part of the application to participate in the system by a vote of 24 
For; 0 Against; 0 Abstentions.  OPOs still would be permitted discretion in terms of the protocol developed, but 
they would be required to define the protocol as part of the application process.. 
 
After further discussion, the Committee unanimously agreed to offer the following recommendation for 
consideration by the Board of Directors:      
   
* RESOLVED, that the following modification to the local voluntary alternative system for assigning 

priority in kidney allocation to original intended candidates having been distributed for public 
comment, and subsequently recommended by the OPTN/UNOS Kidney and Pancreas 
Transplantation Committee with an amendment, shall be approved and implemented pending 
programming on the UNOS System: 

  
Goal 
 
The primary goal of this prospective alternative system for kidney allocation is to facilitate kidney donation by 
living persons and increase the availability of organs for transplantation overall.  Using live donor/paired 
candidate registries in situations where the original intended candidate for a living donor kidney is incompatible 
with his/her living donor has been problematic historically due to factors such as size of that subgroup of the 
living-donor pool and inability to match donors to transplant candidates.  Assignment of priority for deceased 
donor kidney allocation to the original intended candidate (IC) when the patient’s intended donor donates to a 
candidate on the list of patients waiting for a deceased donor kidney provides a mechanism to expand this pool 
of potential donors for the living donor’s original intended candidate.  The alternative system acknowledges the 
ABO or HLA antigen factor resulting in incompatibility between donor and candidate that prevented the 
intended live donor organ transplant to occur.  It also acknowledges the difference in expected graft survival 
between a living donor kidney transplant and a deceased donor kidney transplant (i.e., > 80% vs. > 70% 3-year 
graft survival1).  A primary principle of the system is, therefore, to get the original intended candidate 
transplanted expeditiously.   
 
System Background and Rationale  [No Proposed Changes to This Section]   

System Design   

The following allocation sequence will not supercede the allocation algorithm (OPTN/UNOS algorithm or local 
alternative system) used by the participating OPO, but will be superimposed on to their allocation algorithm.  It 
will apply only at the local level of organ allocation.  Transplant programs participating in the alternative 
system are required to provide appropriate guidance to living donors and patients who elect to take part in this 
system to enable understanding by these individuals of how the system works.     
 
Allocation Sequence 
 
• Zero antigen mismatched combined kidney/pancreas patients who are highly sensitized (i.e., panel reactive 

antibody (PRA) level >/= 80%).  See note 1 below. 
 

• Zero antigen mismatched isolated kidney patients.  See note 2 below. 
 

• Prior living donors subsequently listed for kidney transplantation. 
 

• UNOS Paybacks (Debits/Credits) 
                                                 
1   Terasaki PI, Cecka JM, Gjertson DW, Takemoto S.  High Survival Rates of Kidney Transplants from Spousal and Living 
Unrelated Donors.  N Engl J Med 1995; 333:  333.  
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• Local Waiting List, Highest Scoring High PRA Candidates 

 
• Local Waiting List, Surpassed Pediatric Goals 

 
• Original intended candidates for living donor organs who meet the criteria for this priority as described 

below, by time waiting in order of donation date of their respective original intended living donor if 
more than one.  See note 3 below. 
 

• Other mismatched patients according to the standard algorithm. 
 
Note 1:  An exception to this priority exists for patients receiving kidneys with non-renal organs other than the 
pancreas. 
 
Note 2:   An exception to this priority exists for patients receiving kidneys with non-renal organs. 
 
Note 3:  An exception to this priority exists for patients receiving kidneys with non-renal organs.  An exception 
to this priority may exist based upon preference assigned locally for patients considered medically urgent 
following a cooperative medical decision of local kidney transplant centers under OPTN/UNOS Policy 3.5.11.4 
(The Point System for Kidney Allocation – Medical Urgency).     
 
The intent is to assign original intended candidates for living donor organs who meet the protocol’s criteria 
sufficient priority in kidney allocation to get them transplanted expeditiously (i) without modifying priorities 
assigned for other candidates based upon unique utility and/or medical benefit of the kidney transplant, and (ii) 
acknowledging the standard order of kidney paybacks (debts/credits) in the national system. 
 
Definition of Original Intended Candidate for Living Donor Kidney  [No Proposed Changes to This Section]   
 
 
Guidelines for Listing Patients as Original Intended Candidates for Living Donor Kidneys  [No Proposed 
Changes to This Section]   
 
Living Donor Considerations  [No Proposed Changes to This Section]   
 
 
Allocation of Living Donor Kidneys     
 
The proposed protocol does not direct how kidneys procured from living donors who elect to take part in the 
system shall be allocated.  The committee does offer guidance with respect to allocation of these organs as set 
forth in Appendix 2 of this document [Appendix 2 is included in Exhibit A, pages 12-16, to this report for 
reference].  Additionally, applications to participate in the system must include a description of the 
protocol that will be used to allocate living donor kidneys from donors who are incompatible with their 
original intended candidate.   
 
Sign –up Process  [No Proposed Changes to This Section]    
 
 
Time Line  [No Proposed Changes to This Section]   
 
 
Analysis Plans  [No Proposed Changes to This Section]   
 
 
[Please see Exhibit A, page 17 for proposed modifications to Appendix 3, Application to Participate in the 
Local Voluntary Alternative System for Assigning Priority in Kidney Allocation to Original Intended 
Candidates for Living Donor Kidneys, consistent with changes noted above.] 
 
 



   

2. Review of OPTN/UNOS Board Action on Committee-Sponsored Study to Permit Kidney Waiting Time 
Accrual to Commence from the Initiation of Chronic Maintenance Dialysis.  The proposal, as modified and 
approved by the OPTN/UNOS Board of Directors during its November 20-21, 2003, meeting, would permit a 
study allowing kidney waiting time accrual to commence for primary transplant candidates, from the time of 
initiation of chronic maintenance dialysis once listed as an active transplant candidate even if this time pre-dates 
the date of listing, and for repeat transplant candidates, from the date the candidate returns to chronic 
maintenance dialysis after graft failure once re-listed even if this time pre-dates the date of re-listing.  The study 
would not change current policy allowing a patient’s waiting time to accrue upon attaining a creatinine 
clearance level or calculated GFR of 20 ml/min or less, with no time accrued based upon these criteria prior to 
the date of the patient’s listing.  The intent of the study is to help address disparities patients may face in gaining 
access to the waiting list for kidney transplantation. 

  
 During its January 20-21, 2004, meeting, the Committee was informed of the Board decision to modify the 

proposal from a Committee-sponsored alternative system to a study.  Though the change still permits testing the 
Committee proposal, the Board modification emphasized the importance of assessing the impact of the system 
and reporting back to the Board with a policy recommendation based on the assessment.  One of the concerns 
expressed by the Board was that the Committee-sponsored alternative system might be allowed to continue 
indefinitely without rigorous analysis of its impact. 

 
 Alan Leichtman, M.D., discussed the proposal presentation made to the Board in November 2003 (Exhibit B).  

The Committee’s hypotheses for this alternative system expressed to the Board included increased access for 
minorities, increased access for patients with end stage renal disease (ESRD) whose only insurance is Medicare 
or Medicaid, no delay in time to kidney transplant referral for patients with ESRD, and no adverse impact upon 
case mix resulting in poorer post-transplant outcomes.  Assessing whether the system increases minority access 
will be determined by examining the number of minority kidney transplants, the ratio of minority kidney 
transplant recipients to the minority candidate pool, the ratio of minority kidney transplant recipients to the 
minority ESRD populations, and the ratio of the minority candidate pool to the minority ESRD populations.  
Similar measures would be reviewed to determine whether the system increases access for patients with 
Medicare and Medicaid.  Organ offers versus actual transplants also may be assessed to study impacts on 
patient access. 

 
 The Committee agreed to have a subgroup of the Committee meet the morning of January 21, 2004, prior to the 

Committee meeting, to discuss the implementation and creation of the infrastructure for this Board-approved 
study. 

 
The subgroup agreed that OPOs should be the smallest local unit able to apply for participation in the wait time 
study.  Any Region could adopt the study if all OPOs within the Region agree to do so.  In order to participate, 
the OPO or Region would submit a completed application with the required signatures documenting approval of 
the participating transplant centers and OPOs.  All OPOs, including those currently operating under other 
alternative allocation systems, are eligible to participate in the study.  However, those OPOs with other 
alternative systems may need to aggregate their data when assessing the performance of the study. 
 
Transplant candidates listed with a center whose OPO adopts the wait time study will have two waiting times.  
For purposes of local kidney allocation, a candidate waiting for their primary kidney transplant would begin 
accumulating waiting time at the initiation of chronic maintenance dialysis (or upon meeting the policy’s other 
renal function measures, if earlier in time).  The same candidate would begin accumulating waiting time, for 
purposes of regional (unless the study is adopted region-wide) and national kidney allocation, from the date the 
candidate is listed on the waiting list and meets waiting time criteria of either measured (actual urinary 
collection) creatinine clearance level or calculated GFR (Cockcroft-Gault or other reliable formula) less than or 
equal to 20 ml/min or initiation of dialysis. 
 
The Committee subgroup also discussed methodologies for evaluating the outcome measures proposed for the 
wait time study.  Comparisons could be made, for instance, of donor service area outcomes before and after 
adoption of the wait time study and between donor service areas that participate and do not participate in the 
study.  Alternatively, a control group could be established within each participating donor service area by 
alternating donor kidneys allocated by the study and standard system protocol.  Outcomes measured should be 
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stratified by ABO blood group and ethnicity of candidates listed and transplanted under the study.  The 
Committee should examine the ratio of minority kidney transplant recipients under the study to the minority 
population.  Finally, the Committee should monitor the number of offers made to candidates with the number of 
transplants.  A question is whether minority transplant candidates, in general, experience a disparity in the 
number of kidney offers when compared to white transplant candidates.    
 
The Committee subgroup agreed that notice of the wait time study should be distributed to all OPO Executive 
Directors, OPO Medical Directors, Kidney and Pancreas Transplant Physicians and Surgeons, Directors of 
Organ Procurement, Kidney and Pancreas Clinical Coordinators, and Transplant Administrators for Kidney and 
Pancreas Transplant Programs.   
 
Due to time constraints, the Committee subgroup was unable to formulate a finalized proposal for the full 
Committee to review at the January 21, 2004, meeting.  However, the Committee subgroup agreed to meet prior 
to the next Committee meeting to continue their discussion.  That meeting was held on March 23, 2004, via 
conference call. 
 
The Committee subgroup was informed that several donor service areas have expressed interest in participating 
in the wait time study.  Some Members commented that obtaining participation of entire Regions will be 
difficult, but multiple OPOs are likely to participate.  The expected patient population within these donor 
service areas should suffice for study purposes.   
 
The Committee subgroup agreed on the importance of examining post-transplant outcomes within the study.  
Some of the donor service areas that expressed concerns with first iterations of the proposal suggested that the 
protocol will impact patient case mix resulting in poorer post-transplant outcomes.  The study should answer 
these concerns, particularly if the goal is to adopt the study as national policy in the future.  The data and 
experience of Region 1 was suggested as a possible resource, but some Members felt that Region 1’s alternative 
allocation system differs enough that a true assessment of the Committee wait time study could not be obtained.  
For instance, Region 1 does not allow an adult candidate’s  waiting time to start to accrue until he or she is on 
dialysis, but does not back date a candidate’s waiting time to the date of first dialysis if listed after that date. 
 
Adjustments will be made in the assessment of the study for age, gender, cause of ESRD, year of incidence for 
starting dialysis and waitlisting, race/ethnicity, comorbidities, dialysis unit type (private vs. hospital), donor 
service area, and insurance.  The two categories of comparison will be outcomes in participating donor service 
areas before and after the study is implemented and outcomes between participating and non-participating donor 
service areas. 
 
One alternative methodology proposed for consideration by the subgroup was to randomize patients to have 
their waiting time counted either from the date of first dialysis or the date of wait listing.  Organs would then be 
divided between the two algorithms.  However, some Members stated such a proposal would be difficult to 
administer and ensure balanced opportunities between the two study populations.  One suggestion was to use 
alternate algorithms for allocating each of the two kidneys from a donor.  This may make assessment of any 
changes to patient access to transplantation more difficult, however.  
 
One potential benefit of the study discussed is that the study would better tie the patient therapy received to the 
progression of the patient’s disease.  This appears consistent with the Final Rule’s emphasis on assigning 
priority by medical urgency.  The study could also potentially help address disparities  in access to 
tansplantation.  For instance, under the study, a candidate who suffers the inequity of not being referred for 
transplantation upon initiation of dialysis would have the option of administrative redress by backdating their 
waiting time to the date of dialysis once listed for a transplant.   
 
After further discussion, the subgroup agreed to preserve all of the information included in the initial proposal 
submitted to the Board, but draft a new document detailing the study and analysis plan for review by the 
subgroup at its next meeting. 
 
The Committee subgroup met again during the evening of May 19, 2004, to review the initial draft developed 
from the March 23 discussion.  The draft consisted of statistical methodology, including hypotheses, study 
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design, statistical methods, endpoints on improving access, along with questions for the subgroup to consider 
(Exhibit C).  The subgroup agreed that the goal of the study is to evaluate the effectiveness of an alternative 
method of assignment of waiting time based on the earlier of the dates of first dialysis regardless of the listing 
date or creatinine clearance/GFR </= 20 ml/min but no earlier than the listing date.  The study is designed to 
minimize disparities in time from dialysis to transplantation among ethnic groups, regardless of when patients 
are placed on the waiting list. 
 
Under the approved wait time study, all donor service areas wishing to participate in the wait time study would 
need to enroll within the first year or some time period to be determined so that the comparison groups will be 
more similar.  Some Members stated the enrollment period should be extended to the full length of the study 
term to permit maximum participation.  It is anticipated that the study period will commence from the time the 
study allocation protocol is first programmed on the UNOS Computer for any participating donor service area 
rather than from the time of Board approval.  Therefore, any delay in implementing the study should not shorten 
the study period itself. 
 
The study design is proposed so that each outcome will be compared between donor service areas (DSAs) that 
elect to participate and those DSAs that choose not to participate.  Outcomes within participating DSAs will 
also be compared before and after the policy is implemented.  The initial study period will be three years.  The 
measures for the study group will include time to transplant with only locally recovered deceased donor 
kidneys.  Members of the subgroup agreed that candidates under the study should receive their waiting time 
when listed as inactive even prior to the implementation date of the policy allowing waiting time accrual for 
inactive status.  Additionally, waiting time for candidates included in the study, who already are listed for 
kidney transplantation at the start time of the study, would be re-calculated according to the study protocol’s  
terms. 
 
An important issue considered by the Committee subgroup was whether to allow the study to apply to those 
donor service areas that elect to participate but currently operate with alternative allocation systems.  
Alternative allocation systems will not only pose a more substantial complexity in terms of implementation, but 
could also complicate the final analyses of the study.  The subgroup decided that the study requires a relatively 
large population in order to yield any meaningful data.  Since some of the donor service areas that have 
indicated an interest in participating in the study operate under alternative allocation systems, the subgroup 
agreed to allow such donor service areas to participate. 
 
The Committee subgroup also discussed whether the wait time study should be stratified by adults and 
pediatrics, or whether pediatric candidates should be excluded from the study altogether.  One suggestion is to 
revise the priority for pediatric candidates within the study to address any potential impacts as a result of adult 
transplant candidates obtaining a relatively higher increment of waiting time adjustment.  If such revision to the 
study allocation algorithm is required, the study may need to be submitted back to the Board for approval.  
Some Members stated, however, that the pediatric priority issue should be considered separately from the wait 
time study. 
 
The subgroup decided that the OPTN/UNOS and the SRTR should collaboratively develop a power analysis to 
attempt to identify the number of patients who would need to be enrolled under the study.   
 
The Committee subgroup ultimately decided to develop a steering subgroup, to be chaired by Gabriel 
Danovitch, M.D., to complete the study design.  The intent is to finalize the study design in time for review by 
the full Committee during its July 2004 meeting. 
 
James Wynn summarized the Committee subgroup discussion during the May 20, 2004, Committee meeting.  
Volunteers for the steering subgroup include Drs. James Wynn, Peter Stock, Ken Andreoni, and Alan 
Leichtman.   

 
III. Other Issues 
 
3. Proposed Modifications to OPTN/UNOS Policies 3.5.5 (Payback Requirements) and 3.5.11.5.1 (Pediatric 

Kidney Transplant Candidates Not Transplanted within Time Goals).  Public comments on proposed 
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amendments to OPTN/UNOS Policies 3.5.5 and 3.5.11.5.1 and the Committee’s responses are set forth in 
Exhibit D.  The proposed modifications, originally developed by the OPTN/UNOS Joint Kidney and Pancreas, 
Pediatric Transplantation, Minority Affairs and Histocompatibility Subcommittee, would elevate the priority at 
the local level of organ distribution assigned to high scoring high panel reactive antibody (PRA) candidates and 
pediatric candidates who surpassed their transplant goals ahead of payback debts and credits.  The intent is to 
provide better opportunities for transplant for pediatric candidates who surpass their transplant goals as well as 
high PRA candidates who would rank ahead of these children but for the pediatric preference.  The proposal 
was supported for public comment distribution by both the OPTN/UNOS Kidney and Pancreas Transplantation 
and Pediatric Transplantation Committees.  

 
At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 44 
individuals who commented on the proposal, 100% supported the proposal.  All 11 Regions supported the 
proposal, including 4 Regions unanimously. 

 
After further discussion, the Committee agreed to approve the proposal as submitted for public comment by a 
unanimous vote of 24 For; 0 Against; 0 Abstentions.  The Committee, therefore, offers the following 
recommendation for consideration by the Board of Directors: 

 
* RESOLVED, that the following modifications to Policies 3.5.5 (Payback Requirements) and 

3.5.11.5.1 (Pediatric Kidney Transplant Candidates Not Transplanted within Time Goals) having 
been distributed for public comment, and subsequently recommended by the OPTN/UNOS Kidney 
and Pancreas Transplantation Committee, shall be approved and implemented pending 
programming on the UNOS System (additions and deletions recommended in this specific proposal 
are noted by bolded text): 

 
3.5.5 Payback Requirements.  Except as otherwise provided in UNOS Policy 3.5.3.5 (Mandatory 

Sharing of Zero Antigen Mismatched Kidneys - Time Limit), 3.8.1.6.1 (Mandatory Sharing of 
Zero Antigen Mismatch Pancreata - Time Limit), and 3.5.5.2 (Exception for Prior Living Organ 
Donors), and 3.5.11.5.1 (Pediatric Kidney Transplant Candidates Not Transplanted within 
Time Gols), when a kidney is shared pursuant to:  (i) the mandatory zero antigen mismatch 
sharing policy, (ii) a voluntary arrangement for sharing the kidney with an organ other than a 
kidney from the same donor for transplantation into the same recipient, or (iii) a voluntary 
arrangement for sharing the kidney for a patient with a PRA of 80% or greater and a negative 
preliminary crossmatch with the donor, the OPO receiving the kidney must offer through the 
UNOS Organ Center a kidney from the next suitable standard donor that does not meet the criteria 
for a Donation after Cardiac Death donor4, six years old and older up to and including age 59, of 
the same ABO blood type as the donor from whom the shared kidney was procured at such time as 
the OPO has accumulated obligations to offer two kidneys (of the same ABO blood type) through 
the Organ Center, unless the kidney was a payback kidney.  Kidneys from donors meeting the 
following exclusions: (i) donor is defined as an ECD, (ii) donor meets criteria for a Donation after 
Cardiac Death donor, or (iii) donor is less than six years old and 60 years old or older may be 
offered for payback at the discretion of the Host OPO in satisfaction of payback debts pursuant to 
standard accounting and other protocols for payback offers and acceptance.  The Organ Center 
shall offer payback kidneys to OPOs waiting for at least two payback kidneys of the same blood 
type in the sequential order in which the debts were incurred with the first offer to the OPO with 
the longest single outstanding debt. 

 
3.5.5.1 Kidney/Non-Renal Organ Sharing.  [No Change] 

 
3.5.5.2 Exception for Prior Living Organ Donors.  Kidneys procured from standard criteria 

deceased donors shall be allocated locally first for prior living organ donors as defined in 
Policy 3.5.11.6 (Donation Status) before they are offered in satisfaction of kidney 
payback obligations. 

 
3.5.5.3 Kidney Payback Debt Limit.  An OPO shall accumulate no more than nine kidney 

payback debts (all blood groups combined) at any point in time, effective upon 
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implementation of this Policy 3.5.5.3.  Debts accumulated prior to the effective date of 
this Policy 3.5.5.3 by an OPO:  (i) shall be considered long-term debt, (ii) shall not apply 
toward the nine total debt limit effective upon implementation of this policy, and (iii) 
shall be reduced annually by the volume that is determined pursuant to negotiations with 
the Kidney and Pancreas Transplantation Committee prior to or around the effective date 
of this policy.  A kidney shared in satisfaction of a payback debt by an OPO owing long-
term debt may be applied to the OPO’s short-term (i.e., incurred on or after the effective 
date of this policy) or long-term debt balance, as directed by the OPO.  Violation of either 
of the above provisions shall result in referral to the Membership and Professional 
Standards Committee as a policy violation by the OPO and all affiliated transplant 
centers.  Additionally, priority for offers of zero antigen mismatched kidneys will be 
adjusted as detailed in Policy 3.5.3.3 (Mandatory Sharing). 

 
[No Additional Proposed Changes until Policy 3.5.11] 

 
3.5.11 The Point System for Kidney Allocation.  When information about a standard donor is entered 

into the UNOS Match System, all patients who have an ABO blood type that is compatible with 
that of the donor and who are listed as active on the UNOS Patient Waiting List will be assigned 
points and priority as follows: 

 
3.5.11.1Time of Waiting.   [No Changes] 
 

 3.5.11.1.1 Time of Waiting Points.   [No Changes] 
 
3.5.11.2 Quality of Antigen Mismatch.   [No Changes] 

 
3.5.11.3Panel Reactive Antibody.  [No Changes] 
 
3.5.11.4Medical Urgency.   [No Changes] 
 
3.5.11.5Pediatric Kidney Transplant Candidates.  Kidney transplant candidates who are 

less than 11 years old shall be assigned four additional points for kidney 
allocation.  Candidates who are 11 years old or older but less than 18 years old 
will be assigned three additional points for kidney allocation. These points shall 
be assigned when the candidate is registered on the UNOS Patient Waiting List 
and retained until the candidate reaches 18 years of age.  

 
3.5.11.5.1 Pediatric Kidney Transplant Candidates Not Transplanted within 

Time Goals.  Kidneys that are not shared mandatorily for 0 HLA 
mismatching, for renal/non-renal organ allocation, or locally for 
prior living organ donors pursuant to Policy 3.5.11.6 (Donation 
Status) shall be offered first for transplant candidates who are less 
than 18 years of age at listing and who have not received a kidney 
transplant within the time periods set forth in Policy 3.5.11.5.2 
irrespective of the number of points assigned to the candidate 
relative to candidates 18 years old and older, with the exception of 
candidates assigned 4 points for PRA levels of 80% or greater 
under Policy 3.5.11.3 (Panel Reactive Antibody) who otherwise 
rank higher than all other listed patients based upon total points 
assigned under UNOS policy.  When multiple pediatric transplant 
candidates are eligible for organ offers under this policy, organs 
shall be allocated for these patients in descending point sequence 
with the patient having the highest number of points receiving the 
highest priority.  The priority assigned for pediatric patients under 
this policy does not supercede obligations to share kidneys as a 
result of a zero antigen mismatch pursuant to Policies 3.5.3 

   
                       

8



   

(Mandatory Sharing of Zero Antigen Mismatched Kidneys) and 
3.5.4 (Sharing of Zero Antigen Mismatched Kidneys to Combined 
Kidney-Pancreas Candidates) or in satisfaction of payback debts 
pursuant to Policy 3.5.5 (Payback Requirements).

 
3.5.11.5.2 Pediatric Goals for Transplanting Kidney Transplant Candidates.  

The goals for transplanting pediatric kidney transplant candidates 
are as follows: 
(a) Candidates 0-5 years old at time of listing- within 6 months of 

listing. 
(b) Candidates 6-10 years old at time of listing- within 12 months 

of listing. 
(c) Candidates 11-17 years old at time of listing- within 18 

months of listing. 
 

3.5.11.6Donation Status.   [No Changes] 
 

[No Further Changes] 
 
 
4. Proposed Modifications to and Implementation Protocol for OPTN/UNOS Policy 3.8.1.5 (Islet Allocation 

Protocol).  Public comments on proposed amended OPTN/UNOS Policy 3.8.1.5 and the Committee’s responses 
are set forth in Exhibit E.  The proposal would determine how modifications to OPTN/UNOS Policy 3.8.1.5 
recently approved by the OPTN/UNOS Board of Directors are to be implemented on the UNOS Computer.  The 
intent of the policy is to better address the need for applying medical judgment in pancreatic islet 
transplantation decisions and avoid islet wastage.  

 
At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 32 
individuals who commented on the proposal, 94% supported and 6% opposed the proposal.  Of the 11 Regions, 
10 Regions supported and 1 Region opposed the proposal.  The 1 Region that opposed the proposal indicated 
that it would be inclined to support an amended version of the proposal requiring a detailed rationale when the 
intended candidate was bypassed in favor of another candidate.  Some of the public comment suggested that the 
OPTN/UNOS should not have any policy on islet allocation since it is a developing field.  The Committee 
reemphasized that the OPTN/UNOS should be involved in pancreatic islet transplantation precisely because it is 
a developing field within transplantation that requires some oversight to ensure patient safety.  The present 
proposal is an attempt to balance need for flexibility in the process, allowing appropriate exercise of medical 
judgment and increased experience with islet transplantation, with equitable opportunities for organ offers for 
patients in need of both whole pancreas and pancreatic islet transplant therapy.  The Committee determined that 
requiring submission of written justifications for selecting candidates to receive pancreatic islets under the 
proposal would be overly burdensome to transplant programs.  Instead, the Committee anticipates review of 
program practices by UNOS Policy Compliance staff and investigation of any activity that appears 
inappropriate.  Reports of such activity to the Committee could lead to further refinement of the policy if 
deemed necessary. 
 
After further discussion, the Committee agreed to approve the proposed amended policy as submitted for public 
comment by a vote of 24 For; 0 Against; 0 Abstentions.  The Committee, therefore, offers the following 
recommendation for consideration by the Board of Directors: 

* RESOLVED, that the following modifications to Policy 3.8.1.5 (Islet Allocation) and implementation 
plan described in Exhibit E having been distributed for public comment, and subsequently 
recommended by the OPTN/UNOS Kidney and Pancreas Transplantation Committee, shall be 
approved and implemented pending programming on the UNOS System: 
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3.8 PANCREAS ALLOCATION.  The following policies shall apply to the allocation of pancreata. 
 

3.8.1 Pancreas Organ Allocation.  For local pancreas allocation, recipients may be selected 
from candidates awaiting an isolated pancreas, kidney-pancreas combination, or a 
combined solid organ-islet transplant from the same donor, unless there is a patient on the 
UNOS Patient Waiting List who meets the requirements of Policy 3.5.4 or Policy 3.8.1.6 
and for whom there is a zero antigen mismatch with the donor.  Within each Patient 
Waiting List, length of time waiting shall be considered for the selection of organ 
recipients. Candidates shall continue to accrue waiting time while registered on the 
UNOS Patient Waiting List as inactive.  For combined kidney-pancreas candidates, blood 
type O kidneys must be transplanted into blood type O recipients as specified in Policy 
3.5.1, unless there is a zero antigen mismatch between the candidate and donor and the 
candidate is highly sensitized as defined in Policy 3.5. 4.  If the pancreas is not placed 
locally for an isolated or combined whole organ transplant, a combined solid organ-islet 
transplant, a zero antigen mismatch patient or pursuant to Policy 3.5.4, the pancreas, if 
procured from a donor less than or equal to 50 years old and with body mass index (BMI) 
less than or equal to 30 kg/m2, shall be allocated regionally and then nationally, or for 
patients listed for facilitated pancreas placement as described in Policy 3.8.1.3, in the 
following sequence.  Pancreata procured from donors greater than 50 years old or with 
body mass index (BMI) greater than 30 kg/m2 that are not placed locally for an isolated 
or combined whole organ transplant, a combined solid organ-islet transplant, a zero 
antigen mismatch patient or pursuant to Policy 3.5.4, shall be allocated according to 
Policy 3.8.1.4 below. 
 
3.8.1.1 Regional Whole Pancreas Allocation.  Within each of the following categories, 

allocation shall be based on the transplant candidate's length of time waiting.  
Candidates shall continue to accrue waiting time while registered on the UNOS 
Patient Waiting List as inactive.   

 
• Isolated pancreas candidates; and 
• Combined kidney-pancreas candidates if the kidney is available. Blood type 

O kidneys must be transplanted into blood type O recipients as specified in 
Policy 3.5.2, and the kidney must be paid back as specified in Policy 3.5.5. 

 
3.8.1.2 National Whole Pancreas Allocation.  Within each of the following categories, 

allocation shall be based on the transplant candidate's length of time waiting.  
Candidates shall continue to accrue waiting time while registered on the UNOS 
Patient Waiting List as inactive.   

 
• Isolated pancreas candidates; and 
• Combined kidney-pancreas candidates if the kidney is available. Blood type 

O kidneys must be transplanted into blood type O recipients as specified in 
Policy 3.5.2, and the kidney must be paid back as specified in Policy 3.5.5. 

 
3.8.1.3 Facilitated Whole Pancreas Allocation.  In the event that the UNOS Organ 

Center has attempted, but has been unable, to place the pancreas for a period of 
at least five (5) hours, or upon notice to the Organ Center that organ retrieval is 
anticipated within one (1) hour, then irrespective of whether the entire regional 
and/or national Waiting List of patients has by that time been exhausted, the 
pancreas shall be offered through the UNOS Organ Center for patients listed 
with those transplant centers that have recorded in writing their desire, to 
participate in the UNOS system of facilitated pancreas allocation.   A pancreas 
offered by this facilitated method shall be offered to patients who have not 
previously received an offer for that pancreas.  The pancreas shall be offered, in 
the following sequence, based on the transplant candidate's length of waiting 
time within each of the enumerated categories below.  Candidates shall continue 
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to accrue waiting time while registered on the UNOS Patient Waiting List as 
inactive.   

 
• Isolated pancreas candidates; and 
• Combined kidney-pancreas candidates if the kidney is voluntarily being 

offered. Blood type O kidneys must be transplanted into blood type O 
recipients as specified in Policy 3.5.2, and the kidney must be paid back as 
specified in Policy 3.5.5. 

 
Any transplant center desiring to participate in this system shall be allowed to do 
so provided that it (a) agrees to accept offers for pancreata that have been 
procured by institutions located outside of its OPO (b) agrees to accept offers for 
pancreata on a conditional basis pending tissue typing information and 
redistribution of the organs pursuant to UNOS Policy 3.8.1.6 in the event there 
is a patient on the Waiting List for whom there is a zero antigen mismatch with 
the donor, and (c) documents this agreement and its desire to participate in the 
system to UNOS in writing. 

 
3.8.1.4 Islet Transplantation.  If the donor is less than or equal to 50 years old and has  

body mass index (BMI) less than or equal to 30 kg/m2 and a suitable recipient is 
not identified by the allocation criteria specified in Policies 3.8.1, 3.8.1.1, 
3.8.1.2, or 3.8.1.3, then the Host OPO shall offer the pancreas locally for clinical 
islet transplantation.  If the organ is not used locally, the Host OPO shall offer 
the pancreas regionally and then nationally for clinical islet transplantation.  If 
the organ is not used for transplantation, then the Host OPO should offer the 
pancreas for research.  

 
If the donor is greater than 50 years old or has BMI greater than 30 kg/m2, and a 
suitable recipient is not identified at the local level of organ allocation by the 
criteria specified in Policy 3.8.1, then the Host OPO shall offer the pancreas 
locally for clinical islet transplantation.  If the organ is not used locally, the Host 
OPO shall offer the pancreas regionally and then nationally for clinical islet 
transplantation., and then regionally followed by nationally for whole organ 
transplantation  If the organ is not used for transplantation, then the Host OPO 
should offer the pancreas for research. 

 
3.8.1.5 Islet Allocation Protocol.  Allocation of pancreata for islet transplantation shall 

be to the most medically suitable candidate based upon need and transplant 
candidate length of waiting time.  If after islet processing is completed, the islet 
preparation is medically unsuitable for the candidate, the islets from that 
pancreas will be reallocated to the next most suitable candidate within the OPO 
that the Investigational New Drug (IND) application allows.  The purpose of this 
policy is to allow for the application of medical judgment and to avoid islet 
wastage.  The outcomes of this allocation policy will be reported to the 
OPTN/UNOS Board of Directors by the OPTN/UNOS Kidney & Pancreas 
Transplantation Committee within three years.  Two active status codes will be 
used, Status 1 (Urgent) and Status 2 (Non-Urgent).  At the regional and national 
level islet allocation shall be as follows: 
• Matching 0 HLA Mismatch  3 points 

     1 HLA Mismatch  2 points 
      2 HLA Mismatch  1 point 

3-6 HLA Mismatch 0 points  
 
Status 1 A patient that receives a clinical islet transplant becomes a 
Status 1 for a three week period.  (Recipients need islets from four or 
more donors within three weeks).  Status 1 islet candidates shall have 
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priority over Status 2 candidates at each level of allocation, (i.e., local, 
regional, then national). 

 
Status 2 All patients on the clinical islet transplant list who do not meet 
the Status 1 criteria.   

 
•  Waiting Time Waiting time shall begin when a patient is placed on 

the UNOS Patient Waiting List.  Waiting time will 
accrue for a patient until he/she has received a 
maximum of three islet infusions or the transplant 
center removes the patient from the waiting list, 
whichever is the first to occur.   If the patient is still 
listed at this time or subsequently added back to the 
Waiting List, waiting time will start anew.  Waiting 
time as a Status 1 begins when the patient becomes a 
Status 1 and continues until they are no longer a 
Status 1.  If a patient returns to a Status 2, their entire 
waiting time continues. One point will be assigned to 
the patient waiting for the longest period with 
fractions of points assigned proportionately to all 
other patients, according to their relative waiting 
time. For example, if there are 75 patients waiting for 
islets, the patient waiting the longest would receive 1 
point (75/75 x 1 = 1). A person with the 60th longest 
time of waiting would be assigned 0.2 points (75-
60)/75 x 1 = 0.2).  The calculation of points is 
conducted separately for each geographic (local, 
regional and national) level of islet allocation.  The 
local points calculation includes only patients on the 
local Patient Waiting List.  The regional points 
calculation includes only patients on the regional list, 
without the local patients.  The national points 
calculation includes all patients on the national list 
excluding all patients listed on the Host OPO's local 
or regional waiting list.  Candidates shall continue to 
accrue waiting time while registered on the UNOS 
Patient Waiting List as inactive. 

 
[No further changes to Policy 3.8] 

 
5. Proposed Modifications to OPTN/UNOS Policy 3.8.1.6 (Mandatory Sharing of Zero Antigen Mismatch 

Pancreata).  Public comments on proposed amended OPTN/UNOS Policy 3.8.1.6 and the Committee’s 
responses are set forth in Exhibit F.  The proposed modifications would eliminate requirements for sharing 
isolated pancreata for zero antigen mismatched patients except for highly sensitized candidates, defined as 
candidates with panel reactive antibody (PRA) levels of 80% or higher.  The intent is to allow for increased 
simultaneous pancreas-kidney transplantation by not requiring sharing of zero antigen mismatched pancreata, 
except for highly sensitized candidates whose opportunities for an isolated pancreas offer are limited. 

 
At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 40 
individuals who commented on the proposal, 95% supported and 5% opposed the proposal.  Of the 11 Regions, 
7 Regions supported, 1 Region supported with an amendment and 3 Regions opposed the proposal.  Of the 
Regions in opposition to the proposal, the commentary stated that the proposal would further limit isolated 
pancreas transplantation and that the data did not justify the elimination of mandatory sharing for isolated zero 
antigen mismatched pancreata.  Region 2 approved an amended proposal to eliminate priority for all zero 
antigen mismatch isolated pancreas candidates due to the difficulty of completing HLA typing on high PRA 
candidates prior to allocating the pancreas or kidney organ. 
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The Committee reiterates that the data do not demonstrate a statistically significant survival benefit with receipt 
of a zero antigen mismatched isolated pancreas transplant.  Moreover, relatively few pancreata are accepted for 
transplantation from outside the local organ procurement organization (OPO) area.  The proposal maintains the 
requirement to share the optimally HLA matched pancreata broadly only for highly sensitized candidates for 
whom the transplant can yield substantial benefit even absent expectations for improved outcomes.  The 
proposal should facilitate pancreas placement and serve as a compromise among the postitions articulated by 
the Regions. 
 
After further discussion, the Committee agreed to approve the proposal as submitted for public comment by a 
vote of 24 For; 0 Against; 0 Abstentions.  The Committee, therefore, offers the following recommendation for 
consideration by the Board of Directors: 

 
* RESOLVED, that the following modifications to Policy 3.8.1.6 (Mandatory Sharing of Zero Antigen 

Mismatch Pancreata) having been distributed for public comment, and subsequently recommended 
by the OPTN/UNOS Kidney and Pancreas Transplantation Committee, shall be approved and 
implemented pending programming on the UNOS System: 

 
3.8 PANCREAS ALLOCATION.  The following policies shall apply to the allocation of pancreata. 

 
3.8.2 Pancreas Organ Allocation.  [No Changes] 

 
3.8.1.1 Regional Whole Pancreas Allocation.   [No Changes] 
 
3.8.1.2 National Whole Pancreas Allocation.   [No Changes]

 
3.8.1.3 Facilitated Pancreas Allocation.  [No Changes]  

 
3.8.1.4 Islet Transplantation.   [No Changes] 

 
3.8.1.5 Islet Allocation Protocol.  [No Changes] 

 
3.8.1.6 Mandatory Sharing of Zero Antigen Mismatch Pancreata. In the event there 

is a patient on the UNOS Patient Waiting List for whom there is a zero antigen 
mismatch with the donor, the pancreas from that donor shall be offered, first, to 
the appropriate UNOS member for any highly sensitized patient waiting for a 
combined kidney/pancreas transplant with a zero antigen mismatch, pursuant to 
Policy 3.5.34 (first locally, then regionally, and then nationally, based upon 
length of time waiting). The pancreas shall then, be offered to the appropriate 
UNOS member for any highly sensitized (i.e., panel reactive antibody (PRA) 
level ≥ 80%) patient waiting for an isolated pancreas transplant with a zero 
antigen mismatch, first locally, then regionally, and then nationally, based upon 
length of time waiting, unless there is a patient listed on the Host OPO’s local 
patient waiting list for combined kidney/pancreas or isolated pancreas 
transplantation who is mismatched with the donor and also has panel reactive 
antibody (PRA) level of 80% or greater based on historical or current serum 
samples, as used for crossmatch to determine suitability for transplant, and there 
is a negative preliminary crossmatch between the donor and that patient.  In this 
event, for local allocation, the pancreas shall be offered for the mismatched 
patient(s) with PRA greater than or equal to 80% and a negative preliminary 
crossmatch (based upon length of time waiting if more than one patient meets 
these criteria) before being offered for highly sensitized zero antigen 
mismatched isolated pancreas transplant candidates regionally or nationally.   

 
3.8.1.6.1 Time Limit.  All pancreata to be shared as zero antigen mismatches, 

either alone or in combination with kidneys, must be offered to the 
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appropriate recipient transplant centers through the UNOS Organ 
Center.  The UNOS Organ Center will attempt to place the organ(s) for 
zero antigen mismatched patients according to the national lists of 
patients waiting for combined kidney/pancreas or isolated pancreas 
transplantation, as applicable, for a period of four hours (starting from 
the time the Organ Center makes the first offer) after which time the 
Organ Center will notify the Host OPO that it may allocate the organ(s) 
according to the standard geographic sequence of kidney allocation 
under Policy 3.5.5 and pancreas allocation under Policy 3.8.1, as 
applicable (first locally, then regionally, and then nationally). The 
period of time allowed for acceptance of zero antigen mismatched 
pancreas offers made within the four hours permitted for placing these 
organs, but with less than an hour before the four hours will expire, 
shall equal the time remaining within the four-hour period for 
placement of zero mismatched donor pancreata.  Time available for 
organ acceptance, if shorter than one hour, shall be communicated with 
the organ offer.  In the event the Host OPO declines the opportunity to 
allocate the organ(s) locally, then the UNOS Organ Center shall 
continue to attempt to place the organ(s) for zero antigen mismatched 
patients according to the national lists of waiting patients. Acceptance 
of organs declined by the Host OPO will not generate an obligation to 
pay back the kidney pursuant to Policy 3.5.4 (Payback Requirements) 
even if accepted for a zero antigen mismatched patient. The UNOS 
Organ Center will document each offer and each response.  

 
[No Further Changes] 

 
6. Proposed Modifications to OPTN/UNOS Policies 3.5.5.1 (Kidney/Non-Renal Organ Sharing) and 3.5.5.2 

(Deferment of Voluntary Arrangements).  Public comments on proposed amended OPTN/UNOS Policies 
3.5.5.1 and 3.5.5.2 and the Committee’s responses are set forth in Exhibit G.  The proposed modifications 
would increase the ABO blood group payback debt threshold from four to six in terms of an OPO’s ability to 
retain local kidneys or receive shared kidneys to be used in a simultaneous kidney-pancreas transplant.  The 
intent of the proposal is to provide additional flexibility in the payback system and enhance opportunities to use 
both kidneys and the pancreas from donors.  

 
 At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 38 

individuals who commented on the proposal, 84% supported and 16% opposed the proposal.  Of the 11 
Regions, 9 Regions supported and 2 Regions opposed the proposal. 

  
 Public commentary varied between suggesting that (1) the proposal’s increased flexibility for OPOs to manage 

kidney payback debt was too liberal and would allow inappropriate debt accumulation, to (2) the proposal does 
not go far enough to provide opportunities to use donor pancreata with a kidney.  Region 2, for instance, 
supported the proposal, although the Region’s kidney/pancras transplant programs opined that the ABO blood 
group payback debt threshold should remain four.  Region 5, which narrowly supported the proposal, stated the 
proposed modification would allow more leeway for OPOs that fail to monitor their payback debts.  Region 9 
opposed the proposal and stated the current policy should remain.  Finally, Region 8 opposed the proposal 
because it would not solve the perceived problem, but merely increase by two the number of debts an OPO 
could accumulate with regard to kidney/pancreas transplants.  Other public comments stated that OPOs should 
learn to manage their payback debts under the current system.  

 
 The OPO that submitted the original request to reconsider the policy that limits the ability of an OPO owing 

four or more payback kidneys within any blood group to retain a kidney of that blood group to use locally with 
a pancreas (except for zero antigen mismatched candidates) in lieu of offering the kidney in satisfaction of 
payback obligations, from which the Committee proposal was developed, presented their perspective to the 
Committee during its May 19, 2004, meeting.   
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 In general, the OPO believed the Committee proposal is not flexible enough to ensure that opportunities for 
using pancreata shared with kidneys for simultaneous kidney and pancreas transplantation are realized.  In 
addition, the continued restrictions imposed by the kidney payback system will result in decreased pancreas 
procurement, jeopardizing efforts to maximize organ procurement, due to challenges in placing pancreata 
without a donor kidney.  Finally, the OPO was concerned that the policy requirement of offering both donor 
kidneys for payback once the OPO has reached a debt threshold requiring that both kidneys be offered, rather 
than one kidney offered for payback and the other shared locally for a combined kidney/extra renal transplant, 
becomes a de facto withholding of the extra renal organ (e.g., pancreas) if the organ cannot be placed for an 
isolated transplant.  Due to the limited number of pancreata transplanted within this OPO’s Region as an 
isolated pancreas transplant, it is often difficult for this OPO to place isolated pancreata for transplant. 

 
 The OPO offered an alternative proposal to alleviate some of their concerns with the current policy and the 

proposed modifications to the policy.  The OPO suggested an increase in the total payback debt limit (all blood 
groups combined) from 9 to 12 debts.  In addition to the increased total debt limit, the OPO proposed a time 
delay of, for instance 12 months, before the restriction on retaining a kidney or importing a kidney for a 
simultaneous kidney-pancreas transplant would be enforced.  Under this portion of the proposal, an OPO would 
be exempted from the payback requirements as it pertains to simultaneous kidney-pancreas transplants until that 
OPO exceeded the debt threshold longer than the specified time delay. 

 
 Some Members suggested that the core issue is an OPO’s inability to manage its payback debt levels.  The 

Committee is not aware that this is a significant concern for other OPOs.  There is no limit on use of kidney-
pancreas combinations for OPOs that maintain debt levels within policy standards.  Members also emphasized 
that the current policies and proposed modifications do not preclude an OPO from procuring any organs.  
Resolution of the OPO’s concern might better be accomplished by examining operational issues between the 
OPO and some of its recovery surgeons who may be reluctant to procure pancreata for isolated transplants.  
Additionally, OPOs and their transplant centers are not obligated to accept zero antigen mismatched kidney 
offers, placing them in jeopardy of reaching the payback thresholds.  Instead, these offers may be declined 
removing the possibility of payback debt as a barrier to opportunities for use of kidney/pancreas combinations 
locally.  Moreover, the OPO’s proposal would merely establish a new baseline for payback debts and would not 
cause any OPO to review and improve its payback debt management.  Finally, the kidney payback system 
attempts to maintain system balance by ensuring that optimally HLA matched kidneys are not shared to the 
disproportionate disadvantage of any patient populations.  Candidates waiting for a simultaneous kidney-
pancreas transplant, in general, will wait a shorter time for transplant than candidates waiting for an isolated 
kidney transplant.  If a candidate misses an opportunity due to the OPO’s excessive debt threshold, the chances 
of a relatively quick subsequent transplant opportunity are very likely.  Thus, it is expected that simultaneous 
kidney-pancreas candidates will not be disadvantaged by this policy. 

 
 Some Members moved that simultaneous kidney-pancreas transplants be exempted from the kidney payback 

system.  However, other Members reiterated the views noted above and expressed additional concern that 
candidates on the isolated kidney transplant list, especially those listed with OPOs that operate separate kidney 
and kidney/pancreas waiting lists, would be disadvantaged and experience increased waiting times from such a 
proposal.  As discussed above, in general, combined kidney/pancreas candidates wait for much shorter time 
periods for a transplant relative to isolated kidney transplant candidates.  After further discussion, the motion 
was withdrawn for lack of support. 

 
 The alternative proposal offered by the OPO failed as no Committee Member was willing to offer the motion.  

After further discussion, the Committee agreed to approve the proposal as submitted for public comment by a 
vote of 23 For; 1 Against; 0 Abstentions. 

 
 The Committee, therefore, offers the following recommendation for consideration by the Board of Directors: 

 
* RESOLVED, that the following modifications to Policies 3.5.5.1 (Kidney/Non-Renal Organ Sharing) 

and 3.5.5.2 (Deferment of Voluntary Arrangements) having been distributed for public comment, 
and subsequently recommended by the OPTN/UNOS Kidney and Pancreas Transplantation 
Committee, shall be approved and implemented pending programming on the UNOS System 
(additions and deletions recommended in this specific proposal are noted by bolded text):      
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3.5.5 Payback Requirements.  Except as otherwise provided in UNOS Policy 3.5.3.5 (Mandatory 

Sharing of Zero Antigen Mismatched Kidneys - Time Limit), 3.8.1.6.1 (Mandatory Sharing of 
Zero Antigen Mismatch Pancreata - Time Limit), and 3.5.5.2 (Exception for Prior Living Organ 
Donors), when a kidney is shared pursuant to:  (i) the mandatory zero antigen mismatch sharing 
policy, (ii) a voluntary arrangement for sharing the kidney with an organ other than a kidney from 
the same donor for transplantation into the same recipient, or (iii) a voluntary arrangement for 
sharing the kidney for a patient with a PRA of 80% or greater and a negative preliminary 
crossmatch with the donor, the OPO receiving the kidney must offer through the UNOS Organ 
Center a kidney from the next suitable standard donor that does not meet the criteria for a 
Donation after Cardiac Death donor4, six years old and older up to and including age 59, of the 
same ABO blood type as the donor from whom the shared kidney was procured at such time as the 
OPO has accumulated obligations to offer two kidneys (of the same ABO blood type) through the 
Organ Center, unless the kidney was a payback kidney.  Kidneys from donors meeting the 
following exclusions: (i) donor is defined as an ECD, (ii) donor meets criteria for a Donation after 
Cardiac Death donor, or (iii) donor is less than six years old and 60 years old or older may be 
offered for payback at the discretion of the Host OPO in satisfaction of payback debts pursuant to 
standard accounting and other protocols for payback offers and acceptance.  The Organ Center 
shall offer payback kidneys to OPOs waiting for at least two payback kidneys of the same blood 
type in the sequential order in which the debts were incurred with the first offer to the OPO with 
the longest single outstanding debt. 

 
3.5.5.1 Kidney/Non-Renal Organ Sharing. 

 
3.5.5.1.1 Deferment of the Kidney/Non-Renal Exception.  OPOs that have 

accumulated foursix or more payback obligations within the blood type 
of a locally procured donor shall not be permitted to defer the 
obligation to offer the kidneys from this donor in satisfaction of 
payback debts by retaining a kidney for transplant with a non-renal 
organ locally, except for kidneys allocated for a kidney-pancreas 
transplant pursuant to UNOS Policy 3.5.4, or a kidney/non-renal organ 
transplant where the non-renal organ is a heart, lung, or liver.  The 
kidney/non-renal exception shall be deferred until the OPO has reduced 
its payback obligation to less than foursix.   

 
3.5.5.1.2 Deferment of Voluntary Arrangements.  OPOs that have accumulated 

foursix or more payback obligations within the same blood type shall 
not be offered, and, if offered, shall not accept kidneys shared with a 
non-renal organ from a donor of the same blood type as the 
accumulated payback obligations, except for kidneys allocated for a 
kidney-pancreas transplant pursuant to UNOS Policy 3.5.4, or a 
kidney/non-renal organ transplant where the non-renal organ is a heart, 
lung, or liver.  The offer/acceptance of kidneys voluntarily shared with 
non-renal organs shall be deferred until the OPO has reduced its 
payback obligation to less than foursix. 

 
3.5.5.2 Exception for Prior Living Organ Donors.  Kidneys procured from standard criteria 

deceased donors shall be allocated locally first for prior living organ donors as defined in 
Policy 3.5.11.6 (Donation Status) before they are offered in satisfaction of kidney 
payback obligations. 

 
3.5.5.4 Kidney Payback Debt Limit.  An OPO shall accumulate no more than nine kidney 

payback debts (all blood groups combined) at any point in time, effective upon 
implementation of this Policy 3.5.5.3.  Debts accumulated prior to the effective date of 
this Policy 3.5.5.3 by an OPO:  (i) shall be considered long-term debt, (ii) shall not apply 
toward the nine total debt limit effective upon implementation of this policy, and (iii) 
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shall be reduced annually by the volume that is determined pursuant to negotiations with 
the Kidney and Pancreas Transplantation Committee prior to or around the effective date 
of this policy.  A kidney shared in satisfaction of a payback debt by an OPO owing long-
term debt may be applied to the OPO’s short-term (i.e., incurred on or after the effective 
date of this policy) or long-term debt balance, as directed by the OPO.  Violation of either 
of the above provisions shall result in referral to the Membership and Professional 
Standards Committee as a policy violation by the OPO and all affiliated transplant 
centers.  Additionally, priority for offers of zero antigen mismatched kidneys will be 
adjusted as detailed in Policy 3.5.3.3 (Mandatory Sharing). 

 
[No Further Changes] 

 
7. Proposed Modifications to OPTN/UNOS Policies 3.5.3.3 (Mandatory Sharing) and 3.5.5 (Payback 

Requirements) (“Exemption of Kidneys Recovered from Donation after Cardiac Death (DCD) Donors from 
Sharing Requirements for Zero Antigen Mismatched Kidneys or Payback”).  Public comments on proposed 
amended OPTN/UNOS Policies 3.5.3.3 and 3.5.5 and the Committee’s responses are set forth in Exhibit H.  
The proposed modifications would exempt Donation after Cardiac Death (DCD) donor kidneys from the 
requirements of the zero antigen mismatch kidney sharing policy, except at the local level of organ distribution, 
as well as, kidney payback policy.  OPOs would retain the option to offer DCD donor kidneys for payback, but 
would not be required to do so under the policy.  The intent of the proposal is to place DCD donor kidneys as 
rapidly as possible to avoid adverse impacts from increased cold ischemia time, as well as, increase organ 
donation by providing an incentive for transplant centers to develop and enhance their DCD donor programs.  

 
 At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 45 

individuals who commented on the proposal, 91% supported and 9% opposed the proposal.  All 11 Regions 
supported the proposal, including 5 unanimously. 

 
Some of the public commentary suggested possible disadvantage to sensitized candidates, especially in the 
event DCD kidney usage increases measurably.  There was particular concern for African American and other 
minority candidates due to relative likelihood of sensitization being an important issue for these populations.  
The Committee affirmed their previously stated position and noted that during the two-year period studied 
(2001 - 2002), a total of only 13 DCD kidneys were transplanted into sensitized candidates with PRA > 20% 
who had a zero mismatch with the donor.  Of the total 441 DCD kidney offers to zero antigen mismatched 
candidates, only 50 were accepted.  There simply is not broad use of these organs outside the local procurement 
area, at least at this time.  A future where DCD donation and utilization rates increased substantially would be 
welcome as a means to increase overall organ procurement and transplantation.  A national policy exempting 
DCD donor kidneys from zero antigen mismatch sharing beyond the local level and payback requirements 
could help increase those rates as centers would be permitted to use more of these kidneys for their local 
candidates with less cold ischemia time.  The exemption from sharing requirements for zero antigen 
mismatched patients also is supported by the outcomes data reviewed by the Committee.  That is, among shared 
zero mismatch transplants, recipients of DCD kidneys had a significantly higher rate of post-transplant graft 
failure compared to recipients of deceased heartbeating donor (HBD) kidneys (RR= 1.84; p-value= 0.048).  The 
Committee will, however, continue to review the effects of the proposal to determine the future impact on 
various groups, including sensitized candidates and minorities.      

 
After further discussion, the Committee approved the proposal as submitted for public comment by a 
unanimous vote of 24 For; 0 Against; 0 Abstentions.  The Committee, therefore, offers the following 
recommendation for consideration by the Board of Directors: 
 
* RESOLVED, that the following modifications to Policies 3.5.3.3 (Mandatory Sharing) and 3.5.5 

(Payback Requirements) having been distributed for public comment, and subsequently 
recommended by the OPTN/UNOS Kidney and Pancreas Transplantation Committee, shall be 
approved and implemented pending programming on the UNOS System (additions and deletions 
recommended in this specific proposal are noted by bolded text): 
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3.5.3.3 Mandatory Sharing. With the exception of deceased kidneys procured for simultaneous 
kidney and non-renal organ transplantation as described in Policy 3.5.3.4, and deceased 
kidneys procured from Donation after Cardiac Death donors2 if there is any patient 
on the UNOS Patient Waiting List for whom there is a zero antigen mismatch with a 
standard donor, the kidney(s) from that donor shall be offered to the appropriate 
OPTN/UNOS member for the patient with the zero antigen mismatch subject to time 
limitations for such organ offers set forth in Policy 3.5.3.5. With the exception of 
deceased kidneys procured for simultaneous kidney and non-renal organ transplantation 
as described in Policy 3.5.3.4, and deceased kidneys procured from Donation after 
Cardiac Death donors2, if there is any patient on the UNOS Patient Waiting List who 
has agreed to receive expanded criteria donor kidneys for whom there is a zero antigen 
mismatch with an expanded criteria donor, the kidney(s) from that donor shall be offered 
to the appropriate OPTNUNOS member for the patient with the zero antigen mismatch 
who has agreed to be transplanted with expanded criteria donor kidneys subject to time 
limitations for such organ offers set forth in Policy 3.5.3.5.  If both donor kidneys are 
transplantable, the recipient center that was offered the kidney for a patient with a zero 
antigen mismatch does not have the implicit right to choose between the two kidneys.  
The final decision as to which of the two kidneys is to be shared rests with the Host OPO.  
In lieu of the four additional points for a patient with a PRA of 80% or higher and a 
preliminary negative crossmatch (Policy 3.5.11.3) four additional points will be added to 
all patients for whom there is a zero antigen mismatch with a standard donor and whose 
PRA is 80% or higher regardless of preliminary crossmatch results.   For kidneys 
procured from Donation after Cardiac Death donors, if there is any candidate on 
the UNOS Patient Waiting List for whom there is a zero antigen mismatch with the 
donor, the kidney(s) from that donor shall be offered to the appropriate OPTN 
member for the candidate listed locally with the zero antigen mismatch, by blood 
group identical and then compatible; then to all other local candidates in point 
sequence according to Policy 3.5.11 (The Point System for Kidney Allocation) or 
3.5.12 (The Point System for Expanded Criteria Donor Kidney Allocation) 
depending upon whether the donor is standard or defined by expanded criteria; 
then to remaining zero antigen mismatched candidates according to the sequence set 
forth below.  When multiple zero antigen mismatches are found for a single donor, the 
allocation will be in the following sequence: 

 
3.5.3.3.1   [No Changes] 

 
3.5.3.3.2   [No Changes] 

 
3.5.3.4 Kidney/Non-Renal Exception.   [No Changes] 

 
3.5.3.5 Time Limit.   [No Changes] 

 
3.5.4 Sharing of Zero Antigen Mismatched Kidneys to Combined Kidney-Pancreas Candidates.   [No 

Changes] 
 

3.5.4.1 Mandatory Sharing.   [No Changes] 
 
                                                 
2   For purposes of Policy 3.5 (Allocation of Deceased Kidneys), Donation after Cardiac Death donors shall be 
defined as follows: (1) A controlled Donation after Cardiac Death donor is a donor whose life support will be 
withdrawn and whose family has given written consent for organ donation in the controlled environment of 
the operating room; (2) An uncontrolled Donation after Cardiac Death donor is a patient who expires in the 
emergency room or elsewhere in the hospital before consent for organ donation is obtained and catheters are 
placed in the femoral vessels and peritoneum to cool organs until consent can be obtained.  Also, an 
uncontrolled Donation after Cardiac Death donor is a patient who is consented for organ donation but suffers 
a cardiac arrest requiring CPR during procurement of the organs. 

   
                       

18



   

3.5.5 Payback Requirements.  Except as otherwise provided in UNOS Policy 3.5.3.5 (Mandatory 
Sharing of Zero Antigen Mismatched Kidneys - Time Limit), 3.8.1.6.1 (Mandatory Sharing of 
Zero Antigen Mismatch Pancreata - Time Limit), and 3.5.5.2 (Exception for Prior Living Organ 
Donors), when a kidney is shared pursuant to:  (i) the mandatory zero antigen mismatch sharing 
policy, (ii) a voluntary arrangement for sharing the kidney with an organ other than a kidney from 
the same donor for transplantation into the same recipient, or (iii) a voluntary arrangement for 
sharing the kidney for a patient with a PRA of 80% or greater and a negative preliminary 
crossmatch with the donor, the OPO receiving the kidney must offer through the UNOS Organ 
Center a kidney from the next suitable standard donor that does not meet the criteria for a 
Donation after Cardiac Death donor2, six years old and older up to and including age 59, of the 
same ABO blood type as the donor from whom the shared kidney was procured at such time as the 
OPO has accumulated obligations to offer two kidneys (of the same ABO blood type) through the 
Organ Center, unless the kidney was a payback kidney.  Kidneys from donors meeting the 
following exclusions: (i) donor is defined as an ECD, (ii) donor meets criteria for a Donation 
after Cardiac Death donor, or (iii) donor is less than six years old and 60 years old or older may 
be offered for payback at the discretion of the Host OPO in satisfaction of payback debts pursuant 
to standard accounting and other protocols for payback offers and acceptance.  The Organ Center 
shall offer payback kidneys to OPOs waiting for at least two payback kidneys of the same blood 
type in the sequential order in which the debts were incurred with the first offer to the OPO with 
the longest single outstanding debt. 

 
[No Further Changes] 

 
8. Proposed Modifications to OPTN/UNOS Policy 3.5.5 (Payback Requirements) (“ECD Kidney Exemption from 

Payback Sharing Requirements”).  Public comments on proposed amended OPTN/UNOS Policy 3.5.5 and the 
Committee’s responses are set forth in Exhibit I.  The proposed modifications would exempt expanded criteria 
donor (ECD) kidneys from the requirements of the kidney payback policy.  OPOs would retain the option to 
offer expanded criteria donor kidneys for payback, but would not be required to do so under the policy.  The 
Committee based its proposal on data previously reviewed and discussed by the Committee, including data 
showing that approximately only 10% of ECD payback offers have been accepted since the implementation of 
the ECD kidney policy in November 2002.  The intent of the policy is to minimize cold ischemia time and 
maximize use of the ECD kidneys. 

 
At its May 19, 2004, meeting, the Committee discussed the proposal in light of the public comments.  Of the 43 
individuals who commented on the proposal, 95% supported and 5% opposed the proposal.  All 11 Regions 
supported the proposal, including 5 unanimously. 

 
After further consideration, the Committee approved the proposal as submitted for public comment by a vote of 
24 For; 0 Against; 0 Abstentions.  The Committee, therefore, offers the following recommendation for 
consideration by the Board of Directors: 
 
* RESOLVED, that the following modifications to Policy 3.5.5 (Payback Requirements) having been 

distributed for public comment, and subsequently recommended by the OPTN/UNOS Kidney and 
Pancreas Transplantation Committee, shall be approved and implemented pending programming on 
the UNOS System (additions and deletions recommended in this specific proposal are noted by 
bolded text): 

 
3.5.3.3 Mandatory Sharing. With the exception of deceased kidneys procured for simultaneous 

kidney and non-renal organ transplantation as described in Policy 3.5.3.4, and deceased 
kidneys procured from Donation after Cardiac Death donors2 if there is any patient on the 
UNOS Patient Waiting List for whom there is a zero antigen mismatch with a standard 
donor, the kidney(s) from that donor shall be offered to the appropriate OPTN/UNOS 
member for the patient with the zero antigen mismatch subject to time limitations for 
such organ offers set forth in Policy 3.5.3.5. With the exception of deceased kidneys 
procured for simultaneous kidney and non-renal organ transplantation as described in 
Policy 3.5.3.4, and deceased kidneys procured from Donation after Cardiac Death 
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donors2, if there is any patient on the UNOS Patient Waiting List who has agreed to 
receive expanded criteria donor kidneys for whom there is a zero antigen mismatch with 
an expanded criteria donor, the kidney(s) from that donor shall be offered to the 
appropriate OPTNUNOS member for the patient with the zero antigen mismatch who 
has agreed to be transplanted with expanded criteria donor kidneys subject to time 
limitations for such organ offers set forth in Policy 3.5.3.5.  If both donor kidneys are 
transplantable, the recipient center that was offered the kidney for a patient with a zero 
antigen mismatch does not have the implicit right to choose between the two kidneys.  
The final decision as to which of the two kidneys is to be shared rests with the Host OPO.  
In lieu of the four additional points for a patient with a PRA of 80% or higher and a 
preliminary negative crossmatch (Policy 3.5.11.3) four additional points will be added to 
all patients for whom there is a zero antigen mismatch with a standard donor and whose 
PRA is 80% or higher regardless of preliminary crossmatch results.   For kidneys 
procured from Donation after Cardiac Death donors, if there is any candidate on the 
UNOS Patient Waiting List for whom there is a zero antigen mismatch with the donor, 
the kidney(s) from that donor shall be offered to the appropriate OPTN member for the 
candidate listed locally with the zero antigen mismatch, by blood group identical and then 
compatible; then to all other local candidates in point sequence according to Policy 3.5.11 
(The Point System for Kidney Allocation) or 3.5.12 (The Point System for Expanded 
Criteria Donor Kidney Allocation) depending upon whether the donor is standard or 
defined by expanded criteria; then to remaining zero antigen mismatched candidates 
according to the sequence set forth below.  When multiple zero antigen mismatches are 
found for a single donor, the allocation will be in the following sequence: 

 
3.5.3.3.1   [No Changes] 

 
3.5.3.3.2   [No Changes] 

 
3.5.3.4 Kidney/Non-Renal Exception.   [No Changes] 

 
3.5.3.5 Time Limit.   [No Changes] 

 
3.5.4 Sharing of Zero Antigen Mismatched Kidneys to Combined Kidney-Pancreas Candidates.   [No 

Changes] 
 

3.5.4.1 Mandatory Sharing.   [No Changes] 
 

3.5.5 Payback Requirements.  Except as otherwise provided in UNOS Policy 3.5.3.5 (Mandatory 
Sharing of Zero Antigen Mismatched Kidneys - Time Limit), 3.8.1.6.1 (Mandatory Sharing of 
Zero Antigen Mismatch Pancreata - Time Limit), and 3.5.5.2 (Exception for Prior Living Organ 
Donors), when a kidney is shared pursuant to:  (i) the mandatory zero antigen mismatch sharing 
policy, (ii) a voluntary arrangement for sharing the kidney with an organ other than a kidney from 
the same donor for transplantation into the same recipient, or (iii) a voluntary arrangement for 
sharing the kidney for a patient with a PRA of 80% or greater and a negative preliminary 
crossmatch with the donor, the OPO receiving the kidney must offer through the UNOS Organ 
Center a kidney from the next suitable standard donor that does not meet the criteria for a 
Donation after Cardiac Death donor2, six years old and older up to and including age 59, of the 
same ABO blood type as the donor from whom the shared kidney was procured at such time as the 
OPO has accumulated obligations to offer two kidneys (of the same ABO blood type) through the 
Organ Center, unless the kidney was a payback kidney.  Kidneys from donors meeting the 
following exclusions: (i) donor is defined as an ECD, (ii) donor meets criteria for a Donation 
after Cardiac Death donor, or (iii) donor is less than six years old and 60 years old or older may be 
offered for payback at the discretion of the Host OPO in satisfaction of payback debts pursuant to 
standard accounting and other protocols for payback offers and acceptance.  The Organ Center 
shall offer payback kidneys to OPOs waiting for at least two payback kidneys of the same blood 
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type in the sequential order in which the debts were incurred with the first offer to the OPO with 
the longest single outstanding debt. 

 
[No Further Changes] 

 
9. Request from Midwest Transplant Network Regarding Allocation of A2 and A2B Kidneys.  The Committee 

reviewed a request for an alternative allocation system submitted by Midwest Transplant Network during its 
January 20-21, 2004, meeting (Exhibit J).  The request sought to expand the OPO’s alternative system, which 
allocates A2 and A2B kidneys from standard criteria donors to ABO B and O recipients, to allow allocation of 
A2 and A2B kidneys from expanded criteria donors (ECDs) to ABO B and O recipients on their waiting list.  
Midwest Transplant Network previously had such an alternative allocation system that applied to all local 
donors, including ECDs, until the OPTN/UNOS ECD allocation policy was implemented and superceded all 
local alternative allocation systems.  The intent is to facilitate more equitable kidney allocation to ABO B and O 
candidates while minimizing the detrimental effects on ABO A candidates.  After further discussion, the 
Committee voted to approve the request.  The Committee, therefore, offers the following recommendation for 
consideration by the Board of Directors: 

 
* RESOLVED, that the Midwest Transplant Network’s request to modify its alternative system for 

kidney allocation, attached as Exhibit J, shall be approved for implementation pending 
programming on the UNOS System. 

 
Committee Vote:  Unanimous 
 

10. Request from State of Florida Regarding Pancreas and Kidney/Pancreas Allocation.  During its May 19-20, 
2004, meeting, the Committee discussed a request from LifeLink Foundation (LifeLink), submitted on behalf of 
the OPOs and pancreas and kidney/pancreas transplant centers in Florida, regarding an alternative distribution 
system for pancreas and simultaneous kidney/pancreas organs in the state of Florida (Exhibit K).  Thomas 
Gonwa, M.D., Region 3 Representative, presented the request to the Committee.  The request sought to dissolve 
the current alternative local unit (ALU) in Florida whereby pancreata and kidney/pancreas combinations are 
allocated as follows: standard algorithm for zero antigen mismatched candidates with allowed exceptions for 
highly sensitized candidates (defined as PRA greater than or equal to 80%), and using the state as the local unit 
of organ distribution,  then other candidates based on a single statewide pancreas waiting list, then regionally, 
and then nationally.  In place of the ALU, the Florida OPOs and pancreas and kidney/pancreas transplant 
centers requested an alternative distribution system that mirrors its current kidney alternative distribution 
system.  Under the proposed system, pancreata and kidney/pancreas combinations would be allocated using 
OPO as the local unit for organ distribution, then statewide, then regionally, and then nationally.  The intent of 
the proposed system is to increase use of pancreata by reducing cold ischemic time, increase procurement of 
marginal pancreata that may have otherwise been discarded, and improve patient outcomes. 

 
 The request received unanimous support from all of the OPOs and pancreas transplant programs located in 

Florida.  It was noted that approval of the proposal by Life Alliance Organ Recovery Agency signifies that the 
OPO agrees also to terminate its presently approved alternative system for pancreatic islet allocation since the 
proposal adopts the standard system for allocating pancreata (both for whole organ and islet transplantation).  
The proposal received nearly unanimous support from the Region 3 Members; however, two transplant centers 
opposed the proposal at the Regional level.  The reason(s) for the dissenting votes were unknown at the time of 
the meeting.  The same individual serves as UNOS Representative for these institutions and voted against the 
proposal. 

 
 Data supplied with the alternative system request indicate, in 2003, Region 3 was a net exporter of 27 pancreata 

and Florida a net exporter of 2 pancreata.  Therefore, the national impact of this alternative system request 
should be minimal, if any.    

 
 The Committee was informed that the OPTN/UNOS is currently working with HRSA to ensure that policy 

language in response to a Committee recommendation that would limit alternative system requests to a three-
year duration is consistent with the Final Rule.  Current policies place a three-year time limit on ALUs and the 
Florida ALU for kidneys is due for review. 
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 Some Members were concerned with the possible reasons the two transplant centers in Region 3 opposed the 

request.  The transplant centers should be given the opportunity to voice their dissent.  However, other Members 
disagreed and stated the Florida request merely seeks to reallocate local pancreata and kidney/pancreas 
combinations within the state of Florida.  The request will not affect the number of grafts available to leave the 
state for regional allocation to any greater degree than their currently approved system and will not impact the 
two transplant centers opposing the request relative to the existing approved allocation system in Florida.  
Further, there is no requirement of unanimous Regional approval for such requests under OPTN/UNOS 
policies.   

 
 Other Members felt Florida needs to provide data on whether their current allocation system is better or at least 

similar in terms of outcomes and equity as the national standard allocation system before any additional 
alternative allocation system is approved by the Committee.  For instance, it is unknown how many pancreata 
would have been allocated outside Florida for Regional transplantation if Florida followed the national 
allocation system.  On the other hand, some Members stated there is little data to support one geographic 
allocation system versus another without, perhaps, simulation modeling.  Therefore, reviewing data on this 
subject probably will not resolve the issue. 

 
 After further discussion, the Committee approved the Florida request with the condition that it will be re-

assessed in one year.  The Committee also agreed that the Florida kidney ALU will be reviewed in one year 
together with the pancreas and kidney/pancreas alternative distribution system.  The vote of the Committee was 
14 For; 3 Against; 4 Abstentions.  The Committee, therefore, offers the following recommendation for 
consideration by the Board of Directors: 

 
* RESOLVED, that the Florida request for an alternative system for pancreas and kidney/pancreas 

distribution, attached as Exhibit K, shall be approved for implementation with the condition that it 
will be re-assessed in one year and pending programming on the UNOS System.  RESOLVED 
FURTHER, that the current Florida Alternative Local Unit (ALU) for kidney distribution will be re-
evaluated in conjunction with re-assessment of the state’s pancreas and kidney/pancreas alternative 
distribution system.  At the expiration of one year, the Florida OPOs and pancreas, kidney/pancreas, 
and kidney transplant centers shall determine whether they wish to continue their alternative system 
for pancreas and kidney/pancreas distribution and their ALU for kidney distribution, and, if so, shall 
produce for Committee review data and justifications for the continuation of such systems. 

  
11. Request from LifeGift Organ Donation Center Regarding the Lubbock Alternative Local Unit.  During its May 

19-20, 2004, meeting, the Committee reviewed a request from LifeGift Organ Donation Center (LifeGift) 
regarding application to the Lubbock Alternative Local Unit (ALU) of their current alternative allocation 
system for assigning no priority for HLA matching (other than at the zero antigen mismatch level) utilized by 
the Houston and Fort Worth ALUs (Exhibit L).  The alternative allocation system currently used by the 
Houston and Fort Worth ALUs assigns 0 points for HLA matching for renal allocation.  Currently, the Lubbock 
ALU uses the OPTN/UNOS allocation system for points assignment based on degree of match (2 points for a 0 
DR mismatch and 1 point for a 1 DR mismatch).  The intent is to eliminate any disadvantage for minorities 
within the OPO resulting from HLA matching.  The OPO’s alternative system for allocating kidneys also 
assigns an additional 0.5 point for children 10-16 years old in the Houston area, and patients in the OPO overall 
are assigned 0.5 point for each full year of waiting time.   

 
 LifeGift has operated their alternative allocation system with respect to HLA matching in Houston and Fort 

Worth since 1993.  After reviewing the OPTN/UNOS national allocation system, LifeGift believes that 
awarding allocation points for degree of match is not justified by the small improvement in graft survival 
compared to the injustice of longer waiting times for African Americans and Hispanics.  Though outcome data 
justify sharing kidneys to 0 ABDR mismatched candidates, LifeGift contends there is little evidence to support 
awarding priority for lesser degrees of match.  Therefore, time waiting is the primary determinant of a 
candidate’s position on the waiting list under the LifeGift system.  Waiting times for African Americans, 
Hispanics and Caucasians are virtually equal in the Houston and Fort Worth ALUs. 
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 Some Members were concerned with the possible precedent for accepting new requests to eliminate points for 
HLA matching.  During the development of the current HLA priority system that awards 2 points for 0 DR 
mismatch and 1 point for 1 DR mismatch, the Committee decided that those OPOs operating with alternative 
allocation systems that awarded fewer or no points for HLA matching would be invited to apply to continue 
their current systems in lieu of the national system.  However, out of concern of the further fragmentation of the 
national allocation system, the Committee determined that new applications, as a general rule, would be 
declined until the national system was in place for a sufficient amount of time to determine its effectiveness and 
confirm the value of DR matching.  Approval of the LifeGift request could be construed as approval of a new 
request even though 2/3 of the OPO did not award points for HLA matching prior to the current national system 
and was approved to continue this protocol after implementation of the modified national system.  However, 
other Members stated that this request differs because it is an OPO merely asking to apply their existing, 
previously approved alternative allocation system to their entire area of service.  It does not constitute a new 
request.  In addition, the application contains a hypothesis and a decade’s worth of supporting data, clearly 
articulating the OPO’s objective and rationale. 

 
 The application lacked concise data on transplant and waiting time rates for candidates in the Lubbock ALU to 

demonstrate that the request might improve a current problem in that particular portion of the OPO.  However, 
some Members expressed that the data supplied was sufficient to extrapolate experience from the Houston and 
Fort Worth ALUs to expectations for the Lubbock area and make a determination on the merits of the proposal. 

 
 After further discussion, the Committee agreed to approve the LifeGift request by a vote of 19 For; 3 Against; 1 

Abstention.  The Committee, therefore, offers the following recommendation for consideration by the Board of 
Directors: 

 
* RESOLVED, that the LifeGift Organ Donation Center request for modification to the OPO’s 

alternative allocation system, attached as Exhibit L, shall be approved for implementation pending 
programming on the UNOS System.   

 
12. Review of OPTN/UNOS Board Actions and Resolutions.  During its January 20-21, 2004, meeting, the 

Committee reviewed several action items and resolutions from the OPTN/UNOS Board of Directors meeting, 
November 20-21, 2003.  First, the Committee was informed, and commended, the Board decision rejecting 
proposed modifications to Policies 3.2.2 (Multiple Listing Permitted) and 3.2.2.1 (Waiting Time Transferal) that 
would have restricted multiple listing.  The Committee was also informed of the Board directive requiring every 
transplant program to inform every patient about the options of multiple listing, transferring primary waiting 
time, and transferring care to another transplant center without loss of accrued waiting time (Exhibit M).  This 
directive further requires transplant programs to document this activity and provide patients with written 
materials regarding their options.  Members of the Committee expressed interest in the OPTN/UNOS or the 
UNOS Communications Department developing the patient education materials relevant to this directive.  There 
were concerns that the new directive could result in unexpected financial burden for transplant centers unless 
OPTN/UNOS provided this assistance at no cost to the centers.  In addition, the patient education materials 
should provide patients with an overview of the listing process, including listing criteria, patient inactive status, 
and directions on correcting listing errors, as well as, information to educate and obtain agreement from patients 
regarding expanded criteria donor (ECD) kidney acceptance.  The Committee recommended this Board 
directive be delayed until the patient education materials are developed and reviewed by the Committee.  After 
further discussion, the Committee agreed to forward the recommendation to the OPTN/UNOS.  The Committee, 
therefore, offers the following recommendation for consideration by the Board of Directors: 

   
* RESOLVED, that the UNOS Communications Department shall be charged with the task of 

developing patient education materials relevant to the resolution summarized below, approved by the 
OPTN/UNOS Board of Directors on November 20-21, 2003, and that these materials shall provide 
patients with an overview of the wait listing process, including listing criteria, patient inactive status, 
and directions on correcting listing errors, as well as, information to educate and obtain agreement 
from patients regarding expanded criteria donor (ECD) kidney acceptance.  FURTHER, 
RESOLVED, that the effective date of the November 20-21, 2003, resolution be deferred pending 
availability of the new educational materials at no cost to Transplant Centers. 
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Board Resolution Summary:  The Board directed that every transplant program must inform every patient 
about the options of multiple listing, transferring primary waiting time, and the option to transfer his or her 
care to another transplant center without loss of accrued waiting time, during the evaluation process and 
maintain documentation that this was done and provide the patient written material on these options.  

 
Committee Vote:  Unanimous    

 
 Members of the Committee also expressed their concern and frustration with the fact that this Board-approved 

proposal was never submitted for public comment and was not provided to the organ specific and other 
OPTN/UNOS Committees for their input prior to presentation to the Board.  Although it is recognized that the 
Board has the authority to propose and approve directives beyond those submitted through these processes, the 
traditional approach for policy development is through the Committee structure and public comment process.  
This ensures that all OPTN/UNOS constituencies, as well as the public, are provided opportunity for input on 
proposed policy developments that potentially affect them.  The Committee agreed to express its concerns 
informally to the OPTN/UNOS Board President.     

 
 The Committee also discussed the Board resolution directing the Committee to further study and develop an 

allocation system to offer blood group A2 (non-A1) kidneys to blood group B candidates.  The Committee 
agreed that such an alternative system, proposed by the OPTN/UNOS Minority Affairs Committee, was already 
approved and implemented.  In addition, the Committee intends to review this issue and decide whether to 
develop a policy proposal during future meetings.  Therefore, the Committee feels that additional action is not 
warranted at this time.   

 
13. Requests for Patient Waiting Time Adjustment.  OPTN/UNOS Policy 3.2.1.8 provides a mechanism to request 

an adjustment to a patient’s kidney or pancreas waiting time on the UNOS Computer.  The policy allows time to 
be reinstated in the following cases without review by the appropriate OPTN/UNOS committee or Board of 
Directors: 

 
• Incorrect removal of the patient due to an error or miscommunication.  In this case, the reinstated time 

includes time accrued under the previous registration and the time interval between the previous and 
current registrations. 

 
• Removal of the patient for medical reasons (other than receipt of a transplant) followed by a re-listing for 

the same organ with the same diagnosis.  In this case, the reinstated time includes only time accrued under 
the previous registration. 

 
In all other cases (not otherwise addressed in policy), the request must be: 
 
• Approved by unanimous agreement among the kidney or pancreas (as applicable) transplant hospitals 

within the local area in which the patient is listed and submitted to UNOS for consideration with 
appropriate supporting documentation (including, without limitation, documentation that the patient met 
applicable waiting time criteria as of the listing date requested), or, if such agreement cannot be obtained 
despite efforts to do so, submitted to UNOS for consideration along with reasons provided by the dissenting 
party(ies) for any disagreement and other appropriate supporting documentation; and 

 
• Reviewed and approved by the Kidney and Pancreas Transplantation Committee. 
 
Policies 3.2.3.2 (Waiting Time Reinstatement for Kidney Recipients) and 3.8.7 (Waiting Time Reinstatement 
for Pancreas Recipients) provide separate mechanisms for requesting adjustment to a patient’s kidney or 
pancreas waiting time in the event the patient has received a transplant and experienced immediate and 
permanent non-function of the graft. 
 
At its meeting held on January 20, 2004, the full Committee reviewed 9 requests for waiting time adjustment 
under Policy 3.2.1.8.  The Committee considered each case individually. 
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The case shown in Exhibit N requests an adjustment of patient kidney waiting time to August 22, 2003, from a 
current listing date of November 21, 2003.  The application includes signatures indicating approval from the 
appropriate kidney transplant programs and supporting documentation indicating intent to activate the patient 
on the date requested.  The Committee determined that the request should be approved.  The Committee, 
therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit N shall be approved for 

implementation pending programming on the UNOS Computer.  
 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit O requests an adjustment of patient kidney waiting time to March 20, 2003, from a 
current listing date of October 6, 2003.  The application includes documentation indicating approval from all of 
the appropriate kidney transplant programs.  However, the application is not clear regarding actual or requested 
listing dates for your patient.  For example, the front page of the application indicates a requested listing date of 
March 20, 2003, while the second page then discusses a requested listing date of September 3, 2003, as well as 
requesting time accrued between March 20, 2002 – August 6, 2002.  UNOS Wait List histories show that the 
patient was only first listed on December 3, 2003.  This is not consistent with the current listing date of October 
6, 2003, written on the front page of the application, or assertions that the patient was listed during the 2002 
time period.  The Committee also noted that there is no documentation, supporting any requested listing dates, 
such as, for example, patient selection minutes.  Finally, the application does not include documentation 
indicating whether and upon what date the patient met waiting time criteria (i.e., either on dialysis or creatinine 
clearance level or GFR less than or equal to 20 ml/min).  The Committee, therefore, agreed that additional 
information is required before it can make a determination regarding the request.  The Committee, therefore, 
reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit O shall be approved for 

implementation pending:  (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of March 20, 2003, (2) receipt of documentation clarifying the actual listing date requested, and 
(3) programming on the UNOS Computer. 

 
Full Committee Vote:  Unanimous 

 
The case shown in Exhibit P requests an adjustment of patient kidney waiting time to July 31, 2002, from a 
current listing date of November 7, 2003.  The application includes documentation indicating approval from all 
of the appropriate kidney transplant programs.  However, the application does not include documentation 
demonstrating whether the patient met waiting time criteria (i.e., either on dialysis or creatinine clearance level 
or GFR less than or equal to 20 ml/min) as of the listing date requested (July 31, 2002).  In addition, the 
application does not provide any corrective actions taken by the transplant center to prevent future occurrences.  
The Committee, therefore, agreed that additional information is required to make a determination regarding the 
application.  The Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit P shall be approved for 

implementation pending: (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of July 31, 2002, (2) receipt of documentation specifying the corrective actions taken by the 
transplant center to prevent future occurrences, and (3) programming on the UNOS System.   

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit Q requests an adjustment of patient kidney waiting time to November 12, 2002, 
from a current listing date of June 20, 2003.  The application includes documentation indicating approval from 
all of the appropriate kidney transplant programs.  However, the application does not include documentation 
demonstrating whether the patient met waiting time criteria (i.e., either on dialysis or creatinine clearance level 
or GFR less than or equal to 20 ml/min) as of the listing date requested (November 12, 2002), or documentation 
supporting the narrative provided with the application, such as, for example, the kidney activation form that is 
referenced.  In addition, the application does not provide any corrective actions taken by the transplant center to 
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prevent future occurrences.  The Committee, therefore, agreed that additional information is required to make a 
determination regarding the application.  The Committee, therefore, reports the following action to the Board of 
Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit Q shall be approved for 

implementation pending: (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of November 12, 2002, (2) receipt of documentation specifying the corrective actions taken by 
the transplant center to prevent future occurrences, and (3) programming on the UNOS System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit R requests an adjustment of patient kidney waiting time to January 9, 2003, from a 
current listing date of May 3, 2002.  The application includes documentation indicating approval from all of the 
appropriate kidney transplant programs.  While the application includes documentation demonstrating that the 
patient met waiting time criteria (i.e., either on dialysis or creatinine clearance level or GFR less than or equal to 
20 ml/min) as of the listing date requested (January 9, 2003), this date is after the current listing date of May 3, 
2002, listed on the application.  The Committee requests written confirmation that the requested listing date is 
January 9, 2003, and acknowledgment that, if waiting time is adjusted for this patient as requested, she will lose 
waiting time.  Finally, the application does not provide any corrective actions taken by the transplant center to 
prevent future occurrences.  The Committee determined that submission of the additional information described 
in this letter is necessary before it can make a determination with respect to this application.  The Committee, 
therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit R shall be approved for 

implementation pending (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of January 9, 2003, (2) receipt of documentation specifying the corrective actions taken by the 
transplant center to prevent future occurrences, (3) confirmation of the requested listing date, and (4) 
programming on the UNOS System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit S requests an adjustment of patient kidney waiting time to August 30, 2001, from a 
current listing date of June 22, 2001.  The Committee previously reviewed and approved a request for 
adjustment of patient kidney waiting time to the current listing date of June 22, 2001.  The application includes 
documentation indicating approval from all of the appropriate kidney transplant programs.  The application also 
includes documentation indicating the patient met waiting time criteria (i.e., either on dialysis or creatinine 
clearance level or GFR less than or equal to 20 ml/min).  However, the Committee would like confirmation that 
the requested listing date is August 30, 2001, and acknowledgment that, if waiting time is adjusted for this 
patient as requested, the patient will lose waiting time.  The Committee agreed to request additional information 
with respect to this application.  The Committee, therefore, reports the following action to the Board of 
Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit S shall be approved for 

implementation pending (1) confirmation of the requested listing date, and (2) programming on the UNOS 
System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit T is a resubmission and requests an adjustment of patient kidney waiting time to 
June 1, 2001, from a current listing date of October 14, 2003.  The application includes signatures indicating 
approval from the appropriate kidney transplant programs.  However, the application does not include 
documentation supporting the listing date requested, such as, for example, patient selection minutes.  The 
application also does not indicate the corrective actions taken to prevent future occurrences.  Finally, the 
application requests two different listing dates.  The waiting time modification form requests a listing date of 
June 1, 2001, but documentation within the application requests a listing date of June 16, 2001.  The 
Committee, therefore, agreed to approve the request for waiting time adjustment pending receipt of the 
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following information and determination that it is adequate to support the application:  (1) documentation 
supporting the listing date requested, (2) corrective action plan, and (3) clarification of listing date requested. 
The Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit T shall be approved for 

implementation pending: (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of June 1, 2001, (2) receipt of documentation specifying the corrective actions taken by the 
transplant center to prevent future occurrences, (3) clarification of the listing date requested, and (4) 
programming on the UNOS System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit U requests an adjustment of patient kidney waiting time to July 18, 2003, from a 
current listing date of November 3, 2003.  The application includes documentation indicating approval from all 
of the appropriate kidney transplant programs.  However, the Committee determined that the application fails to 
demonstrate any intent to list the patient for a deceased donor kidney transplant before November 3, 2003, the 
actual date of listing.  Instead, it appears that until November 2003, living donor organ transplantation was the 
sole course pursued and contemplated.  In addition, the application does not meet the requirements for Policy 
3.2.3.2 (Waiting Time Reinstatement for Kidney Recipients) because the patient must first have accumulated 
waiting time that can be reinstated.  The patient did not begin to accrue waiting time until his listing date of 
November 3, 2003.  The Committee, therefore, agreed to deny the request for waiting time adjustment.  The 
Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit U shall be denied.  
 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit V is a resubmission of an application previously approved pending documentation 
that the patient met waiting time criteria and documentation of intent to list as of the listing date requested.  The 
resubmitted application requests an adjustment of patient kidney waiting time to June 26, 2000, from a current 
listing date of June 17, 2002.  The resubmitted application includes documentation that the patient met waiting 
time criteria as of the listing date requested.  However, the application does not include documentation 
demonstrating intent to list the patient as of June 26, 2000.  While it appears from the information provided with 
the application that the cardiac catheterization required as part of the patient’s transplant evaluation was 
performed, it also appears that other required tests or procedures had not been completed as of June 26, 2000.  
For instance, evidence of stress test results and documentation that the patient was reviewed by a patient 
selection committee are not included in the application.  The Committee, therefore, agreed to deny the request 
for waiting time adjustment.  The Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit V shall be denied.  
 
Full Committee Vote:  Unanimous 
 
At its meeting held on May 19, 2004, the full Committee reviewed 8 requests for waiting time adjustment under 
Policy 3.2.1.8.  The Committee considered each case individually. 
 
The case shown in Exhibit W requests an adjustment of patient kidney waiting time to February 8, 2000, from 
a current listing date of March 4, 2004.  The application includes signatures indicating approval from the 
appropriate kidney transplant programs and supporting documentation indicating intent to activate the patient 
on the date requested.  The Committee determined that the request should be approved.  The Committee, 
therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit W shall be approved for 

implementation pending programming on the UNOS Computer.  
 
Full Committee Vote:  Unanimous 
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The case shown in Exhibit X requests an adjustment of patient kidney waiting time to September 4, 2003, from 
a current listing date of October 2, 2003.  The application includes signatures indicating approval from the 
appropriate kidney transplant programs and supporting documentation indicating intent to activate the patient 
on the date requested.  The Committee determined that the request should be approved.  The Committee, 
therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit X shall be approved for 

implementation pending programming on the UNOS Computer.  
 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit Y requests an adjustment of patient kidney waiting time from a current listing date 
of March 16, 2004.  However, the application does not include documentation indicating approval from all of 
the appropriate kidney transplant programs.  The application also does not include documentation 
demonstrating whether the patient met waiting time criteria (i.e., either on dialysis or creatinine clearance level 
or GFR less than or equal to 20 ml/min) as of the listing date requested.  Further, the application is not clear 
regarding the specific time adjustment being requested.  The Committee, therefore, agreed that additional 
information is required to make a determination regarding the application.  The Committee, therefore, reports 
the following action to the Board of Directors: 
 
* RESOLVED, that the Committee cannot make a determination regarding the request for waiting time 

modification attached as Exhibit Y due to incomplete information.  The Committee requests the following 
to enable further consideration of the application: (1) documentation indicating approval from all of the 
appropriate kidney transplant programs, (2) documentation demonstrating whether the patient met waiting 
time criteria as of the listing date requested, and (3) clarification of the patient’s listing history and the 
specific time adjustment being requested.   

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit Z requests an adjustment of patient kidney waiting time to July 9, 2003, from a 
current listing date of June 27, 2000.  The candidate was inadvertently placed on Status 7 in July 2003 and did 
not accrue waiting time during this period.  The application includes signatures indicating approval from the 
appropriate kidney transplant programs.  The application also includes corrective actions taken to prevent future 
occurrences.  However, while the application indicates the candidate met waiting time criteria by being on 
dialysis, the application is not substantiated with supporting documentation as required.  The Committee, 
therefore, agreed to approve the request for waiting time adjustment pending receipt of the following 
information and determination that it is adequate to support the application:  (1) documentation supporting the 
listing date requested.  The Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit Z shall be approved for 

implementation pending: (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of July 9, 2003, and (2) programming on the UNOS System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit AA requests an adjustment of patient kidney waiting time to June 1, 2003, from a 
current listing date of March 18, 2004.  The application indicates that a miscommunication with the insurance 
company and patient resulted in the patient being listed late.  The application includes signatures indicating 
approval from the appropriate kidney transplant programs.  The application also includes corrective actions 
taken to prevent future occurrences.  However, the application does not include documentation indicating 
whether the patient met waiting time criteria as of June 1, 2003.  In addition, the application does not include 
documentation indicating final authorization from the insurance company.  The Committee, therefore, agreed to 
approve the request for waiting time adjustment pending receipt of the following information and determination 
that it is adequate to support the application:  (1) documentation supporting the listing date requested, and (2) 
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documentation indicating final authorization from the insurance company.  The Committee, therefore, reports 
the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit AA shall be approved for 

implementation pending: (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of June 1, 2003, (2) receipt of documentation indicating final authorization from the insurance 
company, and (3) programming on the UNOS System.  

 
Full Committee Vote:  22 For; 1 Against; 0 Abstentions 
 
The case shown in Exhibit BB requests an adjustment of patient kidney waiting time to October 17, 2002, from 
a current listing date of January 29, 2004.  The application includes signatures indicating approval from the 
appropriate kidney transplant programs.  The application also includes corrective actions taken to prevent future 
occurrences.  However, while the application indicates the candidate met waiting time criteria by being on 
dialysis as of the listing date requested, the application is not substantiated with supporting documentation as 
required.  The Committee, therefore, agreed to approve the request for waiting time adjustment pending receipt 
of the following information and determination that it is adequate to support the application:  (1) documentation 
supporting the listing date requested.  The Committee, therefore, reports the following action to the Board of 
Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit BB shall be approved for 

implementation pending: (1) receipt of documentation indicating whether the patient met waiting time 
criteria as of October 17, 2002, and (2) programming on the UNOS System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit CC requests an adjustment of patient kidney waiting time to November 22, 1999, 
from a current listing date of August 25, 2003.  The application includes documentation indicating approval 
from all of the appropriate kidney transplant programs.  However, the application does not include 
documentation indicating whether the patient met waiting time criteria (i.e., either on dialysis or creatinine 
clearance level or GFR less than or equal to 20 ml/min) as of the listing date requested.  The Committee 
believes that this can be confirmed through researching the patient’s listing history through UNOS.  The 
Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit CC shall be approved for 

implementation pending (1) confirmation that the patient met waiting time criteria as of the listing date 
requested as well as the patient’s listing history reported in the application, and (2) programming on the 
UNOS System.  

 
Full Committee Vote:  Unanimous 
 
The case shown in Exhibit DD requests an adjustment of patient kidney waiting time from a current listing date 
of April 2, 2001.  The application indicates that the patient was placed in inactive status from April 1, 2003, to 
November 13, 2003, when the patient’s initial transplant program became inactive.  The application includes 
signatures indicating approval from the appropriate kidney transplant programs.  The Committee determined 
that the request should be approved pending confirmation of the patient’s listing history as reported in the 
application.  The Committee, therefore, reports the following action to the Board of Directors: 
 
* RESOLVED, that the request for waiting time modification attached as Exhibit DD shall be approved for 

implementation pending (1) confirmation of the patient’s listing history as reported in the application, and 
(2) programming on the UNOS Computer.  

 
Full Committee Vote:  Unanimous 

 
Due to concerns regarding the volume and type of waiting time modification applications the Committee is 
reviewing, the Committee requested a report on the number of such cases, by institution and number of patients 
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listed with the institution.  Additionally, the Committee requests that the current listing date included in the 
application be confirmed prior to review by the Committee.  The Committee was pleased to learn that the 
Membership and Professional Standards Committee also is looking at transplant center waiting time 
modifications as a possible indicator of need for further review.   

 
14. Review of the OPTN/UNOS Histocompatibility Committee Proposed Modifications to OPTN/UNOS Bylaws 

Appendix B Attachment 1 (Standards for Histocompatibility Testing) Standard H3.100 and Proposed New 
Policies for Kidney Transplantation – 3.5.1.7 (Prospective Crossmatching), and for Pancreas Transplantation – 
3.8.8 (Prospective Crossmatching), and Proposed Appendix D to Policy 3.  During its May 19-20, 2004, 
meeting, the Committee considered this proposal submitted for public comment.  The proposal seeks to apply 
H3.100 to laboratory practice, establish the clinical practice policies for prospective crossmatching relative to 
kidney and pancreas organs, and put forth guidelines for the development of joint written agreements between 
histocompatibility laboratories and transplant programs regarding risk assignment and the timing of crossmatch 
testing. 

 
 Members of the Committee noted that most of the proposed modifications were previously discussed and/or 

suggested by the Committee.  The proposed modifications are an attempt to bring the policies up to date with 
clinical practice. 

 
 After further discussion, the Committee agreed to approve the proposed modifications to H3.100, the proposed 

Policy 3.5.17, and the proposed Policy 3.8.8 each by a vote of 22 For; 0 Against; 0 Abstentions. 
 

During the review of Appendix D to Policy 3, some Members noted that there should be a line in Table 2 of 
Appendix D that addresses the isotype (IgG Vs IgM) of the antibody.  The Committee was informed that the 
OPTN/UNOS Histocompatibility Committee previously received a similar comment and intends to modify the 
proposal prior to review by the Board during the June 2004 meeting.   

 
 The Committee also was informed the OPTN/UNOS Histocompatibility Committee will recommend the policy 

be implemented in January 2005 to allow adequate time for histocompatibility laboratories and transplant 
centers to develop joint written policies. 

 
 After further discussion, the Committee agreed to approve the proposed Appendix D to Policy 3 by a vote of 21 

For; 0 Against; 0 Abstentions. 
 

The Committee acknowledged Drs. Susan Saidman, Karen Nelson, Deborah Crowe, Daniel Hayes, Michael 
Cecka and the Histocompatibility Committee for their efforts in developing these necessary standards. 

 
 Some Members stated their concern with the apparent variability in techniques and results for histocompatibility 

laboratories determining PRA levels.  For instance, some transplant centers have a waiting list with a relatively 
high percentage of candidates with PRAs greater than 80%, while other transplant centers have a nominal 
number of high PRA candidates.  The question was raised as to whether this variability is real or the result of 
differences in methods.  Members of the Committee agreed that variability in PRA testing results exist due to 
programs using different techniques, including testing for peak PRA and current PRA levels.  Due to time 
constraints, the Committee was unable to discuss this issue further, but agreed to place it on the agenda for the 
next Committee meeting. 

 
15. Review of the OPTN/UNOS Ad Hoc International Relations Committee Proposed Modifications to 

OPTN/UNOS Policy 6.4 (Exportation and Importation of Organs – Developmental Status).  During its May 19-
20, 2004, meeting, the Committee considered this proposal submitted for public comment during its May 19-20, 
2004, meeting.  The proposal seeks to require higher standards of verification from foreign exporters of organs 
into the United States. 

 
 Members of the Committee inquired as to the number of kidneys imported into the United States and were 

informed that during the last two years only 5 kidneys were imported.  The Committee agreed that the proposal 
should be amended to specifically include Donation after Cardiac Death donor kidneys.  The proposal, at Policy 
6.4.2, presently limits donation by stipulating certification of death by brain death protocols.  In addition, the 
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Committee agreed that the proposal should clarify how the imported organs will be allocated.  The proposal, at 
Policy 6.4.2.1, presently allows allocation to the OPO or transplant center that arranges the organ importation 
and does not specifiy the allocation protocol to be followed. 

 
 After further discussion, the Committee agreed to send the Committee suggestions to the OPTN/UNOS Ad Hoc 

International Relations Committee by a vote of 21 For; 0 Against; 0 Abstentions. 
 
16. Review of the OPTN/UNOS Ad Hoc Living Donor Committee Proposed Guidelines for Living Kidney Donor 

Evaluation.  During its May 19-20, 2004, meeting, the Committee considered this proposal submitted for public 
comment.  The proposal seeks to establish guidelines for potential living kidney transplant recipient and donor 
evaluation. 

 
 During its May 10, 2004, meeting, the OPTN/UNOS Ad Hoc Living Donor Committee modified the proposal 

submitted for public comment.  Some of the modifications included revising the definition of “independent 
donor team” in response to concerns that the concept was not clearly articulated. 

 
 Some Members of the Committee were wary of the fact that multiple groups are discussing and developing 

guidelines related to living kidney donor issues without necessarily communicating with one another.  The 
OPTN/UNOS should define its purpose with regard to living donors.  While it is recognized that living donation 
has inherent risks, living kidney donation has been performed for many years and risks should be distinguished 
from those applicable to living liver or other organ donation.  The current proposal will result in unnecessary 
regulations and potential increased costs to the transplant system in terms of staffing and monitoring.  Other 
Members stated that the OPTN/UNOS should be responsible for establishing standards for living donor 
workups.  It is the most appropriate organization to ensure the public that living donation is being performed 
safely.  Though extensive regulations are not necessary, certain guidelines could help establish a national 
standard to protect patients.  Endorsing the concept of a donor advocate is beneficial. 

 
 Other Members were concerned about some of the specific provisions in the proposed guidelines, including the 

recommendation of a psycho-social evaluation of the donor and the statement that donor kidney function should 
be tested to determine serum creatinine, calculated creatinine clearance, and urine protein excretion.  Committee 
Members suggested that a general guideline to ensure living donor and transplant candidate quality care is 
appropriate, but that the level of detail included in the present proposal is neither warranted nor constructive. 

 
 After further discussion, the Committee considered the motion to table further consideration of the living kidney 

donor guidelines included in the proposal pending future discussions and guideline development between the 
OPTN/UNOS Ad Hoc Living Donor and Kidney and Pancreas Transplantation Committees in the context of 
other recent conferences that have considered this topic.  The Committee voted to approve the motion by a vote 
of 22 For; 0 Against; 0 Abstentions. 

 
17. Review of the OPTN/UNOS Ad Hoc Operations Committee Proposed Modifications to OPTN/UNOS Policy 

3.1.4 (Patient Waiting List).  During its May 19-20, 2004, meeting, the Committee considered this proposal 
submitted for public comment.  The proposal seeks to ensure the accuracy of a transplant candidate’s ABO 
blood type on the waiting list. 

 
 The proposed modifications to Policy 3.1.4.1 and 3.1.4.3 were accepted by the Committee by votes of 22 For; 0 

Against; 0 Abstentions.  However, some Members of the Committee expressed concern with the proposed 
3.1.4.2, which provides that each transplant candidate must be ABO typed on two separate occasions prior to 
listing.  Transplantation ABO typing requirements should not go further than the standards required of the blood 
transfusion industry as the risks of possible adverse outcomes for errors in ABO blood typing are similar.  Other 
Members expressed skepticism with whether two blood draws and blood typing would improve the transplant 
system.  Two blood draws may only double the opportunity for errors to occur.  However, some Committee 
Members believed the policy provision is a necessary requirement that will help prevent future blood typing 
mistakes that can have devastating consequences.  It was suggested that ABO blood typing near misses occur 
more often than the Committee realizes.  Certain of those errors or near misses can probably be attributed to 
transcription errors.  Through the proposed requirement of two blood draws, any transcription error could be 
discovered by a second blood draw and typing.  The proposed provision does not represent a large burden, 
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financially or otherwise, and yet could result in an important benefit to patient safety.  After further discussion, 
the Committee agreed to support the proposed provision 3.1.4.2 by a vote of 14 For; 7 Against; 0 Abstentions 
and forward the comments of the opposition minority.   

 
18. Review of the OPTN/UNOS Ad Hoc Operations Committee Proposed Modifications to OPTN/UNOS Policy 

3.2.3 (Match System Access).  During its May 19-20, 2004, meeting, the Committee considered this proposal 
submitted for public comment.  The proposal seeks to require two separate determinations of the donor ABO 
blood type prior to initiating the organ recovery incision and add policy language for the process of distributing 
organs using the match. 

 
 Based on the proposed policy language, Members of the Committee were uncertain whether the proposal 

requires two separate blood draws and blood typing or two instances of blood typing from the same blood draw.  
Even if the intent of the proposal is to require two separate blood draws and typing, some Members questioned 
how the situation should be handled when a trauma patient receives a transfusion and subsequently expires and 
becomes a donor.  In addition, some Members were skeptical as to whether errors in donor blood typing are a 
significant problem.  Blood transfusions are performed in substantially greater numbers each year compared to 
transplants and there is not a known typing problem experienced by transfusion recipients.  The proposal does 
not specify any actual data supporting the contention that errors in donor blood typing are a problem.  Other 
Members stated they understand the proposal to require two separate blood draws and typing of each.  The 
typing procedure is relatively quick and will help improve patient safety.  While data may not exist, there are 
compelling stories to indicate a potential problem requiring this proposal. 

 
 After further discussion, the Committee accepted the proposed modifications to Policy 3.2.3 by a vote of 16 

For; 6 Against; 0 Abstentions. 
 
 Some Members stated that safeguards for ABO blood typing should be specified for living donors as well.  

However, the safeguards should be developed in a manner that allows living donor exchanges between 
incompatible pairs.  Other Members stated and moved that living donation ABO blood typing policies should be 
tabled until such time, if any, when the OPTN/UNOS develops allocation policies for living donor organs.  
After further discussion, this motion was approved by the Committee by a vote of 14 For; 5 Against; 1 
Abstention.   

 
19. Review of the OPTN/UNOS Transplant Administrators Committee Proposed Modification to the Criteria for 

Institutional Membership, OPTN/UNOS Bylaws, Appendix B, Section III (C) (Transplant Programs): Proposed 
Modifications to Item 15 (Social Support).  During its May 19-20, 2004, meeting, the Committee considered 
this proposal submitted for public comment.  The proposal seeks to delineate a transplant program’s specific 
responsibilities in providing psychiatric and social support services (psychosocial services) for transplant 
candidates, recipients, living donors, and family members. 

 
 The Committee acknowledged that the proposal, as written, is a recommendation rather than a mandate.  Some 

Members suggested the provision should allow for mental health services versus psychiatric evaluations as 
some transplant programs have difficulty communicating need for the later with their patients. 

 
 After further discussion, the Committee agreed to accept the proposal with the modification that psychiatric 

references become mental health by a vote of 21 For; 3 Against; 0 Abstentions. 
 
20. Review of the OPTN/UNOS Transplant Administrators Committee Proposed Modifications to the Criteria for 

Institutional Membership, OPTN/UNOS Bylaws Appendix B, Section III (C) (Transplant Programs): Proposed 
New Item 20 (Clinical Transplant Pharmacist).  During its May 19-20, 2004, meeting, the Committee 
considered this proposal submitted for public comment.  The proposal seeks to delineate the specific 
responsibilities of a clinical transplant pharmacist in an active transplant program.   

 
 Members of the Committee questioned whether many of the small and mid-size transplant programs would be 

able to meet such specific criteria for a transplant pharmacist, or even have a transplant pharmacist on staff due 
to financial restraints.  Some transplant programs with transplant pharmacists delegate duties specified in the 
proposal among various individuals beyond the pharmacist.  For instance, physicians and transplant 
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coordinators can perform some of the duties detailed under the proposal.  Though transplant pharmacists can be 
beneficial members of a transplant program, specifications outlining the position duties and expectations should 
not be included in OPTN/UNOS membership criteria.  The proposal appropriately highlights the real value of a 
transplant pharmacist, but is too detailed in terms of membership criteria.   

 
However, other Members of the Committee pointed out the proposal is a recommendation rather than a 
mandate, which allows those centers lacking in sufficient resources to elect to not have a transplant pharmacist 
on staff.  A transplant pharmacist can be an important aspect of transplant programs in terms of patient safety 
and education.  Transplant coordinators possibly do not stay current on drug formularies, drug substitutions and 
interactions as well as pharmacists.  In addition, a transplant pharmacist may be more important for small and 
mid-size transplant programs that do not have resources to otherwise address these responsibilities.  The 
presence of an OPTN/UNOS provision could give smaller programs the support needed to obtain approval for 
such positions from their administrative staff. 
 
Some Members responded that despite the fact that the proposal is a recommendation, interested third parties 
could attempt to hold transplant programs accountable if they fail to meet the recommendation.  Therefore, 
centers might feel compelled to abide by the recommendation despite the financial strains on their already 
limited budgets. 
 
After further discussion, the Committee considered a motion to approve the proposal with the caveat that it is 
too specific and should be reconstructed in general terms.  The Committee voted down the motion by a vote of 
7 For; 16 Against; 0 Abstentions.  The Committee then approved a motion stating that the presence of a 
transplant pharmacist is important and encouraged for transplant programs, but should not be mandated nor the 
duties so specified by a vote of 22 For; 2 Against; 0 Abstentions. 

 
21. Request from Texas Organ Sharing Alliance (TOSA) Regarding Kidney Allocation.  During its January 20-21, 

2004, meeting, the Committee reviewed a request for an alternative allocation system submitted by Texas 
Organ Sharing Alliance (TOSA) in response to a Texas state law requiring state-wide sharing for kidneys to 
unsensitized candidates with the longest waiting time (Exhibit EE).  Specifically, the request sought to create a 
pool of the top 20% of kidney candidates by waiting time within each ABO blood group and with panel reactive 
antibody (PRA) less than 10%.  The pool would receive every fifth kidney from Texas donors and would be 
allocated to the next candidate in the pool based on waiting time.  Matching points would not be used under the 
requested system, though the Committee was unclear whether matching would still be used for those candidates 
outside of the 20% pool.  The standard protocol for sharing kidneys for candidates who are a zero antigen 
mismatch with the donor would continue to apply.  The intent is to expedite kidney transplantation for those 
candidates waiting the longest time in Texas for a transplant.   

 
 Southwest Transplant Alliance (STA) and LifeGift Organ Donation Center (LifeGift), the other two OPOs 

serving Texas transplant candidates, submitted letters referencing the TOSA proposal (Exhibit FF).  The STA 
letter, dated December 19, 2003, stated that Southwest Transplant Alliance and its member transplant centers 
stand ready to work with TOSA and UNOS in the consideration of [TOSA’s] proposal for the benefit of 
patients, and to consider other proposals that may be brought forward through the UNOS process to benefit 
waiting patients in Texas.  

 
 After reviewing the documentation provided, the Committee could not determine whether the proposal 

submitted was a final proposal or whether additional work was in progress or contemplated.  It also was not 
clear whether the proposal was submitted for application in allocating kidneys throughout Texas, only within an 
individual OPO, or within multiple but not all Texas OPOs.  The Committee further noted that data 
demonstrating the existence of waiting time disparities in Texas and how the proposal would address these 
disparities were not included with the request.   

 
 The proposed elimination of priority for HLA matching (other than zero antigen mismatches between donor and 

candidate) concerned some Members of the Committee.  The Committee was unclear whether the TOSA 
proposal sought to eliminate HLA matching from the allocation algorithm only for those candidates in the top 
20% pool or for all TOSA kidney candidates.  The TOSA proposal, some stated, would transplant those 
candidates who possess the greatest opportunity for transplant within the newly created candidate pool based on 
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sensitization levels, at the expense of candidates with higher sensitization levels.  This could have an adverse 
impact particularly for minority patients who often possess higher sensitization levels relative to whites.  In 
addition, the proposed elimination of HLA matching could predispose transplant candidates to increased 
sensitization levels following transplantation, and thus, reduce those candidates’ opportunity of receiving a 
subsequent transplant with a negative crossmatch.    Finally, pediatric candidates, who often have less waiting 
time relative to adults but benefit medically from quicker transplants, could also be disadvantaged by the TOSA 
proposal. 

 
 The Committee agreed that the OPTN/UNOS is committed to work with all three Texas OPOs and their 

transplant centers in the consideration of the proposed kidney sharing arrangement(s); however, the Texas 
OPOs need to specify their intent and what is being requested.  If the intention of TOSA, Southwest Transplant 
Alliance and LifeGift Organ Donation Center is to submit one alternative allocation system and sharing 
agreement applicable to all three OPOs, it is the responsibility of the relevant OPOs to agree on the terms of the 
proposal, document such agreement with signatures from all OPOs and the respective transplant centers, and 
submit a single application detailing the proposed system, its rationale, and supporting data.  If the intention of 
the submissions, at the present time, is only to inform the Committee of the OPOs’ progress in developing a 
final proposal for later presentation to the Committee, this should be made explicit.  If the intention of TOSA is 
to submit a separate proposal applicable only to TOSA, then this should be clarified.  The Committee would be 
able to consider the OPO’s proposal accordingly upon receipt of documentation of transplant center agreement 
and a final application.   

 
 After further discussion, the Committee agreed to table the request pending additional information, including 

clarification of which Texas OPOs and transplant centers agree to the request, clarification of whether HLA 
matching will be used under the system to any extent, and submission of a formal alternative allocation system 
proposal detailing the specific intent, hypotheses and supporting data, analysis plan and other information 
required by such application.  The Committee vote was 23 For; 0 Against; 0 Abstentions.  The Committee’s 
decision will be communicated to TOSA, Southwest Transplant Alliance, LifeGift Organ Donation Center, and 
Senator Karen Nelson, Chair of the Texas Senate Committee on Health and Human Services. 

 
 Some Members raised the issue of potential conflicts between state laws and the OPTN.  The Committee was 

informed that the Final Rule, in a preliminary iteration, included language specifying federal law preemption of 
conflicting state laws pertaining to organ transplantation.  However, such language was removed prior to the 
implementation of the Final Rule as the Department of Health and Human Services felt federal preemption was 
implicit.  Some states have passed organ allocation laws, but to date at least they contain language allowing for 
reciprocal sharing and consistency with federal regulation.  The Texas state law that initiated the TOSA 
proposal acknowledges the national OPTN organ sharing system and directs the Texas OPOs to develop a 
protocol consistent with the OPTN. 

 
 During its May 19-20, 2004, meeting, the Committee reviewed communications from TOSA, Southwest 

Transplant Alliance and LifeGift Organ Donation Center, requesting the Committee table any further 
consideration of the alternative allocation systems (Exhibit GG).  During the Region 4 meeting, the three OPOs 
agreed to form a committee including representation from each of the three OPOs to reconcile the multiple 
proposals into one formal proposal.   

 
22. Alternative System Requests from Gift of Hope Organ and Tissue Donor Network.  The Committee reviewed a 

request for an alternative allocation system for pancreas allocation from Gift of Hope Organ and Tissue Donor 
Network (Gift of Hope) (Exhibit HH).  Gift of Hope previously submitted a proposed alternative system for 
pancreas allocation during development of the modifications to the national standard pancreas allocation policy.  
The Committee had declined to approve the proposed alternative system in light of the effort underway to revise 
national policy.  Gift of Hope requested that the Committee re-consider this decision and evaluate the OPO’s 
application on its merits before completion of the national policy changes.  The Committee responded to this 
request at its January 20-21, 2004, meeting.  Dr. Martin Mozes, a representative of Gift of Hope, participated in 
the meeting by telephone to address questions from the Committee.   
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Gift of Hope proposed to allocate pancreata according to the following sequence: 
 

• Zero antigen mismatched, highly sensitized (PRA ≥ 80%) candidates waiting for combined 
kidney/pancreas transplantation, locally, then regionally, then nationally. 

• Highly sensitized (PRA ≥ 80%) candidates waiting for combined kidney/pancreas or isolated pancreas 
transplantation, locally. 

• Other zero antigen mismatched candidates waiting for combined kidney/pancreas or isolated pancreas 
transplantation, locally, then regionally, then nationally. 

• Blood type identical candidates waiting for SPK/PAK transplantation (candidates initially intended for 
simultaneous pancreas-kidney transplantation who are still waiting for a combined transplant, received 
a kidney only transplant and are waiting for a pancreas transplant, or received the combined organ 
transplant with immediate loss of the pancreas graft), locally.  The proposal notes that based on the 
OPO’s kidney payback debt, one donor kidney may first need to be offered to satisfy a payback debt.   

• Blood type compatible candidates waiting for PTA/PAKP transplantation (all candidates in need of 
pancreas transplantation not included in the SPK/PAK category). 

• Candidates waiting for pancreatic islet alone or simultaneous islet-solid organ transplantation (blood 
type identical for kidney-islet; blood type compatible for others), locally. 

 
Within each of the above-listed categories, candidates would be prioritized by waiting time; within each of the 
above-listed categories except the last, pediatric candidates (age ≤18 years) would receive preference ahead of 
adult candidates at the local level of organ allocation. 

 
After discussion, the Committee noted the following concerns.  First, for allocation to SPK/PAK transplant 
candidates, the proposal indicated that the OPO’s kidney payback debt volume could require allocation of one 
donor kidney in satisfaction of this debt.  Based upon the OPO’s debt volume, OPTN/UNOS policy could 
require that both donor kidneys be offered in satisfaction of payback debt.  The Committee requested 
clarification that the OPO intends to adhere to standard policy in this regard.   
 
Second, the Committee understood that Gift of Hope proposes to assign priority to SPK/PAK candidates ahead 
of PTA/PAKP candidates to avoid discouraging patients in need of the multiple organ transplant from accepting 
a suitable kidney while they continue to wait for the pancreas.  Committee Members were concerned, however, 
that the result of the protocol is to assign patients in need of pancreas following kidney transplantation different 
allocation priorities despite the common condition they appear to share.   
 
Third, the Committee continues to believe that allowing the OPO to retain all pancreata for islet transplantation 
locally, rather than share pancreata designated by the modified standard policy for whole organ transplantation 
outside the OPO (if not used locally for whole organ transplantation), is not consistent with the objectives of the 
policy.  Organ procurement and placement efficiency is enhanced by a systematic approach to identifying 
pancreata intended for whole organ versus islet use prior to organ recovery.  The proposal addresses this by 
using donor characteristics to indicate whole organ or islet use.  OPOs should be able to anticipate, based upon 
donor age and BMI and prior to procurement, whether the pancreas will be used for whole pancreas or islet 
transplantation.  These expectations would be diminished if OPOs are allowed to dismiss the policy’s 
distinctions.  Additionally, there is concern that continued reliance by OPOs upon alternative systems to retain 
all pancreata for islet transplantation would perpetuate the need for any OPO whose transplant centers wish to 
offer islet transplantation to request the same or a similar system.  This is contrary to the notion of a single 
unified system for pancreas allocation, and jeopardizes appropriate balance in pancreas availability for 
candidates in need of whole organ versus islet transplantation.   

 
Based upon these concerns, the Committee voted against approving the Gift of Hope application.  The vote of 
the Committee was 23 in favor of not approving the application; 1 Against; and 0 Abstentions. 
 
The Committee reviewed an additional request for an alternative system for kidney allocation from Gift of Hope 
(Exhibit II), which sought to allocate kidneys at the local level of organ distribution as follows: 
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• First, for 0 antigen mismatched candidates according to the standard national algorithm, with the 
exception of assigning first priority for pediatric patients < 13 years old, second priority for pediatric 
patients ≥ 13 and < 18 years old, and third priority for all others. 

• Next, for pediatric ABO identical candidates, with first priority for pediatric patients < 13 years old 
and second priority for pediatric patients ≥ 13 and < 18 years old. 

• Next, for other ABO identical candidates, followed by ABO compatible (blood group A) candidates, 
with first priority for prior living donors. 

• Next, for double kidney allocation. 
 
Points for waiting time and PRA ≥ 80% would be assigned consistent with standard national policy.  In the 
event candidates within any of the priority categories listed above have equal points, priority would be 
determined based upon:  longest time on the waiting list, then fewest mismatches at the DR locus, and then 
alphabetical order. 
 
The Committee had questions regarding several components of the proposal.  First, Committee Members 
expressed concern regarding the suggested priority assignment for prior living donors.  Prior living donors 
receive priority ahead of kidney payback offers and children who have reached their time goals to 
transplantation without receiving a transplant in the standard national system of kidney allocation.  This is 
consistent with Gift of Hope’s stated intent to “emphasize priority for patients who have previously donated an 
organ for transplantation.”  Dr. Mozes offered that he believes the OPO would be willing to adjust the proposal 
to assign the same priority for prior living donors and kidney payback offers as assigned in standard policy.   
 
Second, Committee Members questioned the OPO’s intent in assigning last priority for double kidney 
allocation.  OPTN/UNOS Policy 3.5.7 (Double Kidney Allocation) requires that adult donor kidneys be offered 
singly unless the donor meets certain enumerated criteria.  In the event the criteria are met and the OPO wishes 
to offer both donor kidneys together, then the kidneys are to be allocated, first, locally according to the 
algorithm for either standard criteria donor kidneys or expanded criteria donor kidneys, as applicable.  It is not 
clear whether Gift of Hope intended to conform to Policy 3.5.7’s criteria for offering both kidneys from a donor 
together.  It also is not clear whether Gift of Hope intended to change the allocation sequence for such kidneys 
from the standard national allocation sequence.  The Committee would like clarification of these issues.   
 
Third, Committee Members were concerned with using alphabetical order of candidate names in determining 
allocation priority.  The Committee understands that Gift of Hope is trying to ensure an orderly mechanism in 
the event of point ties among patients.  There was concern, however, that there is no basis in medical criteria for 
using alphabetical order.  Furthermore, there was concern regarding how candidates would view this factor.  
Would this appear arbitrary, for example, since there is no medical/scientific basis?  Additionally, because 
UNetsm can calculate candidate waiting time to multiple increments it is unlikely that ties would occur. 
 
Fourth, Committee Members were concerned with the proposal’s complete elimination of priority for HLA 
matching (with the exception of 0 antigen mismatches) from the OPO’s system.  The Committee has 
determined that for the nation overall there continues to be a significant graft survival benefit from receipt of a 0 
or 1 DR mismatched kidney transplant.  Some priority has, therefore, been retained in the allocation algorithm 
for this factor.  Committee Members noted, in particular, that the analysis of the effect of HLA matching on 
graft survival rates included with the proposal does not report results for patients receiving 2 DR mismatched 
kidney transplants.  The modified national policy attempts to increase the number of HLA DR matched 
transplants, thereby increasing system utility, while reducing disparities in access to transplantation that resulted 
from prior emphasis in the policy upon matching HLA antigens that are uncommon among various ethnic 
groups.  Committee Members expressed concern that Gift of Hope’s proposal would miss this opportunity to 
improve system utility unless the OPO assigns some priority for matching at the DR locus.  
 
Finally, Committee Members noted that the proposal’s assignment of absolute priority to ABO identical HLA 
mismatched children ahead of HLA mismatched adults is not consistent with the objectives the Committee is 
pursuing for children in standard national policy.  The Committee has determined that in an effort to get 
children transplanted expeditiously to avoid debilitating effects of dialysis and renal failure upon growth and 
development, these candidates are not remaining on the waiting list long enough to receive well-matched 
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transplants.  The likely result is poorer outcomes and increased sensitization for children.  Alternatively, if 
children were assigned additional priority for highly DR matched kidneys when available, it is hoped that the 
goals of rapid transplantation, together with improved outcomes and reduced sensitization following transplant, 
would be achieved for pediatric patients.  The Committee has developed a proposal to modify the national 
standard criteria donor kidney allocation system to assign 6 points to pediatric candidates who are a 0 DR 
mismatch with the donor.   
 
After additional deliberation, the Committee voted unanimously to table the OPO’s proposal pending 
reconsideration of the application by Gift of Hope in light of the Committee’s comments and concerns. 
 

23. Request from Transplant Resource Center of Maryland for Review of Their Long Term Kidney Debt Status.   
The Committee initially reviewed a request from Transplant Resource Center of Maryland regarding its struggle 
with repaying long-term ABO AB blood type donor debts during its October 1-2, 2003, meeting.  Transplant 
Resource Center of Maryland requested elimination of the AB debts from their long-term debt obligations in the 
payback system. 
 
The policy defining long-term and short-term debts was developed to address concerns that the kidney payback 
system was not functioning as intended.  All kidney debts owed prior to March 1, 2001, were defined as long-
term debts.  The OPOs were instructed to reduce their long-term debts annually according to schedules 
negotiated with the Kidney/Pancreas Committee.  Failure to meet these annual thresholds would result in 
adverse consequences. 

 
 In its review of currently outstanding long-term debts for all OPOs, the Committee discovered there were only 

17 outstanding.  Sixteen of the 17 outstanding long-term debts are for ABO AB kidneys. Acknowledging the 
difficulties inherent in satisfying the ABO AB debts, changes in the system already permit payback of the long-
term ABO AB kidney debts if only one such debt is owed.   Despite the challenges in reducing these debts, the 
Committee recognized that Transplant Resource Center of Maryland was able to reduce their AB long-term 
debt to 3 by the time of Committee review of their request.  The implication in the OPO’s request is that all 
long-term ABO AB debts should be forgiven. 
 
The Committee agreed to retain the debts for all OPOs with long-term AB debts but allow the OPOs additional 
time to meet the reduction mandate.  A term of two years was thought to be adequate.   The Board approved the 
Committee recommendation during its November 20-21, 2003, meeting, and notification to all of the OPOs 
with long-term ABO AB debts is being provided.   
 
The Committee reconsidered the issue during its January 20-21, 2004, meeting (Exhibit JJ).  Transplant 
Resource Center of Maryland contends that some OPOs are beginning to selectively incur ABO AB blood type 
short-term debts due to concerns about their inability to pay back such debts.  Despite their best efforts to 
reduce this debt, they felt it is unlikely they will be able to eliminate the long-term ABO AB debts.   
 
Members of the Committee reviewed an updated report of the remaining short-term and long-term kidney debts 
by ABO blood type as of January 9, 2004 (Exhibit KK).  According to the report, only 13 of the 144 short-term 
debts were for ABO AB blood type.  Of those OPOs with short-term ABO AB debts, 2 OPOs had 2 debts, 9 
OPOs had 1 debt and the majority of OPOs had 0 short-term AB debts.  Based on these numbers, there does not 
appear to be substantial risk to OPOs of exceeding short-term debt limits based upon AB debt levels.   
 
Some Members, however, noted the slow rate of reduction of long-term ABO AB debts among the OPOs.  This 
may indicate a problem in the payback system.  The Committee once again raised the issue of removing all 
ABO blood type long-term debts.  Other Members suggested that cancellation of the remaining long-term 
kidney debts, an action without Committee precedent, would be unfair to the majority of OPOs that have 
worked hard to eliminate their long-term debt.  The Committee does not know the reason some OPOs may 
experience particular difficulty in paying back long-term ABO AB debts.  This could be due to relatively low 
procurement volumes generally or the quality of organs procured.  After further discussion, the Committee 
denied the proposal by a vote of 1 For; 19 Against; 1 Abstention. 
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Committee Members agreed to examine the explanations for the difficulty some OPOs experience in paying 
back ABO AB long-term debts.  During its next meeting, the Committee will review data on refusal codes for 
ABO AB blood type kidney offers for those OPOs with long-term AB debts.  In addition, the Committee will 
review AB kidney recovery rates for those OPOs with long-term AB debts. 

 
24. Presentation on OPTN Final Rule and Draft Response to Board Resolution.  During its January 20-21, 2004, 

meeting, the Committee discussed requirements for organ allocation policy under the OPTN Final Rule and a 
resolution approved by the Board of Directors in November 2003 with respect to OPTN policy development, 
the Final Rule, and OPTN long range planning.  The Board resolution requires OPTN/UNOS Committees to 
specifically address the performance goals, including performance indicators to measure the achievement of 
performance goals and transplant center performance, set forth in the OPTN Final Rule when making policy 
recommendations to the Board (Exhibit LL).  The Committee will be working with UNOS Staff to draft 
introductory language to the kidney and pancreas allocation policies that address the Final Rule requirements 
and direction from the Board. 

 
As background to the Board resolution, the Committee reviewed a presentation on the OPTN Final Rule, its 
interaction with and requirements for OPTN allocation policies (Exhibit MM).  The Final Rule, which became 
effective in 2000 as a Federal regulation, is incorporated into the OPTN contract with the Department of Health 
and Human Services, Health Resources and Services Administrations (HRSA).  Under the Final Rule, the 
OPTN Board is responsible for developing allocation policies addressing the following issues: equitable 
allocation of deceased donor organs, donor testing to prevent the spread of infectious diseases, reduction of 
socio-economic inequities, physician and surgeon requirements for designated programs, and any issue the 
Secretary of Health and Human Services directs.  The OPTN/UNOS Board is required to seek public comment 
on proposed changes to allocation policies.  Policies become enforceable under Section 1138 of the Social 
Security Act (potentially impacting hospital Medicare participation) only after the Secretary of Health and 
Human Services approves them as enforceable.  Programs that fail to adhere to such a policy can have their 
Medicare eligibility removed by the Secretary.  To date, none of the OPTN/UNOS policies are enforceable 
under Section 1138 of the Social Security Act.  All OPTN/UNOS policies are monitored for compliance, 
however.  Non-compliant behaviour is addressed through action intended to bring the Member back into 
compliance, including, for example, possible letters of warning or reprimand, probation, or declaration of 
Member Not in Good Standing.  The Secretary is also authorized to refer policies to the Advisory Committee on 
Transplantation (ACOT), direct the OPTN to modify policies deemed inconsistent with the National Organ 
Transplant Act (NOTA), and review appeals made by interested parties with respect to allocation policies. 

 
 Allocation policies must be based on a number of criteria including sound medical judgment, best use of organs, 

right of refusal for programs, organ-specific characteristics, avoidance of organ wastage, promotion of patient 
access, and promotion of efficient organ placement.  Candidate geographic location can be considered only in 
light of the other policy criteria. 

 
 The Final Rule establishes certain performance goals.  First, the OPTN is to standardize objective listing and 

removal criteria.  Candidates are to be prioritized by objective measurable medical criteria and shall be ranked 
according to urgency.  The Final Rule also requires distribution of organs over as large an area as feasible in 
order of decreasing urgency.  In addition, inter-program variances should be reduced as reasonable in order to 
maintain a more national allocation system.  Finally, the OPTN allocation policies must specify performance 
indicators to measure the achievement of defined performance goals and transplant center performance.  Such 
performance indicators should include baseline data evaluating how the current policy meets the goals, amount 
of improvement to be achieved by any new policy in meeting the performance goals, and any indicators 
proposed by the Board and approved by HHS or required by HHS.   

 
 Finally, the Final Rule requires the OPTN to assess the allocation policies and inter-program variances.  For 

each organ specific policy, a number of issues shall be examined including, organ procurement and allocation, 
access to transplantation, effects on transplant programs by volume and OPO, and OPTN contractor 
performance.  Required assessment data should be analyzed, as appropriate, by organ and patient status, 
program and OPO, program size, by OPO, Regionally and Nationally, or by other geographic areas required by 
HHS.  Data assessed on inter-program variances shall include risk-adjusted total life years, both pre- and pos-
transplant, risk-adjusted patient and graft survival, and risk-adjusted waiting time and transplant rates. 
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 The Committee discussed whether the urgency criteria of the Final Rule apply to all organs, including kidneys, 

for which the concept of urgency as used for certain of the other organs has not been incorporated for allocation, 
at least historically.  Some Committee Members stated that the Final Rule was written with other organs, 
namely liver, in mind.  Development of an allocation system similar to liver and based on urgency for kidneys 
is not the best approach.  The nature of kidney dialysis and transplantation distinguishes kidneys from other 
organs where urgency is a more appropriate factor.  The Committee was informed that the drafters of the Final 
Rule provided flexibility in the requirements to allow for organ-specific distinctions.  In fact, the preamble to 
the Final Rule specifically addresses the differences among organs and references kidneys in particular.  Each 
organ allocation policy should be specific to that particular organ.  Even given the noted flexibility of the Final 
Rule, Members commented that urgency already is accounted for in kidney allocation.  One example of urgency 
in kidney allocation includes priorities for pediatric candidates who experience unique problems associated with 
dialysis and disruption to expected growth and development processes due to renal failure.  

 
 The Committee continued this discussion and reviewed a draft response to the Board resolution during its May 

19-20, 2004, meeting (Exhibit NN).  With respect to the draft response to the Board resolution, the Chair 
indicated that the text was good and asked for Members to send any comments individually to staff for 
incorporation.  The version of the document attached to this report includes these modifications.  Committee 
discussion focused on the section on policy performance measures.  The draft response proposed a list of 
measures, though not exclusive, to be assessed by the Committee through modeling and non-modeling tools 
with respect to kidney and pancreas allocation as follows: 

 
• Pre- and post-transplant graft and patient survival; 
• Listing, transplant, death and removal rates for various patient groups (e.g., diagnostic groups, 

allocation point ranges, demographic (e.g., blood type, ethnicity, age), and geographic groups); 
• Indicators of morbidity and quality of life, as measured by available data and current methodologies; 
• Profile of recipient characteristics that are factors in kidney allocation (e.g., HLA mismatch level, PRA 

level, age); 
• Risk of progression of disease; 
• Organ discard rates; 
• Impact upon organ availability. 

 
These measures could be evaluated by the Committee as it reviews the kidney and pancreas allocation policies.  
However, a critical issue for the Committee is to specify the overall goals it seeks to accomplish through such 
allocation policies. 
 
Henry Krakauer, M.D., Ph.D., discussed the Division of Transplantation (DOT) perspective on how the 
Committee might assess performance issues.  A good departure point for assessing performance is consideration 
of how much good comes to a patient by the strategies deployed in the management of the patient.  Within that 
consideration, one should understand the patient’s expectations and how physicians can respond to those 
expectations and needs.  All other issues are essentially technical details.  The establishment of clear, 
fundamental objectives can allow the Committee to focus policies on obtaining those objectives.  
 
The development of goals for the kidney and pancreas allocation systems is a complicated, intense and 
worthwhile endeavor.  Some Members stated that an additional forum or Committee meeting might be 
necessary to fully contemplate and develop these goals. 
 
A variety of perspectives on possible allocation goals were discussed during the meeting.  Some Members 
expressed that the Committee should focus on transplanting the maximum number of organs while maximizing 
utility, but avoid issues of access to the waiting list and transplantation for end stage renal disease patients.  The 
Committee could provide input to CMS as it develops Medicare regulations governing access to transplantation 
but this is outside the experience of the Committee to have an impact.  However, other Members articulated that 
any issue related to transplantation should be within the purview of the Committee due to its expertise and focus 
on transplantation.  The goal should be to provide a transplant to every person who needs one.  The Final Rule 
provides focus on listing criteria as well as organ allocation, which broadens the Committee emphasis.  Due to 
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the differing perspectives on the role of the Committee, some Members stated that perhaps direction is needed 
from the OPTN/UNOS and HRSA as to how broadly the Committee should define its role.  However, other 
Members suggested that the Committee itself should define its role.   
 
One topic that illustrates the differing perspectives on the Committee’s role is living donation.  Some Members 
expressed that the Committee should take a proactive, primary role in developing procedural regulations and 
patient safeguards for living donation.  On the other hand, some Members of the Committee stated that living 
donation is outside of the purview of the Committee. 
 
An additional option considered by the Committee was delaying any further specification of overall allocation 
goals until KPSAM is available to provide some insight, and then use the model to help the Committee review 
the entire allocation system, and determine which goals are feasible with the current organ supply.  The current 
allocation system has been developed and revised over time, with particular focus upon several categories of 
patients who face unique medical circumstances.  The system may work well for these particular patient groups, 
but not patients overall.  Articulating objectives of the allocation system will involve consideration of patient, 
transplant center and system objectives and needs, and realization that these objectives and needs may conflict 
at times.   
 
Some Committee Members stated the goals of the allocation system should be a fair system that is as simplified 
and open as possible.  Transplant candidates often lack a true understanding of how the allocation system 
works, which could be attributable to lack of education from their transplant programs, but also because the 
system itself is rather complex.  The Committee should strive to make the transplant system transparent to 
candidates and the transplant community. 
 
Finally, some Members suggested the Committee goal as maximizing or optimizing benefits, recognizing that 
multiple benefits exist, with the most important benefit being patient survival.  At the same time, the Committee 
should minimize disease burdens and disparities, both medical and non-medical, in terms of access. 
 
Some Members commented that the Committee drafted a white paper after the Final Rule was developed to 
articulate and describe the current allocation system and how it met the requirements of the Final Rule.  This 
white paper could be a useful reference to integrate into future deliberations of the issues.  However, the 
Committee acknowledged that their charge is changing along with the operating environment, support tools and 
personnel, and perhaps the Committee should contemplate the system from a fresh perspective. 
 
Laura St. Martin, M.D., MPH, offered some insight from HRSA’s perspective on the Committee role.  One of 
the issues the Committee should discuss is developing criteria for appropriate transplant candidates (e.g., listing 
and de-listing criteria).  The Committee decision and policy development processes should at least consider 
some of the pre-transplant factors patients encounter.  HRSA could help relay Committee concerns or 
recommendations to the appropriate agencies if the Committee considers a transplantation issue beyond their 
policy-making capabilities. 
 
The Committee agreed to consider this matter further after the meeting and forward suggestions, perspectives 
and topics to the next Chair, Mark Stegall, M.D.  The Committee will continue this discussion at its next 
meeting.  

 
25. Presentation on KPSAM.  The Committee continues to examine the role of various objective medical factors in 

the kidney and pancreas allocation systems.  During the January 20-21, 2004, meeting, Keith McCullough 
presented an update on the Kidney- Pancreas Simulated Allocation Model (KPSAM) (Exhibit OO).  The SRTR 
will continue to work on the model and deliver the final draft to HRSA on March 31, 2004.  Subsequent to 
HRSA review and approval, KPSAM will be available for public use through the Committee.  KPSAM will 
have features the other organ specific SAMs do not possess, including the ability to account for paybacks, HLA 
mismatch score, the allocation point system with time thresholds, models of graft failure, and the possibility of 
relisting a candidate after graft failure.   

 
KPSAM is not intended to perfectly replicate the allocation and distribution system, or the outcome data of a 
given year, but rather to predict the consequences of directions and changes to allocation policies. 
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Deterministic and random factors will be incorporated into the allocation model component of KPSAM.  The 
model will allow the user to provide inputs into the system, which will then produce outputs based on candidate 
and organ input data from the OPTN and SRTR database from 2001.  KPSAM will use an event-sequenced 
Monte Carlo Simulation in which all steps of the simulations are determined by data and allocation rules.  The 
events after the match run, including organ placement, time from transplant to death and relisting events and 
history, are probabilistic.  The model will predict the numbers of transplants, graft failures and deaths resulting 
from Committee proposed national allocation policies, and can change the order of and rank within any 
categories that are available from the OPTN wait list database.  In addition, the user can combine existing 
categories or create new categories if data are available. 
 
Validation efforts for KPSAM are focused on attempted replication of the actual transplantation system from 
2001.  The year 2001 was chosen because it is the most recent year with completed transplant recipient follow-
up data.  The database contains waitlist status changes and mortality for those recipients who were transplanted 
in real life.  In order to model possible changes to allocation policy, the model appends a completed history for 
patients who were not transplanted in 2001 by matching such candidates with actual 2001 recipients who have 
similar characteristics.  Patients are only considered for status history matching if they meet a number of 
qualifications including, listing for the same organ, similar length of waiting time, same active status, age 
category and diabetic status, and the closest risk of mortality based on the waitlist survival models. 
 
KPSAM also contains a placement model component, which models the factors leading from an organ offer to 
transplantation.  The placement model includes organs recovered for transplant, but not organs completely 
rejected.  In addition, positive crossmatches are included in a probabilistic fashion as candidates with high PRA 
levels are deemed more likely to have a positive crossmatch. 
 
The Committee applauded the efforts of the SRTR in developing KPSAM, but expressed some reservations.  
For instance, KPSAM does not incorporate center-specific patient graft and survival report factors into the 
modeling efforts.  The center-specific report is used for public reporting of results and is useful for determining 
patient graft/survival post-transplant.  In addition, the center-specific report could aid in validation efforts for 
KPSAM.  Some Members noted that the databases and general statistical approaches used by KPSAM and the 
center-specific report are similar, but exclude different factors depending on how the databases are constructed 
and the goals of the analyses.  It should be expected that some elements will differ between the analyses.  Some 
Members emphasized that relevant factors demonstrated by KPSAM should be incorporated into future center-
specific reports and vice versa.  These comments will be relayed to the SRTR for further consideration. 
 
KPSAM will not incorporate alternative allocation systems as the intent is to examine the implications of 
changes to the national allocation system assuming application to the entire nation.  Some Members stated that 
differences in the model validation data could be attributed to the use of data from OPOs operating with 
alternative allocation systems during 2001. 
 
Members expressed concerns over the use of pre-transplant factors with no actual post-transplant data to predict 
post-transplant outcomes.  Post-transplant factors, such as immunosuppressive regimens, rejection episodes, 
hypertension, diabetic and lipid control all potentially impact graft survival and patient mortality.  KPSAM does 
not incorporate such information because it is available in the database only for recipients who actually received 
a transplant in 2001.  Therefore, when a user inputs a change in the allocation policy into the model, post-
transplant data histories would be lacking for those candidates not transplanted in 2001.  Some Members stated 
that the model could apply actual post-transplant histories to candidates not transplanted but who exhibit factors 
similar to the recipient.  These concerns will also be communicated to the SRTR. 
 
After the final version of KPSAM is approved and operational, the SRTR plans to model different allocation 
systems proposed by the Committee using the 2001 data to determine how the allocation system would have 
differed under various systems. 
 
In future discussions, the Committee intends to consider the definition of “benefit” of a transplant as it 
continues to balance justice and utility in the allocation system.  Some of the possible definitions include quality 
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of life, life years gained from a transplant compared to life years if the candidate remains on the waiting list, or 
some combination thereof.     
 

26. Report of the OPTN/UNOS Kidney and Pancreas Transplantation Subcommittee on Kidney Allocation and 
KPSAM.  A meeting of a subgroup of the OPTN/UNOS Kidney and Pancreas Transplantation Committee and 
the respective Chairs of the OPTN/UNOS Pediatric Transplantation, Minority Affairs and Histocompatibility 
Committees was held at the offices of URREA in Ann Arbor, Michigan on February 11, 2004 (Exhibit PP).  
The intent of the meeting was to review and discuss the structure and functions of the Kidney and Pancreas 
Simulated Allocation Model (KPSAM) being developed by the SRTR, as well as future directions for allocation 
policy.  With this meeting focus, the subcommittee discussed a variety of topics, including a general overview 
of KPSAM and modeling, waitlist mortality and possible approaches for study, KPSAM validation efforts, the 
OPTN Final Rule with respect to policy development, defining and reducing disparity in access to kidney and 
pancreas transplantation, and special pediatric considerations for future policy development.  Due to time 
constraints, a number of topics were deferred for discussion at a full Kidney/Pancreas Committee meeting at a 
later time. 

 
 During its May 19-20, 2004, meeting, the Committee briefly reviewed a few of the topics discussed during the 

Ann Arbor meeting, which were very consistent with the scope of the Committee’s discussion of the OPTN 
Final Rule and response to Board resolution in item 24 (above) of this report.  First, validation results from 
KPSAM where the model results were compared to the actual data from the first six months of 2001 were 
presented to the Committee.  In general, KPSAM results agree well with the actual experience from the first 
half of 2001.  Discrepancies with actual data are expected due to many factors including physician and OPO 
permissable discretion, local alternative allocation systems, and en bloc transplants and medical urgency.  
KPSAM will model outcomes assuming the allocation rules are followed without variation on a national basis.  
The Committee was informed that KPSAM has been modified since the February subcommittee meeting and 
the validation results are even better in its current iteration. 

 
 Dale Distant, M.D., one of the subcommittee Members, presented some of the slides on possible remedies for 

geographic, racial/ethnic, and insurance disparities from the subcommittee meeting.  For instance, possible 
remedies considered for geographic disparities in terms of access to the waiting list include candidate 
transportation benefits, outreach to underserved areas, professional education on survival and morbidity with 
living donors, preemptive and early transplantation, medical school curricula, standardized referral form with 
linkage of data, enforceable CMS standards on referral that are tied to dialysis reimbursement rates, and federal 
regulation of Medicaid transplant-related benefits.  Some of these remedies were acknowledged as presently 
unfunded mandates, but given their possible impact on transplantation, not outside the scope of the Committee.  
The Committee also briefly reviewed the possible remedies for geographic disparities in terms of 
transplantation, racial/ethnic disparities in terms of access to the waiting list and transplantation, and insurance 
disparities in terms of access to the waiting list and transplantation (see Exhibit). 

 
     Some Members commented that the single greatest factor determining candidates’ time to transplant is their 

respective donor service area of listing.  A number of factors affect a donor service area’s ability to transplant 
its candidates in a timely fashion.  For instance, some donor service areas have high transplantation rates, but 
low recovery and listing rates.  The difficulty in assessing this example is determining whether this donor 
service area is performing well or poorly.  However, the Committee should focus on the donor service area, 
which includes the OPOs, transplant centers and dialysis centers within the area, in assessing the system.  It was 
suggested the Committee also needs to account for the potentially inherent differences between the donor 
service areas. 

 
 Some Members stated that the real challenge is the organ shortage in the United States.  For example, there are 

approximately 58,000 candidates waiting for a kidney transplant, but only approximately 15,000 kidney 
transplants performed annually.   Perhaps the Committee should focus its efforts on mechanisms to increase 
organ donation.  Other Members of the Committee stated, however, that attention to current disparities in 
patient access to the waiting list and transplantation must be considered as well.  The Committee can and should 
work on increasing the number of available kidneys and pancreata suitable for transplantation, but cannot avoid 
the current challenges that exist within the allocation/distribution system.  Some remedies being pursued by the 
Committee may, in fact, help to address organ availability as well as allocation factors. 
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27. Presentation on Living Donor Paired Kidney Exchanges.  Mitchell Henry, M.D., presented the efforts of the 

Ohio Solid Organ Transplantation Consortium over the last two years to address the issues of paired kidney 
exchanges and develop a match run system for such exchanges during the Committee meeting of May 19-20, 
2004.  The first match run was performed within the last two weeks and is evolving into an important clinical 
activity. 

 
 The purpose of a paired exchange is to increase the number of live kidney transplants for recipients with willing 

but incompatible live donors.  As waiting times for deceased donor kidney transplantation increase, living 
donation becomes increasingly prevalent.  Living donation also has the benefit of increasing the projected half-
life of the graft relative to deceased donor kidneys.  In fact, during the last few years, the number of living 
kidney donors outnumbered the number of deceased kidney donors; therefore, living donation has become a 
substantial portion of the kidney transplant world. 

 
A direct kidney exchange, also known as a live donor/live donor exchange, is one in which the donor from pair 
1 cannot donate to the candidate from pair 1 because they are blood type incompatible or have a positive 
crossmatch.  The same situation exists for the donor and candidate from pair 2.  If the donor from pair 1 is 
compatible with the recipient from pair 2 and vice versa, an exchange can take place such that each candidate 
can have a kidney transplant. 
 
The Ohio Solid Organ Transplantation Consortium formed a committee on living kidney donation composed of 
voluntary members from all providers of kidney transplant services within Ohio to define medical eligibility 
and matching criteria for the paired exchanges.  Though each potential incompatible donor and candidate are 
evaluated by the local transplant program, the committee intends to review and approve each match list and 
paired exchange to ensure the specified goals have been achieved.  The committee also will define fiscal 
policies, approve all scientific and grant proposals prior to submission, determine quality assurance data points, 
and maintain the paired exchanges database. 
 
The clinical protocol requires for participation that a potential candidate not have a compatible living donor.  
The candidate also must have a medically suitable donor who is ABO or crossmatch incompatible.  In order to 
participate in the paired exchange, donors and candidates must meet a number of criteria, including but not 
limited to, serology tests, creatinine, cardiac stress test if indicated, PRA testing, psychosocial screening, and 
dental evaluation.  Once the pairs have been identified, the details of the program are carefully explained and a 
written brochure is provided to the potential donors and candidates. 
 
Both the donors and candidates are given standardized consent forms, which are witnessed and renewed on an 
annual basis at minimum.  The donor agrees to supply re-consent periodically if there is a change in the 
exchange scenario.  The donor also agrees to meet with the transplant team to confirm the donor’s commitment 
to donation.  Once the donor pair is approved by the local transplant program, the pair is placed on the list for a 
monthly computer match run.  The candidate sera is sent to the donor program for crossmatching compatibility 
with other pairs.  For high PRA candidates (defined under this protocol as PRA > 75%), crossmatching is 
limited only for well-matched donors.  All preliminary crossmatching is performed at the local transplant center 
and the final crossmatch is conducted at the center in which the transplant is performed.  Positive crossmatch 
results will conclude the potential exchange. 
 
Upon referral to the transplant center, the donor/candidate pair is counseled again.  The minimum information 
shared includes age, height, weight, blood pressure, GFR/creatinine clearance levels, and serologies.  Consent is 
then obtained at the candidate transplant center to which the adult donor is assigned and where the transplant 
occurs.  Pediatric candidates and their donors, particularly if the donor is a parent of the pediatric candidate, 
may remain at the same hospital.  The organ would then be transported to the candidate center.  The donor is 
counseled one last time by the assigned transplant center, the renal anatomy is imaged and a final crossmatch is 
performed.   
 
The paired exchange occurs on the same date and both donor procedures are begun simultaneously to prevent a 
situation where one donor might back out of the exchange after a procedure was begun on the other donor.  The 
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laporascopic donor nephrectomy is the preferred method of kidney procurement.  Subsequent to transplant, 
donor follow-up will be arranged by the performing center usually via the recipient transplant center. 
 
Assuming an incidence of end stage renal disease (ESRD) of 300 patients per 1,000,000 population per year as 
a national average, and given the Ohio population of approximately 11,000,000 people, Ohio expects to have an 
ESRD population of approximately 3,300 residents per year.  The Ohio Solid Organ Consortium estimates that 
approximately 50%, or 1,650, of the 3,300 Ohio residents newly diagnosed with ESRD each year will be 
suitable for transplantation.  Approximately 50% of the 1,650 transplantable ESRD patients will have a willing 
living donor.  One third of this population, or 275 patients, are estimated to have willing but incompatible living 
donors.  Then one third, or 92, of the 275 patients are expected to participate in the living donor paired 
exchange program.  This is the figure the Ohio Solid Organ Consortium hopes to reach each year to 
demonstrate whether the program is successful. 
 
One of the unique aspects of the paired exchange program in Ohio is the existence of a computer-based sharing 
program where the computer, rather than a human staff member, matches the pairs.  The computer sharing 
program will calculate the point system devised by the Ohio Solid Organ Consortium as follows: 
 

Category Points 
Wait Time 3+ 
Distance 3 
Recipient vs. Donor Age Disparity 3 
Donor vs. Donor Age Disparity 2 
HLA Match 6/3 
Pediatric Bonus 6 
PRA Bonus 2 
CMV/EBV Bonus 2/2 
Blood Group A/B Bonus 6 

   
A central database will be maintained for the paired exchange program, but each center will be responsible for 
entering their own data and uploading the information once per month.  The Medical Review Committee will 
evaluate the top ten matches each month for transplant suitability.  Subsequent to the Committee decision, the 
potential pairs are informed of their potential match and given the opportunity to accept or decline the offer.  If 
the candidate declines three sequential offers, the candidate is required to proceed through the living donation 
counseling procedures again. 
 
Members of the Committee expressed enthusiasm about the efforts on paired exchanges by the Ohio Solid 
Organ Consortium and interest in the possibility of adopting the system nationally through the OPTN/UNOS.  
Transportation and follow-up costs and logistics are primary concerns if the paired exchange program were 
developed nationally.  The concept should move forward, but perhaps a trial period in Ohio could provide some 
insight for application to the nation. 
 
Some Members of the Committee were skeptical of the paired exchange program’s ability to provide additional 
transplant opportunities for highly sensitized candidates.  However, other Members stated that a large enough 
number of potential pairs in the donor pool will result in a number of highly sensitized candidates being 
transplanted with a negative crossmatch.  Application of the paired exchange program on a national basis could 
dramatically increase transplant access for highly sensitized candidates. 
 
The Committee agreed to formulate a subcommittee to develop a proposal to develop and apply the paired 
exchange program to the nation.  Dr. Ken Andreoni will lead the effort and will be joined by Drs. Mitchell 
Henry, Dolly Tyan, George Blessios, Albin Gritsch and Peter Stock. 

   
28. OPTN/SRTR Data Working Group Proposed Transplant Endpoints.  During the May 19-20, 2004, meeting, 

Lawrence Hunsicker, M.D., Chair of the OPTN/SRTR Data Working Group (DWG) presented to the 
Committee a proposed study to evaluate multiple transplant outcomes (Exhibit QQ). 
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 One of the tasks undertaken by the DWG was to determine whether all of the information needed to understand 
the impact of transplantation was being collected.  Essentially from the beginning, analysis of transplant 
outcomes has focused on time to death and time to graft loss.  While these are clearly important transplant 
outcomes, with improving patient and graft survival rates they are no longer the only relevant outcomes to 
consider.  In fact, the Advisory Committee on Transplantation (ACOT) has recommended the OPTN begin to 
collect and analyze information on the impact of transplantation on “quality of life.” 

 
 Limitations exist with the current focus on death and graft failure.  For instance, in deceased donor kidney 

allocation, priority is assigned to pediatric candidates based on the intellectual, physical, and social maturation 
and needs of children; however, there is no OPTN data dealing with the impact of early transplantation on these 
outcomes.  In addition, since life expectancy in children following transplant is typically long, it is difficult to 
obtain sufficient data on the impact of transplantation on survival.  Further, certain conditions experienced by 
candidates waiting for other organ transplants, for instance, liver candidates with cholestatic disease and lung 
candidates with COPD, may receive lower priority within their respective current or proposed allocation 
systems then some would argue is warranted by the degree to which these patients actually suffer from illness  
for a very long time.  Tthe data to make this determination are not currently collected, however. 

 
 A number of perceived statistical advantages to broadening the examined endpoints exist.  First, there is a 

strong likelihood that alternative outcomes such as morbidity and functional status will be highly correlated 
with mortality risk.  Second, graft failure data or mortality can only be observed once per graft or patient and 
then it is too late to collect additional data.  In addition, cumulative morbidity and functional status can be 
measured on many occasions and may offer greater statistical power in analyses.  Finally, time-series analyses 
on non-terminal outcomes may permit early intervention on high risk patients who are hospitalized more 
frequently. 

 
 The DWG examined and developed five proposed domains of transplant outcomes, including mortality, 

cumulative mortality (adverse medical events), functional status (ability to perform functions required/desired 
in daily life), psychological distress, and resource use (needed to care for the patient).  Under these outcomes, it 
is important to collect both pre- and post-transplant data for both transplanted recipients and those selected for 
transplant but still waiting. 

 
 Current and proposed data sources were discussed by the DWG for the five proposed domains of transplant 

outcomes.  Mortality is currently captured by the OPTN/UNOS system and supplemented by death data from 
the Social Security Master File or the National Death Index.  These measures are probably sufficient and do not 
require supplemental data sources.   

 
With respect to morbidity, limited hospitalization data are currently collected on transplant recipients.  The new 
transplant follow up forms will ask post-transplant recipients about all hospitalizations, not just transplant-
related hospitalizations, since the last reports.  However, the OPTN/UNOS does not collect data on wait list 
candidate hospitalizations.  CMS collects complete data on kidney candidates and recipients with Medicare 
primary insurance coverage and has agreed to provide the data for analysis.  Finally, the states of Pennsylvania 
and Virginia have consented to provide comprehensive hospitalization data on transplant candidates and 
recipients from those particular states. 
 
The OPTN/UNOS currently collects functional status information on transplant recipients at transplant and on 
follow-up forms.  The information collected is assessed on four levels of functional status, including no 
limitations on activity, requires some assistance with daily activity, requires total assistance and hospitalized.  
However, information on transplant candidates is only collected at the time of listing.  While these data 
correlate with outcomes, the grading is not sufficiently granular to capture less than the gross loss of function.  
In order to achieve a greater degree of granularity, the DWG proposes to capture additional functional status 
through a pilot study using the SF36 physical scale.  The DWG also proposes replacing the current UNOS 
functional scale with the Karnofsky Index, which has 10 levels of function from minor impairments to a 
moribund state.  The Karnofsky Index is considered by some the standard, best validates objective scale for 
functional status and can be quickly completed during a patient clinic visit. 
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No data are currently collected by the OPTN/UNOS on psychological distress.  The DWG proposes collecting 
the information directly from patients using the SF36 mental scale. 
 
Finally, the OPTN/UNOS does not currently collect data on resource use, although the National Organ 
Transplant Act (NOTA) mandated assessment of the costs.  The DWG proposes to estimate the effort needed to 
care for a patient from hospitalization data initially, using uniform coding based on the admission DRGs, weight 
and length of stay.  The DRG scale adjusted for length of stay is a widely accepted measure of the severity of 
various issues. 
 
The DWG is not a policy development body with the OPTN/UNOS and does not intend for the proposed 
analyses to force any particular approach to the formulation of deceased donor organ allocation or other 
OPTN/UNOS policy.  The proposed analysis will merely inform the Committees more broadly on the outcomes 
of transplantation and the Committees are free to use the data as they find appropriate. 
 
Three approaches to analyze the alternative endpoints were reviewed by the DWG.  First, the DWG could 
analyze each endpoint separately using traditional methods.  However, this approach would not facilitate the 
study of mutual correlations and trade-offs among the transplant outcomes.  Second, the DWG could integrate 
the impact of the endpoints using a quality adjusted life years approach.  The drawback of this method is the 
arbitrariness and variability of the weighting assigned to the various outcomes among individuals.  The DWG 
does not intend to make value judgments on the data, but rather seeks to inform the Committees and allow the 
Committees to determine the valuations that should be given.  Finally, the DWG decided the best method is a 
multiple outcomes approach that can be studied in a model with a multivariate outcome.  In other words, 
outcomes in all the various domains can be considered as a single number, per individual.  This approach allows 
the direct observation of mutual correlations among the outcomes, is objective, and leaves the weighting of 
components to the policy makers, physicians and patients.  The observation of negative correlations can 
elucidate trade-offs in therapeutic decisions. 
 
An analysis of a multivariate outcome (multiple outcomes in a single model) is a statistically innovative and 
challenging approach, particularly when the outcomes are scaled differently.  The DWG assumes that different 
groups, including the SRTR, the OPTN, and HHS, may want to develop different methods depending on the 
anticipated goals (e.g., optimize the use of limited resources or optimize the outcomes for a particular patient). 
 
Dr. Hunsicker also presented some information provided by Robert Wolfe, Ph.D., on analyzing multiple 
outcomes for transplant candidates and recipients.  Evaluation of the benefit of transplant involves many 
outcomes, including rate measures, (i.e., mortality, hospitalization), and scaled measures (i.e., days in hospital, 
resource use, functional status, and psychological distress).  The analytic methods could include the combined 
method previously discussed, as well as, tabulation and descriptive analyses, stratified analyses to show the 
average outcome for each subgroup of patients, regression analyses to predict each outcome based on multiple 
patient characteristics, longitudinal models to predict outcome based on past history, and correlation models.  
One of the new methods being considered for use to model combined outcomes is the frailty model, which 
introduces a patient specific covariate to account for correlation.  Frailty is an unmeasured covariate and 
predicts the outcomes of interest. 
 
Dr. Hunsicker also presented findings from an article entitled “Beyond Survival: Predicting and Using the 
Burden of Disease to Support Decision-Making in Organ Transplantation,” by Henry Krakauer, M.D., Ph.D., 
R.C. Bailey, and Monica Lin.  The burden of disease approach discussed in the article is based on four critical 
decisions: 
  

1. Every component is to be represented by a cumulative measure, that is, a quantity accumulated over 
the period of observation. 

2. The probability that a range of the values of a measured component or a set of ranges of values of any 
combination of components will be observed in an individual will be computed as the consistent metric 
in the analyses and the predictions. 

3. The mathematical representation of the components of the burden of disease must conform as closely 
as possible to the patterns actually observed.  This is most easily achieved by the use of fully 
parametric representations tailored to the observed distributions. 
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4. The interdependence of the components (correlations) must be modeled explicitly. 
 
The burden of disease approach could answer various questions related to benefit, differences in outcomes from 
policy changes, differences among subgroups of patients, variation between individuals and correlation. 
 
Based on this information, the DWG has made two recommendations to the OPTN/UNOS Data Advisory 
Committee (DAC), each of which was approved in principle by the DAC and will be submitted to the Board of 
Directors at the June 2004 meeting.  First, the DWG recommended the replacement of the present functional 
status scale on the UNOS data collection forms with the Karnofsky Index.  This change would not require any 
action by the OMB and could be implemented soon after approval.  Second, the DWG recommended 
endorsement of the proposed pilot study of collection of SF36 data.  The SF36 data study would target 500 
returns per group from a distribution of 600 forms for adult patients selected using random sampling.  The adult 
patients solicited would include patients of each organ transplant type, patients on the waiting list, and 
transplant recipients.  Transplant centers will be contacted to obtain the patient addresses and alert the centers of 
the study, but will not be further involved in the study.  The forms will be mailed by and returned to the 
OPTN/UNOS to simplify IRB review and approval.  Patients not returning forms will be contacted by mail and 
by phone to maximize returns.  The DWG would also design a separate trial for children in cooperation with the 
OPTN/UNOS Pediatric Transplantation Committee.  The intent is for the study to be conducted as part of the 
OPTN/UNOS contract for the next budget cycle. 
 
After feedback from the OPTN/UNOS Committees, the DWG plans to formulate a detailed analytic plan based 
on these recommendations and input from the Committees. 
 
Some Members of the Committee questioned whether the quality of data collected is sufficient for the pilot 
study.  The DWG discovered that not only are transplant centers submitting most of the data required, but the 
quality of the data is actually quite good.  The addition of the Karnofsky Index to patient clinic flow sheets 
would be easily managed, though education of clinic staff would be required.  Part of the education process 
would need to focus on justifying the usefulness of the study as local acceptance of the study importance will be 
crucial to success.  Some Members also expressed concern that the quality of data collected under the proposal 
may be compromised if, for example, some clinicians completed the Karnofsky Index after the patient 
evaluation but without the patient present to observe.  However, if the Karnofsky Index is recorded, there is no 
reason to believe that inaccuracies will occur with any more prevalence than from the recording of biological 
scores such as albumin and creatinine.  In addition, the patient self-assess will be correlated with the Karnofsky 
Index and could be used to determine whether any data collection issues exist.    
 
The addition of the death indices data to the abundance of already collected data will be beneficial.  Currently, 
not much information is collected on candidates who lose graft function or expire and these additional indices 
will help fill in those gaps.  Some Members questioned whether the study should focus extensively on transplant 
candidates and recipients from a few centers or use a registry-type approach.  The problem with a registry 
approach is that it lacks the randomization, whereas randomized approaches lack the ability to look beyond 
common conditions and events.  Each approach helps answer different questions. 
 
Since it is difficult to predict outcomes from situations with multiple variables, some Members expressed 
concern that any data gathered from this study might skew future allocation policies in an inappropriate or 
erroneous direction.  This concern is central to any collection of past data, particularly when examining long 
term outcomes.  The intelligence of those reviewing the data will be required to interpret the results and 
accommodate for any perceived insufficiencies.  In addition, there are mechanisms by which complex systems 
can be reduced to more simple terms in order to yield data results accurately. 
 
The pilot study is designed for a three year duration after which the decision will be made by the DAC and the 
Board to continue or terminate the data collection efforts.  Some Members expressed that three years is 
insufficient to accomplish the goals of the study.  Five and ten year follow-ups of these patients is needed to 
truly ascertain an accurate picture of transplant outcomes. 
 
Perhaps the Committee should discuss and determine the future direction of kidney and pancreas organ 
allocation to help frame the questions asked and data collected under the pilot study.  It is also important to 
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know how the public will view the future policy proposals that may be developed from the data collected 
because the public perception of the transplantation system can differ from the intended purpose.  The DWG 
intends to only collect the data and allow the Committees and the Board to decide whether policies should be 
developed based on the data. 

       
29. Report of the OPTN/UNOS Joint Kidney and Pancreas/Pediatrics/Minority Affairs/Histocompatibility 

Subcommittee.  The OPTN/UNOS Joint Kidney and Pancreas/Pediatrics/Minority Affairs and Joint Kidney and 
Pancreas/Minority Affairs/Histocompatibility Subcommittees agreed to consolidate their issues into a new Joint 
Subcommittee, which held its first meeting on January 13, 2004. 

 
 The Joint Subcommittee discussed and developed proposals related to pediatric allocation priorities, which were 

later approved by the Committee and distributed for public comment (See items 3 above and 30 below). 
 
 Review of Data Analyses Previously Requested by the Joint Subcommittee 
 
 The Joint Subcommittee deferred several data requests until KPSAM is operational, including the effect on 

pediatric patients of an allocation algorithm that allocated zero DR mismatched kidneys to pediatric candidates 
following zero antigen mismatched candidates, the number of allocation points that would be needed to effect 
the percent of pediatric patients who receive a transplant, and the effect on minority children of a policy that 
awards extra points for A and B matching to zero DR mismatched pediatric patients. 

 
 Pediatric Priority for Adolescent Donor Kidneys 
 
 The Joint Subcommittee reviewed an updated analysis of the impact of preferentially awarding 11-17 year old 

(adolescent) donor kidneys to pediatric transplant candidates (0-17 years) (Exhibit RR).  The study population 
included 39,682 patients who received their primary deceased donor kidney-only transplant between January 1, 
1996, and December 31, 2001.  The relative rate of graft failure was calculated as the time from transplant to 
death or graft failure, censoring at the earliest of last known follow-up date, maximum date of expected follow-
up, or December 31, 2002.  The analysis used Cox models to ascertain the relative rate of graft failure and 
adjusted for recipient sex, recipient ethnicity, recipient BMI, year transplanted, PRA, ABO blood type, 
diagnosis group, time on dialysis, donor sex, donor ethnicity, cold ischemic time, donor cause of death, number 
of HLA mismatches, number of pre-transplant transfusions, double kidney transplant, and donor history of 
diabetes or hypertension. 

 
 Table 4.1 depicted the number and percent of recipients, by age of recipient and donor.  During the study 

period, 4,352 (94.1%) adolescent donor (age 11-17) kidneys were transplanted in adults and 271 (5.9%) were 
transplanted in pediatric recipients.  The relative rate of kidney graft failure for pediatric recipients was shown 
in Table 4.2.  During the study period, 1,470 pediatric candidates received kidney transplants.  Pediatric 
recipients experienced the lowest relative risk of graft failure when transplanted with an adolescent donor 
kidney (RR=0.82; p=0.17), though the numbers lacked statistical significance.  In comparison, pediatric 
recipients experienced relative risks of graft failure of 0.86 (p=0.39) when transplanted with a young donor (age 
< 11) kidney and 1.00 (p=Ref.) when transplanted with an adult donor kidney. 

 
 When compared to adult recipients, pediatric recipients of adolescent donor kidneys experience a significantly 

higher rate of graft failure.  For instance, the relative risk of graft failure for pediatric recipients was 1.48 
(p=0.0043) and 1.00 (p=Ref.) for adult recipients aged 35-49 years.  The analysis suggests that the disparity in 
graft survival rates between pediatric and adult recipients does not support preferential allocation of adolescent 
donor kidneys to pediatric recipients. 

 
 While acknowledging the poorer graft survival rate of pediatric recipients who receive adolescent donor kidneys 

relative to adult recipients, some Members disagreed with the conclusion suggested by the analysis.  Pediatric 
recipients, subsequent to suffering loss of their graft, may become sensitized and will have relatively more 
opportunity for additional kidney transplants.  This is especially the case for pediatrics who receive less well-
matched kidneys.  An alternative perspective is to determine the best donor available for pediatric recipients to 
ensure long-term graft survival.  In general, the best donor for this result is an adolescent donor. 
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 Additionally, data from a previous analysis separating younger pediatric patients from adolescent patients show 
a trend toward improved graft survival for younger pediatric patients when transplanted with adolescent donor 
kidneys, although differences do not reach significance (Exhibit SS).  Members agreed that the allocation 
policies should preserve a balance between pediatric priority for adolescent donor kidneys and opportunity to 
receive a well-matched kidney.  One suggested option is to provide priority for adolescent donor kidneys to 
pediatric candidates who surpass their time to transplant goals.  Current policy awards priority to such pediatric 
candidates for all donor kidneys (adult and pediatric) after zero antigen mismatched candidates, highly 
sensitized candidates and paybacks.  Some Members noted that many pediatric recipients are transplanted with 
less well-matched kidneys under the current policy, which could be attributed to their elevated priority in the 
allocation system.  An alternative suggestion is to reduce the allocation points awarded for a 2+ DR mismatch 
for pediatric candidates who exceed their time to transplant goals.  The intent is to protect children from less 
well-matched kidney offers while leaving them with high priority on the list. 

 
 After further discussion, the Joint Subcommittee agreed to defer the issue of pediatric priority for adolescent 

donor kidneys until KPSAM is available and modeling of the impact is analyzed. 
 
 Cross-reactive HLA Antigen Groups (CREG) 
  

Following Board approval of the recommendation from the OPTN/UNOS Histocompatibility Committee to 
conclude the initial Cross-reactive HLA Antigen Groups (CREG) alternative system study, the Joint 
Subcommittee discussed the next steps for evaluating use of CREGs in kidney allocation.  Suggested options 
included extending the prior CREG study for an additional time period, creating a different generic alternative 
allocation system based on CREG, and not incorporating CREG into the allocation system.  After further 
discussion, the Joint Subcommittee agreed to re-formulate a Committee-sponsored CREG alternative allocation 
system with an imposed time limitation.  The intent is to further study the viability of CREG matching for 
deceased donor kidneys.  Steve Takemoto, Ph.D., will chair a subgroup of the Joint Subcommittee to develop a 
first draft of the Committee-sponsored alternative allocation system.  The Joint Subcommittee will review the 
draft during its next meeting. 
 
The Joint Subcommittee subgroup on CREG convened on May 13, 2004, to continue the discussion of the next 
steps for CREG analysis.  Participants of the subgroup agreed that the recent deceased donor kidney allocation 
policy change to eliminate points for B-locus matching incorporates one of the original goals of the CREG 
allocation variance, and that is to increase access to transplantation for minority candidates and those with 
uncommon HLA antigens.  There was general consensus that it is premature to propose a new CREG alternative 
system because outcomes associated with the policy change are not yet fully known.  It was suggested that a 
year of follow-up might be necessary for a more comprehensive evaluation of the data, including outcomes.  It 
was proposed that the subcommittee design studies to develop preliminary data for a future alternative system 
proposal. Below is a framework for the initial analyses.  
 
In a recent multivariate analysis completed by the SRTR, no benefit for avoiding mismatches of the 9 CREGs 
initially used for the OPTN/UNOS alternative system (0-CREG 0-DR mismatch) could be demonstrated over 
avoiding DR mismatches alone.  The subcommittee generally agreed that before a new CREG alternative 
system could be proposed, there must be solid evidence that CREG matching improves graft outcome.  Steve 
Takemoto presented data suggesting more complex models that included 18 or 36 CREGs may result in 
improved graft outcome.  There is also emerging evidence that CREGs based on amino acid triplets, as 
proposed by Dr. Duquesnoy, may have increased clinical relevance.  One task of this subgroup will be to 
elucidate the CREGs to be used in the future model. 

Another recent analysis from the SRTR suggests patients with “advantaged” antigens; that is, antigens that were 
more common among historic donors compared to waiting list patients, had a higher probability of receiving a 0 
A, B, DR mismatched transplant compared to those with “disadvantaged” antigens, i.e., those that were less 
common among donors than candidates. 

 
In the previous CREG allocation study, the majority of 0 CREG, 0 DR mismatched transplants occurred in 
larger OPOs. One focus of the future alternative system could be to define minimal sharing units for adopting 
the system.  The percentage of patients receiving a 0 DR mismatched transplant is expected to increase with 
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larger sharing areas (e.g., with at least 2000 renal transplant candidates).  The subgroup also expressed an 
interest in examining whether this expansion in the sharing area will increase transplantation of sensitized 
patients, and/or the availability of 0 DR mismatched transplants for pediatric candidates. 

 
After further discussion, the CREG subgroup formulated a number of proposals to be modeled with KPSAM as 
follows: 

 
1. Should patients with “advantaged” A and B locus antigens have decreased access to DR matching 

points to increase their dwell time and therefore the probability of receiving a 0 A, B, DR mismatched 
transplant (i.e., when there are multiple 0 DR mismatched candidates identified for a donor)? 

2. Should patients with “disadvantaged” DR antigens be given increased priority for 0 DR mismatched 
transplants (i.e., to equalize median time to transplantation)?  

3. What measure of phenotype diversity should be used to assess whether a candidate is phenotypically 
disadvantaged? 

4. Should priority be given for 0 A,B CREG mismatched candidates over non-0 A,B CREG mismatched 
candidates within the 0-DR mismatched group? 

5. Should the alternative system be implemented only in broader geographic areas? 
 
 
 Criteria for Prospective Crossmatching in Kidney and Pancreas Candidates 
 

In November 2003, the Histocompatibility Committee submitted to the Board proposed modifications to the 
Bylaws addressing prospective crossmatching for transplantation of kidney and pancreas organs, but 
subsequently withdrew the proposal due to concerns expressed by the Kidney and Pancreas Transplantation 
Committee.  The two Committees agreed to work together to develop appropriate language for a laboratory 
standard regarding crossmatching that would reside in the Bylaws, which govern laboratory membership 
criteria, as well as, a clinical practice policy on antibody screening and crossmatching that would reside in the 
OPTN/UNOS policies.  The Joint Subcommittee considered the issue of prospective crossmatch criteria for 
kidney and pancreas transplant candidates during its January 13, 2004, meeting.   

 
 The current standard, expressed in H3.100, does not mandate crossmatches for all kidney and pancreas 

candidates, but requires laboratories to perform a prospective crossmatch if requested by the transplant center 
and dictated by clinical circumstances.  The proposed modifications submitted to the Board in November 2003 
by the Histocompatibility Committee would alter the current language to specifically require laboratories be 
capable of performing a prospective crossmatch and further require that laboratories perform such a crossmatch 
when requested by a physician or other authorized individuals.  In addition, the proposal would require 
histocompatibility laboratories to develop a joint written policy with their transplant programs on candidate 
crossmatching strategies. 

 
 Some Members of the Joint Subcommittee felt the definition of an unsensitized candidate should be specified in 

the policy or elsewhere as guidance since transplant programs have differing notions and strategies for 
crossmatching such candidates.  A more standard understanding of which patients truly are unsensitized and can 
be transplanted safely without a prospective crossmatch could help programs that are moving away from 
routinely crossmatching patients.  Transplant programs could then determine whether to adopt the guidance on 
unsensitized candidates through their joint written policies with laboratories, or continue to prospectively 
crossmatch all transplant candidates.  Possible explanations for differing crossmatching strategies include 
varying expertise and background among staff at transplant programs, lack of funding at programs for newer, 
more expensive techniques, and philosophical differences in crossmatching focus between acute accelerated 
rejection and long-term concerns. 

 
 The Joint Subcommittee agreed that requiring a joint written policy on crossmatching strategies between 

histocompatibility laboratories and transplant programs will be an important feature of any proposed policy 
modifications.  The crossmatching strategies specified in the joint written policy should be based on data and 
should consider candidates with incomplete or unknown sensitization histories. 
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 Three options for the OPTN/UNOS policy provision were discussed (Exhibit TT).  First, the Joint 
Subcommittee could recommend the proposed language from the Histocompatibility Committee requiring 
crossmatching, either prospectively, unless the laboratory and transplant program provided otherwise in their 
joint written policy, or retrospectively.  Members of the Joint Subcommittee expressed concern that this option 
might be too restrictive and lacks a provision for clarifying the meaning of unsensitized candidate. 

 
 The second option offered less restrictive language by requiring prospective crossmatching only for sensitized 

candidates, which would be defined by the joint written policy developed between the laboratory and transplant 
program.  The joint written policy, however, would need to define crossmatching strategies for both sensitized 
and unsensitized candidates.   

 
 Finally, the third option would specifically detail how crossmatching should be performed, including the 

appropriate methods and patient sensitization histories needed.  A subcommittee of the Histocompatibility 
Committee is currently developing a paper on such guidelines, which could be used in conjunction with the 
policy proposal. 

 
Members agreed the second option represents the best starting point for developing policy.  The alternative 
requires crossmatching for sensitized candidates and requires laboratories and transplant programs to discuss 
and develop criteria defining a sensitized individual.  Option two concerned some Members as more restrictive 
than necessary.  However, the proposed policy would only be as restrictive as the center and laboratory agreed 
to in their joint written policy.  Though crossmatching is required for sensitized candidates under the proposal, 
transplant centers and laboratories would have the ability to define criteria for a sensitized candidate through 
their joint written policy.  Members also suggested that unsensitized could be defined as no evidence of 
antibodies against HLA antigens and no history of sensitization.  The Joint Subcommittee agreed that such 
provisions could be appropriately incorporated into the kidney allocation policy and applied to transplant 
centers and laboratories.  Guidelines would also be drafted to provide parameters for centers and laboratories to 
develop their individual written policies and would be included as an appendix to the allocation policies 
referenced by the policy itself.  The Joint Subcommittee agreed on the Histocompatibility Committee proposed 
modifications to H3.100, which would be used as histocompatibility laboratory OPTN/UNOS membership 
criteria. 
 
After further discussion, the Joint Subcommittee agreed that a subgroup will draft and distribute the guidelines 
to the remaining Members of the Joint Subcommittee for review.  The intent is to formulate a proposal that the 
Histocompatibility Committee would submit for public comment. 
 
During its January 20-21, 2004, meeting, the Committee reviewed the Joint Subcommittee recommendations.  
Some Members stated that, in general, crossmatching should always be performed for kidney transplantation 
with few exceptions (e.g., situations where a zero antigen-mismatched kidney is delayed several hours, 
therefore increasing cold ischemia time beyond a reasonable level, prior to arrival at the transplant center).  
Option one enforces this perspective as it requires crossmatching, either prospectively or retrospectively, for all 
kidneys.  The less restrictive option two could result in fewer crossmatches performed on kidney transplant 
candidates and jeopardize patient care.  However, other Members stated that unsensitized candidates do not 
require crossmatching if they are properly and thoroughly screened.  Crossmatching is expensive and test results 
often confirm a negative crossmatch.  
 
Members of the Committee suggested an expanded approach in which a white paper on crossmatching 
containing a model joint written policy could be adopted or modified by transplant centers and 
histocompatibility laboratories in the development of their own joint written policies.  The intent is to ease the 
burden of policy development on the centers and laboratories.   
 
After further discussion, the Committee agreed to recommend the development of a white paper with a model 
policy by a vote of 22 For; 0 Against; 0 Abstentions.  The Committee also agreed to endorse the second policy 
option recommended by the Joint Subcommittee with the recognition that sensitized candidates would be 
defined by the white paper by a vote of 24 For; 0 Against; 0 Abstentions.  Finally, the Committee agreed to 
endorse Bylaw provision H3.100, as recommended by the Joint Subcommittee, by a vote of 24 For; 0 Against; 0 
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Abstentions.  See Item 14 (above) for the final proposal with respect to this issue and the Committee’s 
endorsement of this final proposal. 
 
Predicting Candidates Most Likely to Receive Zero Antigen Mismatched Kidney Offers 
 
Lee-Ann Baxter-Lowe from UCSF presented an abstract at the 2003 ATC meeting describing a program 
developed to predict which patients would most likely receive a 0 mismatch kidney offer. Susan Saidman, 
Ph.D., discussed the subsequent presentation of the abstract to the OPTN/UNOS Histocompatibility Committee. 
The Joint Subcommittee noted that this predictive process may be useful as a tool for patient management but 
not as a factor in allocation or policy development. The model has been tested against a relatively small patient 
population.  Ms. Baxter-Lowe would like now to use UNOS data  to further test results of the UCSF model. The 
Joint Subcommittee noted that approximately 75% of 0 mismatch offers occur within 12-18months of listing. In 
light of this percentage, it is even more difficult to understand why so few pediatric kidney candidates are 
receiving 0 mismatch transplants and if there are improvements in allocation priority that can be made at the 
local level to increase offers of well matched kidneys to pediatric candidates. It was noted by the Joint 
Subcommittee that regional and local differences in donor populations would also play a role in predicting 
which candidates would be most likely to receive 0 antigen mismatch kidney offers. The Joint Subcommittee 
agreed to follow up with Lee Ann Baxter-Lowe as to her availability to speak at the next meeting. 
 

30. Proposed Modifications to OPTN/UNOS Policy 3.5.11.2 (Quality of Antigen Mismatch).  Public comments on 
proposed amended OPTN/UNOS Policy 3.5.11.2 and the Committee’s responses are set forth in Exhibit UU.  
The proposed modifications, originally developed by the OPTN/UNOS Joint Kidney and Pancreas, Pediatric 
Transplantation, Minority Affairs and Histocompatibility Subcommittee, would increase from 2 to 6 the total 
allocation points awarded to pediatric candidates who have a zero DR mismatch with a standard criteria 
deceased kidney donor.  The additional points would not apply in determining priorities among zero antigen 
mismatched patients, prior living organ donors, or patients listed with OPOs receiving kidney payback offers.  
The modifications also would not apply to expanded criteria donor (ECD) kidney allocation.  The intent is to 
increase the number of transplants of well-matched kidneys into pediatric candidates while maintaining 
relatively short pediatric candidate waiting time to transplant, and thus, minimize long-term sensitization in 
pediatric candidates who most likely will require subsequent transplants during their lifetimes.  

  
Prior to the May 2004 Committee meeting, the OPTN/UNOS Joint Kidney and Pancreas, Pediatric 
Transplantation, Minority Affairs and Histocompatibility Subcommittee met to discuss the proposal and public 
comments received.  The Joint Subcommittee reviewed the final data analysis from the SRTR, 5/7/04, 
evaluating the effect of DR matching on pediatric patient and graft survival and the effect in the pediatric 
population of prior mismatch level on subsequent sensitization. The study cohort for this analysis is comprised 
of pediatric kidney candidates (<18years) who received their first deceased donor kidney transplant with at least 
one HLA mismatch during the study period of 3/6/1995 and 6/30/2001, with follow-up for the study extended 
until 12/31/01. Albin Gritsch, MD and Bill Harmon, MD, SRTR noted that it is difficult to reach a conclusive 
interpretation of the data due to the small numbers comprising the cohort. The data, as they are, do not show the 
graft survival advantage in pediatric patients when comparing 1 mismatch and 2 mismatch to 0 mismatch at the 
A, B, and DR loci that is seen in the entire group (adult and pediatric candidates combined). Ruth McDonald, 
MD further noted that, though the numbers may be further reduced, it may be of interest to separate out younger 
pediatric candidates (0-11years) from the adolescent group (12-17years) given the added complications of 
compliance, etc noted with adolescent recipients. Dr. Harmon noted that, for all kidney recipients (adult and 
pediatric) combined, there is an approximate 1.25 Relative Risk benefit with DR matching. Dr. Harmon further 
noted that the question this data analysis intended to address is whether there is a difference in advantage or 
disadvantage with DR matching, a biological histocompatibility difference, in the pediatric population. The 
Joint Subcommittee agreed that the small numbers in this study cohort do not allow for conclusive answers 
regarding this issue. 

 
The Joint Subcommittee agreed that a continuing issue in pediatric kidney transplantation is balancing waiting 
for a well-matched kidney with the benefit of meeting time to transplant goals in order to prevent growth and 
development delays. Dr. Gritsch reviewed the SRTR analysis evaluating the effect on the pediatric 
recipient/candidate population of prior (1st transplant) mismatch level on subsequent sensitization levels.  Susan 
Saidman, Ph.D., noted that, the PRA data reviewed would not include class II antibody information since 
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UNOS has started only recently to collect this information on the data forms. The Joint Subcommittee agreed 
that, with only the historical PRA data available for this analysis, DR matching at first transplant would be 
expected to show no impact upon subsequent sensitization.  Results from this analysis are, therefore, difficult to 
interpret. Dr. Gritsch noted that in Table 1.2 of the final SRTR data analysis, the +10.6 increase in change in 
PRA for the category Time Since Failure of 1st Transplant (per year) suggests that the longer pediatric 
candidates wait from the time of failure of first transplant to the time of listing for 2nd transplant the more the 
rate of sensitization will increase. Karen Nelson, PhD suggested that during the time interval between 
transplants, candidates stop immunosuppression therapy/medications. Dr. Nelson further suggested that patients 
may be responding to tissue remnants (post-nephrectomy) from the first transplant during this time off of 
immunosuppressants.  It was noted by the Joint Subcommittee that it is difficult to determine from this data 
whether pediatric candidates become increasingly sensitized the longer they wait for transplant, or if they wait 
longer for transplant because they are sensitized.  

 
Dr. Gritsch reviewed the data on race/ethnicity, blood type, and sensitization in Tables 1.2 and 1.3 of the SRTR 
final analysis, 5/7/04. The Joint Subcommittee noted that the data suggest increased sensitization among black 
pediatric patients and pediatric patients in blood group B.  Dr. Harmon noted that the increased risk may be 
attributed to longer waiting times on the transplant list for patients with blood type B; however, this analysis did 
not include data on time waiting on the list.  Nathan Goodrich, SRTR noted that the small number of patients in 
the study cohort did not allow for clear interpretation of the analysis results. The Subcommittee noted that 
race/ethnicity was among the factors adjusted for in the SRTR data analysis. It was further noted by the SRTR 
that within the adult kidney transplant candidate population there was no apparent difference in change in PRA 
between blood types. Given that the number of pediatric patients in the cohort with blood type B is small 
(n=40), Hui-Hsing Wong, MD suggested reviewing the race/ethnicity of the patients in this group. Dr. Wong 
noted that if all the patients with blood type B in this study were of one race or ethnicity group, it would be 
difficult to adjust for this factor in the analysis. Dr. Harmon noted that children and adolescents are more than 
likely not different from adults in histocompatibility of blood type. Dr. Harmon suggested that the results from 
the analysis may be due to the lack of statistical significance with the small numbers of pediatric patients in the 
study cohort instead of a statistical trend specific to race or blood type.    
 
The Joint Subcommittee discussed whether or not the data reviewed offered enough statistical evidence to move 
forward with the Joint Subcommittee developed public comment proposal to assign four additional points to 
pediatric kidney candidates based on 0 DR matching. Dr. Harmon noted that the intent of the proposal was to 
further balance the issue of matching and wait time for pediatric kidney candidates. Currently, pediatric 
candidates receive less well-matched kidneys.  It is suggested that this is attributable at least in large part to 
assigned allocation priority at time of listing and then once time-to-transplant goals are surpassed.  The proposal 
now out for public comment would allow pediatric kidney candidates increased opportunity to receive better-
matched kidney offers and maintain time goal priority.  Dr. Harmon noted that, given the small numbers of 
pediatric kidney candidates, there is currently no significant data to support the proposal based on biological 
advantage, however, there is also no data to suggest that pediatric candidates differ from adults in receiving 
benefit from DR matching. The Joint Subcommittee further noted that there may be limited studies on the 
benefit of DR matching in pediatric kidney candidates given the substantial number of parent living kidney 
donors. It was noted by the Joint Subcommittee that, in the case of parent living kidney donors, the laboratory 
protocol for transplant is different than for a deceased kidney donor, thus, there may not be the same data 
available for living kidney donor transplants. Moreover, previous data has suggested that recipients of living 
donor kidneys do better than recipients of deceased donor kidneys regardless of matching; therefore, this data 
may not be applicable to the analysis of the impact of DR matching in pediatric deceased donor kidney 
recipients.  
 
Dr. Leichtman discussed whether pediatric kidney candidates would be better served by receiving additional 
priority for being < 18years and thus improving their access to a greater fraction of all kidney offers or would 
young children and adolescent candidates be better served by receiving assigned priority points for age and 
assigned priority points for matching. Dr. Leichtman suggested that as long as currently assigned pediatric 
priority is maintained, it would only be helpful for pediatric kidney candidates to be assigned additional priority 
for matching. The Joint Subcommittee agreed, given the discussion above and the 90% approval rate of public 
comment responses, to support the proposal to assign additional priority points to pediatric candidates for 0 DR 
matching and present the proposal to the Board of Directors in June 2004. The support of this proposal was 
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unanimous within the Joint Subcommittee with the exception of one individual who was opposed to this 
proposal moving forward and noted that there were not sufficient data to support the proposal in its presentation 
to the Board of Directors. Dr. Frank Delmonico further noted that supporting a proposal without sufficient 
evidence may set a difficult precedent for future policy development. Moreover, using HLA DR mismatch as a 
factor in allocation for children, could suggest to physicians that they should wait for DR matched organ offers 
before accepting organs for their pediatric patients.  In the interim, they may miss opportunities for other 
younger, for example, donor kidney offers that actually are preferable to the DR matched organ offer.  Dr. 
Gritsch noted that currently, given the small numbers of pediatric candidates, data on the effect of DR matching 
in pediatric kidney recipient survival and sensitization is not statistically significant, however, given the 
evidence and logic of DR matching benefit in adults the proposal to assign priority for pediatric matching 
should go forward.   
 
There also was discussion regarding the benefit of assigning preference for children for HLA DR matching in 
light of the data showing no statistical significance upon graft survival, versus assigning a more absolute 
priority that would at least help address concerns regarding children waiting beyond their time goals to 
transplant.  Again, there is trade-off between the two goals of improved matching, which may have clinical 
significance despite lack of statistical significance, and shorter waiting times for children.         
 
Dr. Takemoto noted that Table 2 in the OPTN data analysis, Pediatric Patients Who Have Surpassed Their 
Time to Transplant Goals, seems to illustrate the issue of the small percentage of pediatric kidney candidates 
receiving 0 DR mismatch deceased donor kidneys. Only 7.4% (n=22) of pediatric patients who were 
transplanted between 1/1/02 and 12/31/03 (Total n=296), and had surpassed their time goals at time of 
transplant, received a 0 DR mismatch donor kidney.  
 
The Joint Subcommittee also discussed the possibility of allocating adolescent donor kidneys preferentially to 
pediatric kidney candidates. Table 2.2 in the SRTR Final Data Analysis, 5/7/04, suggests that pediatric deceased 
donor kidney recipients have the best survival rate when transplanted with an adolescent donor kidney although 
the improvement is not statistically significant. Dr. McDonald suggested that pediatric candidates be prioritized 
for 0 DR matching and adolescent donors. Dr. Wong requested, for the next Joint Subcommittee meeting, the 
review of data on the number of times pediatric kidney candidates appeared on the match run but did not 
receive a 0 mismatch offer because an adult kidney candidate had greater priority for and accepted the offer. Dr. 
Delmonico also requested that an analysis of the number of times pediatric candidates bypassed an adult 0 
mismatch candidate on a match run list be added to the above requested OPTN descriptive data analysis; the 
analysis will look at the trends in this data from the past five years.  
 
Dr. McDonald suggested moving forward with the current proposal assigning four additional points to pediatric 
kidney candidates for 0 DR matching and, in addition, assign priority to pediatric kidney candidates for 
adolescent and young adult donor kidney offers. Dr. McDonald recommended that the proposal for additional 
assignment of priority to pediatric candidates for pediatric donor kidney be put forth separately in the August 
2004 public comment cycle and that the current proposal regarding DR matching move forward to be presented 
to the Board of Directors at the June 2004 meeting. The SRTR Final Analysis of 5/7/04 included a graph 
following Table 3.3 that further illustrates that 11-17year old deceased donor kidneys offer pediatric candidates 
the best graft survival rate. Dr. Wong suggested breaking out the age group of 18-34 years to see if younger 
adult donor kidneys offer the same survival benefit to pediatric candidates as adolescent donor kidneys. Dr. 
Leichtman requested the OPTN to prepare and distribute to the Joint Subcommittee a histogram of deciles of 
donors by age for further discussion of definition of ‘ideal’ donor for pediatric kidney candidates. Dr. Harmon 
noted that the risk of donors over 35years compared with under 35years for pediatric recipients is approximately 
1.24 RR benefit for the pediatric candidate to receive an 18-34year old deceased donor kidney as compared with 
a 35-49 year old deceased donor kidney. Dr. Harmon noted that this is the same benefit conferred, based on 
adult and pediatric (combined) recipient data, from a 0 DR mismatch compared with a 2 DR mismatch. Dr. 
McDonald and Dr. Leichtman recommended increasing priority for 0 DR mismatch offers to pediatric kidney 
candidates beginning at the local level. 
 
Maureen McBride, PhD, OPTN reviewed the data analysis, Pediatric Patients Who Have Surpassed Their Time 
to Transplant Goal, with the Joint Subcommittee.  Table 1 of the analysis shows the characteristics of pediatric 
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candidates who have surpassed their time to transplant goals and were still waiting for a kidney transplant on 
April 30, 2004.  Dr. McBride outlined several of the results of the analysis including: 

 
• With the exceptions of Regions 6 and 8, there are candidates in each age group who have surpassed 

their goals currently waiting for transplant.  The majority of the patients are in Region 5 (CA, NV, AZ, 
UT), the region with the largest waiting list. 

• The majority of the patients are blood type O.  Specifically, 55% of the 0-5 year old candidates, 59% 
of the candidates aged 6-10, and 55% of the 11-17 year old candidates are blood type O. 

• Over two-thirds of the youngest pediatric candidates are not sensitized (Peak and Current PRA 0-
19%).  However, among the adolescent candidates, 28% have a Peak PRA > 80%, and 19% have a 
current PRA > 80%. 

• Twenty percent of the candidates aged 0-5 have had a previous transplant, compared with 32% of the 
candidates aged 6-10, and 46% of the 11-17 year old candidates who have surpassed their goals. 

• Fewer than 40% of the candidates who surpassed their goals are white.  Eighteen percent of the 0-5 
year old candidates are Black and 25% are Hispanic.  Among the 6-10 year old candidates, 26% are 
Black and 30% are Hispanic.  Finally, among the adolescents, 35% are Black and 20% are Hispanic. 

• Overall, 30 patients currently waiting have not received any offers.  Most have received 1-10 offers.  
Over 20% of the adolescent candidates have received more than 40 offers. 

 
 The Joint Subcommittee noted that the Pediatric Committee has previously reviewed reasons/turndown codes 

for deceased donor kidney offers to pediatric candidates. Approximately one-third of the offers were turned 
down for donor quality, other turndown reasons included issues of size/weight. The Joint Subcommittee 
requested a histogram of turndown reasons, a descriptive analysis of number of offers and reasons for declining 
offers by OPO/Transplant Center/Region, and a comparative analysis of race/ethnicity of pediatric kidney 
candidates who have surpassed their time goals and race/ethnicity of the total waitlist. Dr. Leichtman 
recommended reconvening the Joint Subcommittee after the May Committee meetings but prior to the June 
2004 Board of Directors meeting in order to review the data analyses requested. 

 
 At its May 20, 2004, meeting, the full Kidney/Pancreas Committee discussed the proposal in light of the public 

comments.  Of the 44 individuals who commented on the proposal, 89% supported and 11% opposed the 
proposal.  All 11 Regions supported the proposal, including 4 unanimously.   

 
 Albin Gritsch, M.D., summarized the efforts and findings of the Joint Subcommittee for the Committee.  Since 

the Joint Subcommittee met, some Members had expressed concerns with the proposal going forward to the 
Board at the June 2004 meeting.  First, the data could be viewed as tenuous.  Second, the likelihood of this 
proposal being followed by a subsequent proposal with respect to pediatric priority at the fall Board meeting 
could diminish the real concern the Committee has with appropriately allocating kidneys to pediatric 
candidates.  Perhaps the more beneficial option is to devise a more comprehensive approach to resolving the 
pediatric transplant access issues after assessing available data, and presenting the approach at one Board 
meeting.   

 
 Before a comprehensive approach is developed, some Members stated that the OPTN/UNOS Pediatric 

Transplantation Committee should determine and specify the goal(s) they want to achieve with respect to 
pediatric transplantation.  One suggested goal was allocation of younger, more ideal donor kidneys (aged 18-34) 
to pediatric candidates. 

 
 One possible approach for consideration is to limit pediatric candidate access to local donors aged less than 35 

years before reaching their time to transplant goals.  The pediatric candidates would still retain six points for a 
zero DR mismatch to help ensure better-matched kidneys are offered to pediatric candidates.  If the pediatric 
candidate surpasses their time to transplant goal, the donor pool could be expanded from local to Regional to 
provide additional organ offer opportunities. 

 
 After further discussion, the Committee agreed to withhold this proposal from the Board of Directors with the 

intent that a more comprehensive approach to pediatric allocation priority will be developed in the near future.  
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The Committee vote was unanimous.  The Committee also agreed for the Joint Subcommittee to continue this 
discussion, and  develop the goals for pediatric allocation and strategy for achieving those goals. 
 

31. Report of the OPTN/UNOS Joint Kidney and Pancreas/OPO/Transplant Administrator Subcommittee.  The first 
meeting of this new Joint Subcommittee was held on January 6, 2004.  The Joint Subcommittee reviewed the 
November 2003 Board-approved resolutions with respect to islet transplantation and islet program criteria, as 
well as, explanations for low pancreas recovery rates. 

 
 Members of the Joint Subcommittee stressed that both the transplant center and the islet processing center must 

have an FDA Investigational New Drug (IND) in effect in order to isolate or transplant pancreatic islets.  The 
OPTN/UNOS policy language approved by the Board for islet program criteria specifically acknowledges the 
IND requirements. 

 
 Some Members noted that part of the impetus behind the Board-approved modifications to pancreas and islet 

allocation policies was data indicating the overall relatively low rate of pancreas recovery, as well as, the low 
rate of utilization for whole pancreas transplant of pancreata from donors over 50 years and with BMIs greater 
than 30.  A relevant issue for OPOs is how pancreata procured for islet transplantation are accounted for and 
whether they can justify reimbursement. 

 
 Strategies for increasing procurement of pancreata for both whole organ and islet transplantation were 

considered by the Joint Subcommittee.  Some Members inquired as to whether the procurement goal should be 
a pancreas from every donor who consents, or a pancreas from every donor in which the liver is procured.  It 
was suggested that one of the reasons more livers are procured relative to pancreata is due to demand from the 
transplant centers.  In addition, some centers and OPOs do not receive information on a donor in adequate time 
to minimize cold ischemia, especially in relation to islet procurement.  Finally, with respect to islet 
procurement, the common practice of procuring the liver before the pancreas presents some quality issues.  
Some Members commented that removal of the pancreas first is important and easier because it is more anterior 
than the liver. 

 
 Some Members of the Joint Subcommittee favored a standardized procurement procedure for every organ 

donor.  Cooperation from all transplant centers, including those centers that lack a pancreas transplant program, 
is crucial to successful organ recovery.  Some Members suggested that procurement teams should be required to 
procure the pancreas with the liver from all donors who have consented.  However, other Members were 
concerned with this suggestion for several reasons.  First, such a policy would require the OPTN to monitor 
organ procurement procedures in an unprecedented manner.  Second, it was suggested that aligning people’s 
interests through incentives, rather than unfunded obligations, is a better solution to the issue.  Finally, requiring 
pancreas procurement from all donors could subvert clinical judgment as even pancreata not suitable for 
transplantation would need to be procured merely to maintain compliance with policy. 

 
 Members commented that in order to increase organ procurement rates, particularly pancreas rates, organ 

procurement programs need to be willing to travel and procure their own organs.  Members stated that the 
Association of Organ Procurement Organizations (AOPO) reviewed this issue approximately one year ago.  
Some Members stated that some transplant programs are more willing to procure organs during the day 
compared to the night.  This reality would perhaps be altered if surgeons and OPOs knew they would receive 
reimbursement for their efforts.  However, some argued that the additional costs of transportation and 
procurement, which could amount to thousands of dollars, and OPO delays will prevent this suggestion from 
succeeding.  Then again, as more islet and pancreas transplant programs develop, the likelihood of utilizing the 
organ locally will increase.  Therefore, the cost of flying procurement teams to locales to procure pancreata is 
probably a short-term issue. 

 
 One suggested approach to resolve the pancreas reimbursement dilemma was the development of a dialogue 

with the Centers for Medicare and Medicaid Services (CMS) with the intent of establishing reimbursement 
protocols for all pancreata whether ultimately utilized for whole organ or islet transplantation.  Reimbursement 
is currently a substantial barrier and disincentive to increasing pancreata procurement and islet transplantation 
to determine whether it is a viable medical treatment.  Since Medicare does not currently reimburse the costs of 
pancreatic islet transplants, costs related to this procedure affect both OPOs and transplant centers.  Appropriate 
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differentiation by OPOs on a Medicare cost report between a pancreas recovered for whole organ transplant and 
a pancreas recovered for islet cells would need to be discussed with CMS.  In order for such differentiation to 
work, the reimbursement system would need to be outcome-based rather than intent-based.  Some Members 
stated that, in general, the reimbursement system is based on intent at procurement in order to increase the count 
of extra-renal organs. 

 
 In relation to reimbursement, some Members stated as long as the technology for isolating the islet cells is in its 

infancy, consideration of islet cells as a tissue, rather than an organ, would probably be more beneficial and 
would reduce the cost allocation.  If the pancreas used for islets is considered an organ for reimbursement 
purposes, it would be added to the total number of organs recovered and divided into the costs associated with 
the procurement.   

 
 After further discussion, the Joint Subcommittee unanimously agreed to draft a letter to CMS detailing the 

issues and recommendations with respect to islet transplantation.  The letter would emphasize that whole 
pancreas transplantation is no longer experimental and ask that CMS acknowledge the value of whole organ 
pancreas transplantation by paying the costs associated with procurement and transplant.  In addition, the letter 
would request CMS provide coverage for islet procurement and transplantation.  After Board review and 
approval, the letter would be delivered to HRSA, which could then relay the letter to CMS. 

 
32. Report of the OPTN/UNOS Joint OPO Subcommittee.  The Committee considered several issues regarding 

disease transmission and HTLV- and HIV-positive donors, initially discussed by an OPTN/UNOS Joint OPO 
Subcommittee on January 8, 2004.  The Joint OPO Subcommittee includes representatives from the 
OPTN/UNOS OPO, Kidney and Pancreas Transplantation, Pediatric Transplantation, and Liver and Intestine 
Transplantation Committees.  The purpose of forming the Joint Subcommittee was to elicit multi-committee 
input on policies 4.0-4.5 that exclude recovery of organs from HIV- and HTLV-positive donors and individuals 
who have received human pituitary derived growth hormone (HPDG), and input on proposed policies 4.6-4.8 
that outline a system for reporting cases where transmissible diseases or medical conditions, including 
malignancies, are detected by an OPO in a donor after organs are procured or detected by transplant centers 
either before or after organs are transplanted.  The goal of the Joint Subcommittee is to further refine policy 
language with the intent that the organ specific and pediatric committees, as well as, an infectious disease 
specialist review and address these issues.  The OPO Committee would then consider the Committee 
recommendations while developing proposed language.   

 
The Joint Subcommittee agreed on a number of donor transmissible diseases and medical conditions (Exhibit 
VV) that should be reported by OPOs to UNOS and transplant recipient centers.  The proposed policy should 
also include language addressing the necessity to report autopsy findings and culture results that pose potential 
risks for recipients.  Representatives of the OPO Committee verified that receipt of pathology reports from 
donor autopsies is fairly standard and pertinent results should be disseminated to the recipient centers.  The 
Joint Subcommittee also discussed the reporting mechanism outlined in the OPO Committee Report to the 
Board of Directors, November 20-21, 2003, and agreed that the UNet℠ system should serve as the tool to 
collect and disseminate this information.  Members of the Joint Subcommittee suggested that the information be 
reported as soon as possible by telephone or electronic mail to the appropriate transplant centers and entered 
into UNet℠ within seven days of discovery. 

 
 The Joint Subcommittee agreed that the same list of transmissible diseases and medical conditions should be 

reported by the transplant recipient center to the OPO and UNOS if discovered in a recipient and thought to be 
of donor origin.  Such diseases and conditions, including cancers, diagnosed in a recipient up to six months 
following transplantation and thought to be of donor origin, should be reported.  Noting that some cancers of 
donor origin may not be detected in the recipient for a number of years post-transplantation, the Joint 
Subcommittee felt that the UNOS database for reporting all recipient cancers could serve as an avenue for 
reporting.  It was confirmed that the reporting form provides a field to indicate if the cancer if thought to be of 
donor origin.   
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In policy section 4.7, the Joint Subcommittee agreed on the following modification to the proposed language: 
   

 i.  communication of the test results/diagnosis as soon as practicable to any transplant program and tissue 
bank and the director of any other transplant program that received tissue or an organ from the donor who 
is the subject of the investigation.  

 
 The Joint Subcommittee considered the policies related to HIV, HTLV and HPDG.  The original OPTN/UNOS 

policies exclude the use of HTLV organs.  It is recognized within the transplant community that a certain 
percentage of donor HTLV-positive test results are false positive as confirmed by Western Blot.  Therefore, the 
data on recipients transplanted with HTLV-positive organs is likely flawed.  The Joint Subcommittee concluded 
that OPTN/UNOS policy should not absolutely exclude HTLV-positive donor organs and supported policy 
modifications to remove the exclusionary language.   

 
 OPTN/UNOS policy also provides that use of organs from HIV-positive donors is not acceptable, though data 

suggests that some transplant centers accept HIV-positive organs for transplantation.  Some Members stated 
that some transplant centers that list HIV-positive candidates would consider accepting organs under certain 
circumstances from HIV-positive donors.  The Joint Subcommittee recognizes that advances have been made 
that allow for reconsideration of HIV-positive candidates and request the organ specific and pediatric 
committees provide direction on modifications to this policy.  It was noted that the OPTN Final Rule currently 
requires the OPTN to adopt and use standards for preventing the acquisition of organs from individuals known 
to be infected with HIV and that discussions are in progress on this issue. 

 
 Finally, Members of the Joint Subcommittee questioned whether HPGH was still available and believed to be 

replaced by a synthetic version.  Some Members were concerned that a patient may have received HPDG in the 
past but not converted, yet the likelihood of contracting Creutzfeldt-Jacob disease was probably minimal.  Cases 
identified within the Joint Subcommittee related to a few tissue donors from 20 or more years earlier.  The 
Donor Medical/Social History Form includes a question on HPDG.  The Joint Subcommittee was not wholly 
supportive of eliminating this policy due to lack of information, but more supportive of language stating that 
acceptance of an organ from a patient that received HPGH should be at the discretion of the potential recipient 
and transplant surgeon.  In the interim, the AATB will be contacted for further information to assist in 
upcoming deliberations. 

 
 Ken Andreoni, M.D., the Committee representative on the Joint Subcommittee, presented the Joint 

Subcommittee recommendations to the Committee during its January 20-21, 2004, meeting.   
 
 Some Members of the Committee expressed concern that the proposed policy language elimination with respect 

to HTLV and HIV organs, coupled with the Final Rule proclamation that OPOs should recover all useful 
organs, would effectively require OPOs to pursue all donors, including HIV and HTLV-positive donors.  OPOs 
might be penalized under the proposed language for not pursuing such donors.  Some Members also questioned 
the legality of recovering organs from HIV-positive donors given the Final Rule language addressing the 
prevention of acquiring such organs.  In regards to transplantation of HTLV organs, some Members stated that 
this issue should be addressed with informed consent, particularly in locations where HTLV prevalence is likely 
to be elevated. 

 
 Members of the Committee noted that medical judgment is required in situations where it is recognized that a 

test yields a high rate of false positive results.  The Committee was informed that the American Society of 
Transplantation (AST) and the Association of Organ Procurement Organizations (AOPO) are working with the 
Centers for Disease Control (CDC) to develop standardized nucleic tests that would distinguish the false 
positives from the actual test results. 

 
 After further discussion, a proposal was made to support the Joint Subcommittee policy recommendation on 

HTLV but not support the recommendation on HIV.  The Committee agreed that additional work regarding the 
HIV provisions, including ensuring consistency in approach within the policy, is needed.  However, recognizing 
that the Committee will have an additional opportunity to comment on the policy recommendations when they 
are submitted for public comment, the Committee agreed to withdraw the proposal.  
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Members of the Committee recommended the policy language for Policy 4.7 (Post Transplant Reporting of 
Potential Transmission of Disease or Medical Conditions, including Malignancies) be strengthened to require 
rather than recommend the reporting of these conditions.  The policy should also stress a sense of urgency.  The 
reporting mechanism should include UNet℠ but provide for instantaneous updates on disease and medical 
conditions information.  The system should generate a report notifying the OPOs and transplant centers 
immediately, rather than allowing days to input the information.  The system should also be able to track 
occurrences and outcomes of these events.  Finally, OPOs and transplant centers should be able to work 
together to convey the medical disease and condition information immediately to the appropriate parties.   

 
33. Report of the OPTN/UNOS Joint Kidney and Pancreas and Organ Availability Subcommittee.  The Joint 

Subcommittee reviewed a number of issues during its January 16, 2004, meeting. 
 
 Kidney Payback Policy 
 
 The Joint Subcommittee discussed and developed a proposal related to kidney payback thresholds, which was 

later approved by the Committee and distributed for public comment (See item 7 above). 
 

Pancreas Procurement in the Presence of Hepatic Anomalies 
 
During its January 16, 2004, meeting, the OPTN/UNOS Joint Kidney and Pancreas Transplantation and Organ 
Availability Subcommittee reviewed the issue raised by the OPTN/UNOS Organ Availability Committee 
(OAC) of incidents of pancreata discard related to hepatic anomalies.  There is a perceived resistance by some 
organ procurement teams to procure both the pancreas and liver in the presence of a hepatic anomaly.  The 
OAC requested the OPTN/UNOS Kidney and Pancreas Transplantation and Liver and Intestine Transplantation 
Committees work collaboratively with the OAC to establish a policy ensuring the procurement of pancreata 
with livers when recipients are identified for both organs.    
 
Members of the Joint Subcommittee agreed that there is pancreata wastage each year resulting from hepatic 
anomalies.  The current OPTN/UNOS policies require that all organs suitable for transplantation for which 
consent to donation is obtained be procured, but the difficulty is the fluctuation among OPOs as to what 
constitutes a suitable organ.  UNOS does not currently monitor every instance where an organ is not procured 
from a donor; it is assumed that the OPO determined the organ not suitable for transplantation.     
 
Some Members stated that additional measures should be developed to help increase pancreata procurement.  
For instance, allocation policies could require an OPO, in situations where it fails to procure all organs 
consented for transplantation by the donor or donor family, to provide an explanation for failure to procure all 
organs from the donor.  Some of this information is currently collected in UNet℠ as OPOs are required to enter 
the reason for not procuring a particular organ.  The applicable reason used in cases of hepatic anomalies is 
usually “anatomy,” though there is currently no reason specifically for hepatic anomaly.  The Joint 
Subcommittee agreed to review data from the last six months on liver donors during their next meeting.  The 
data will include whether the kidney and/or pancreas was recovered from the donor and the number of 
incidences in which “anatomy” is used as the explanation for not procuring the kidney and/or pancreas.  In 
general, Members agreed that pancreata should be recovered with livers and that the data might illustrate 
whether a large number of otherwise usable pancreata are being discarded. 
 
A second suggestion proposed policy language specifically requiring procurement of pancreata in the presence 
of hepatic anomalies.  During its meeting on September 16, 2003, the OPTN/UNOS Organ Availability 
Committee (OAC) agreed on the following motion: that in the event of hepatic vascular arterial variations such 
as replaced right-hepatic artery, the procurement of the liver and pancreas will occur if recipients are 
identified for each.  After further discussion, Members of the Joint Subcommittee representing the OAC agreed 
that the OAC would send the above language out for public comment as a policy modification recommendation. 
 
A final suggestion proposed the development of a white paper on the techniques of pancreas and liver recovery 
in the face of vascular anomalies.  The white paper could be a joint development between the OPTN/UNOS 
Kidney and Pancreas Transplantation and Liver and Intestine Transplantation Committees.  The intent is to help 
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educate procurement professionals on the issue and increase the procurement of pancreata.  Members supported 
the idea and agreed to forward the suggestion to the Liver and Intestine Committee for their consideration. 
 
The Committee considered the Joint Subcommittee’s recommendations during its January 20-21, 2004, 
meeting.  The Committee supports efforts of the OPTN/UNOS Organ Availability intended to ensure 
procurement of both the liver and pancreas from donors.  Though some Members were skeptical of the impact 
on pancreata procurement from educational efforts on hepatic anomalies, the Committee agreed to recommend 
development, in conjunction with the OPTN/UNOS Liver/Intestine Committee, of educational materials 
addressing how procurement of both organs is possible in the presence of hepatic anomalies.  The vote of the 
Committee was 23 For; 0 Against; 0 Abstentions. 
 

 Time Limits for Offering Organs 
 

The OPTN/UNOS Joint Kidney and Pancreas Transplantation and Organ Availability Subcommittee also 
reviewed an issue raised by the OPTN/UNOS Policy Compliance Department regarding situations where one 
OPO has offered zero mismatch kidneys at or near the 8-hour time limit after organ procurement on mandatory 
share zero antigen mismatched kidneys prescribed by OPTN/UNOS Policy 3.5.3.5 (Time Limit).  OPTN/UNOS 
policy establishes a period of 8 hours after organ procurement for standard criteria donor (SCD) kidneys and 4 
hours after organ procurement for expanded criteria donor (ECD) kidneys within which zero antigen 
mismatched kidneys must be offered through the UNOS Organ Center.  For both standard and expanded criteria 
donor kidneys organ procurement is defined as cross clamping of the donor aorta.  OPTN/UNOS policy does 
not establish time limits for offering kidneys shared in satisfaction of kidney payback obligations. 
 
The issue before the Joint Subcommittee involves one OPO that has on several occasions offered zero antigen 
mismatched kidneys just prior to the expiration of the policy’s time limits.  These organs may then be difficult 
to place for zero mismatched candidates due to the length of cold ischemia time.  Current review and analysis of 
OPO activities do not indicate a similar pattern among other OPOs presently or previously.  The UNOS Policy 
Compliance Department offered several policy recommendations for the Joint Subcommittee to consider:   
 
• Require OPOs to offer mandatory share kidneys within a set time frame after performing a match-run, not 

to exceed 8 hours. 
• Shorten the current time limit of 8 hours after procurement for standard criteria donor kidneys to 4 hours, 

which is the same as for ECD kidneys. 
• Require a written letter of inquiry from the UNOS Policy Compliance Department requesting an 

explanation on any cases in which kidneys are offered closely within the 8-hour time limit. 
• Take no action and thereby affirm the current policy. 
 
Another OPO also raised the issue of time limits for offering organs, but provided a different perspective at 
least in the case of donation after cardiac death (DCD) donors, pediatric donors, obese donors, and donors with 
bilateral groin lines.  The OPO argued that the policy’s time limits for making offers of kidneys from these 
donors are not adequate to provide typing material.  The OPO suggested that DCD donors, pediatric donors, and 
donors where pre-nephrectomy typing materials are impossible or difficult to obtain be exempted from the 
current time limitations imposed by policy. 
 
Some Members of the Joint Subcommittee were sympathetic to the OPO’s perspective with regard to the 
difficulty of obtaining pre-nephrectomy typing materials for certain donors.  However, other Members stated 
that OPOs should be able to pretype the vast majority of donors within the 8-hour time limit.  Due to the fact 
that, to the Joint Subcommittee’s knowledge, only one OPO has raised this concern, the Joint Subcommittee 
agreed to retain the current policy and not recommend an exemption for any classification of donor. 
 
With respect to the particular issue raised by the UNOS Policy Compliance Department, Members of the Joint 
Subcommittee agreed that the transplant centers within the particular OPO should receive a letter from Policy 
Compliance informing them of the OPO’s actions on these occasions.  These actions do not appear consistent 
with general objectives for expediting organ procurement and placement.  However, since only one OPO is 
known to have made such organ offers just prior to expiration of the policy time limits, the Joint Subcommittee 
agreed to retain the current policy as written. 
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The Committee considered the Joint Subcommittee recommendations during its January 20-21, 2004, meeting 
and agreed with the Joint Subcommittee. 
 
Model to Predict Individual Patient Survival 
 
At the request of the OAC, the Joint Subcommittee reviewed a model used in the United Kingdom to predict 
individual patient survival under different treatment assumptions, based on a patient’s socio-demographic and 
comorbidity data.  There was concern that such models may duplicate efforts underway with KPSAM.  The 
ability to predict outcomes on an individual patient basis could be helpful, however, in counseling patients 
regarding treatment options if these predictions are reliable.  The Joint Subcommittee made no 
recommendations. 

 
 Update on the Status of ECD Kidney Allocation 
 

Due to time constraints, the OPTN/UNOS Joint Kidney and Pancreas Transplantation and Organ Availability 
Subcommittee was unable to review the updated data on the status of expanded criteria donor (ECD) kidney 
allocation during its January 16, 2004, meeting.  The Joint Subcommittee intends to review the data at its next 
meeting.   

 
 During the January 20-21, 2004, meeting, Members of the Committee stated the importance of understanding 

ECD kidneys and ascertaining the most beneficial mechanisms for allocation.  Some of the transplant 
community misunderstands the purpose of the ECD allocation system.  Transplant centers currently list a wide 
range of their candidates, from 100% to 0%, for ECD kidney offers.  Perhaps the transplant community needs 
further explanation of the ECD allocation system, expected outcomes from these organs, and the intent of 
allocating them by a separate protocol.  The efforts of the Joint Subcommittee and Committee could help 
increase the community’s awareness and understanding of ECD kidneys. 

 
The critical issue with ECD kidneys, some Members stated, is the high discard rate of nearly 40%.  Many of 
these kidneys are discarded due to the misunderstanding of ECD kidneys by the transplant community.  The 
Committee agreed to review discarded ECD kidneys by comparing them to the allocation point scale utilized in 
Minnesota.  Such a comparison would demonstrate whether a portion of the discarded ECD kidneys would 
likely have been used under the Minnesota system. 
 

34. ECD Mortality.  Dale Distant, M.D., presented a study conducted on the topic of ECD mortality during the 
Committee meeting of May 19-20, 2004 (Exhibit WW).  The study was originally presented at the ATC 
Conference on May 16, 2004, and examined ECD mortality relative to OPO waiting time by race and age. 

 
 Since transplant candidates can now elect to be placed on the waiting list for an ECD kidney in addition to the 

waiting list for a standard criteria donor kidney, waitlisted candidates can be faced with a choice of an ECD 
kidney in the near future or a standard criteria donor kidney after, perhaps, a longer period of waiting.  The 
hypothesis of the study was, on average, ECD transplantation is beneficial if the waiting time for a standard 
criteria donor kidney transplant is long.  For the purposes of the study, benefit was measured by mortality risk.  
The evaluation of the ECD option was performed by comparing the mortality of two transplant options: (1) the 
candidate receiving an ECD kidney transplant now and (2) the candidate waiting some time longer and later 
receiving a standard criteria donor kidney transplant. 

 
 The study used national data from the OPTN and SRTR and examined candidates placed on the kidney waiting 

list between 1995 and 2002.  The sample size included 114,602 waitlisted candidates, of which 38,470 received 
a deceased donor kidney transplant.  Of those who received deceased donor transplants, 32,476 were performed 
with a standard criteria donor kidney and 5,994 were performed with an expanded criteria donor kidney.  The 
study modeled time to death using time-dependent Cox regression models censored at either living donor 
transplant or the end of the study (June 30, 2003).  Adjustments were made for candidate age, race, gender, year 
waitlisted, ethnicity, ESRD cause, peak PRA, organ procurement organization of listing, blood type, 
comorbidities present at waitlist, dialysis modality, and time from first dialysis to waitlist.  Waiting time to 
transplant for the OPO of registration was divided between two categories, < 1,350 days and ≥ 1,350 days, and 

   
                       

61

froggagv
Highlight



   

was assigned as a patient-level covariate.  Within the category of OPO with waiting time less than 1,350 days 
were 39 (66%) OPOs and 52,929 (46%) registrants, and within the category of greater than or equal to 1,350 
days were 20 (34%) OPOs and 61,673 (54%) registrants. 

 
 The study found that among those registrants listed at OPOs with long waiting times, mortality risk reduction by 

ECD transplant was significant and of greater magnitude (RR = 0.82, p < 0.01).  Among those listed at shorter 
waiting time OPOs, there was not a significantly lower mortality risk for any group (RR > 1.0).  Candidates 
aged 18-39 years had a higher mortality risk with an ECD kidney at both short and long waiting time OPOs (RR 
= 1.36 and 1.55, respectively), though these elevated risks were not statistically significant.  Candidates aged 
40-59 years and 60+ and listed at OPOs with long waiting times had a mortality risk reduction by ECD 
transplant (RR = 0.77, p = 0.03; RR = 0.67, p = <0.01, respectively). 

 
 In conclusion, the study suggests that ECD kidneys should be offered to selected candidates in OPOs with long 

waiting times.  Candidates listed at short waiting time OPOs, where rates of standard criteria donor kidney 
transplantation are higher, should be counseled that no survival benefit from ECD transplant can be 
demonstrated at this time.   

 
 Some Members of the Committee commented that a notice to the transplant community might be appropriate to 

educate about this study and inform about the ECD mortality risk.  However, some Members stated release of 
this study at this time might be premature.  For instance, the mortality risk might differ for each individual 
candidate based on a number of factors, including blood group and how much waiting time the individual has 
already accumulated.  Additional versions of this study are planned for the future to gain increasing knowledge 
with respect to ECD kidneys. 
 

35. Report of the OPTN/UNOS Joint Ad Hoc Living Donor and Kidney and Pancreas Transplantation 
Subcommittee.  The Joint Subcommittee convened on April 29, 2004, in order to discuss 1) the criteria for 
living donor kidney programs and 2) “grand fathering” existing living donor programs.  This joint 
subcommittee was formed in response to a proposal developed by the OPTN/UNOS Ad Hoc Living Donor 
Committee and withdrawn from consideration by the Board during the November 2003 meeting due to 
differences with the Committee.  The proposal sought to specify criteria for a qualifying renal donor surgeon as 
part of a live kidney donor transplant center.  The criteria differentiated between surgeons qualifying with open 
or laparoscopic nephrectomies.   

 
With respect to the proposal, some of the issues of concern to the Committee included the following: 

 
• Whether a single renal donor surgeon would need to meet the requirements for performing both open donor 

and laparoscopic nephrectomies if the program wishes to perform laparoscopic nephrectomies?  
Alternatively, could this expertise reside in two separate individuals? 

 
• Whether deceased donor nephrectomy or removal of polycystic or diseased kidneys is appropriate to 

demonstrate experience toward open live donor nephrectomies?  Additionally, whether the policy’s 
thresholds for time and volume of procedures to demonstrate experience are appropriate? 

 
• Whether the distinction between hand-assisted and other laparoscopic nephrectomies is appropriate or 

necessary? 
 

The Joint Subcommittee discussed the Committee’s concerns during the meeting.  If laparoscopic 
nephrectomies are offered by a center, then surgical expertise to perform both open and laparoscopic 
nephrectomy procedures is required to ensure that emergency situations can be safely addressed.  If a surgeon 
encounters complications while performing a laparoscopic donor nephrectomy, it may be necessary to convert 
to an open nephrectomy and a surgeon qualified to do this would be required.  The Joint Subcommittee 
Members discussed whether open nephrectomy experience is a skill needed to handle a laparoscopic 
nephrectomy encountering such problems.  Members stated it is acceptable to have the qualifying open 
nephrectomy surgeon on site to assist if necessary.  They agreed that the qualifying expertise in open donor and 
laparoscopic nephrectomies could reside in two separate individuals as long as the program can demonstrate 
how both individuals will be available to the surgical team. 
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There was considerable discussion about whether or not deceased donor nephrectomies and nephrectomies 
performed for the “removal of polycystic and diseased kidneys, etc.” should count towards meeting the open 
nephrectomy requirements. There was agreement from the Members that these procedures are quite different 
from a live donor nephrectomy; however, there was concern that if these procedures did not apply then even  
busy transplant centers currently doing living donor work would not qualify in the near future.  The Joint 
Subcommittee agreed to leave this section of the proposed guidelines unchanged, including the volume of cases 
and time period.  They also agreed to add an additional pathway of “completing an ASTS fellowship with a 
certificate in kidney.”  This addition obviated the issue of “grand fathering” existing living donor kidney 
programs. 

 
The Members decided not to specify the surgical technique used for laparoscopic nephrectomies and agreed to 
eliminate the section addressing “hand-assisted laparoscopic nephrectomies.”   They also wanted to clarify that 
in order to meet the requirements for a laparoscopic nephrectomy, the surgeon must act as the “primary surgeon 
or first assistant.”  This language made the laparoscopic nephrectomy requirements consistent with the open 
nephrectomy requirements.  

 
After further discussion, the Joint Subcommittee agreed unanimously to support a modified version of the Ad 
Hoc Living Donor Committee proposal (see Exhibit).   
 
During its May 19-20, 2004, meeting, the Committee discussed the Joint Subcommittee proposal.  The 
Committee was informed of the OPTN/UNOS Membership and Professional Standards Committee (MPSC) 
consideration of the proposal.  The MPSC expressed concern with the proposal’s focus on criteria for becoming 
a live donor kidney transplant program on operations that have nothing to do with a live donor operation (e.g., 
deceased donor nephrectomy and diseased kidney nephrectomy).  In addition, the MPSC had reservations with 
the qualifying renal donor surgeon criteria of completion of an accredited ASTS fellowship.  Some surgeons 
complete their renal fellowships having never seen or performed a live donor open nephrectomy.  Finally, 
nearly half of the transplant programs are still performing their live kidney donor nephrectomies using the open 
technique.  In summary, the MPSC felt that the proposal does not adequately ensure the safety of live donors.   
 
Some Members were concerned that not allowing donor surgeons to qualify for open live donor nephrectomy 
based on non-living donor nephrectomies would result in the temporary shutdown of many living kidney donor 
programs.  Surgeons performing these open nephrectomies and other surgical procedures still obtain the skill set 
and anatomical knowledge that could be used in an open live donor nephrectomy.  The Committee recognized 
that the American Board of Surgery has not developed criteria for living donor surgeons.  In addition, some 
Members indicated that no objective support exists justifying a specific number of open or laporascopic 
nephrectomies that qualify a donor surgeon.  Perhaps the use of numbers should be abandoned.  However, some 
Members stated that if the Committees are unable to agree upon a number of nephrectomies as a baseline for 
qualification, some other agency or organization might develop and impose a standard more objectionable.  
Hospital credentialing, in general, continues to move toward surgeons justifying their qualifications based on 
quantifiable criteria.   
 
Credentialing of live donor surgeons should be separated from credentialing of surgeons for any other disease 
state.  Some Members stated that living donation is an inherently different operation and philosophical approach 
based on the fact that a surgeon is operating on a person who is not him/herself medically in need of such 
treatment.  Other Members disagreed that a distinction should be drawn based on the patient upon whom the 
surgeon operates.  
 
After further discussion, the Committee agreed to continue its discussion of live kidney donor program criteria 
with the Ad Hoc Living Donor Committee, as well as, representatives from the Membership and Professional 
Standards Committee to ensure its concerns are addressed. 
 

36. Proposal for Priority for Candidates with Intermediate Sensitization Levels.  This issue is a product of the 
recommendations from the National Conference to Analyze the Wait List for Kidney Transplantation held in 
Philadelphia, Pennsylvania, on March 4-5, 2002.  Though the Committee deferred consideration of a proposal 
to prioritize candidates for mismatched kidney allocation with intermediate sensitization levels, defined as PRA 
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< 80%, during its January 2004 meeting, the Committee discussed the topic during its May 19-20, 2004, 
meeting. 

 
 Under the current OPTN/UNOS policy for zero antigen mismatched patients, after local allocation (and within 

blood group identity and compatibility), priority for sensitization level is stratified so that the highest priority is 
awarded to candidates with a PRA greater than or equal to 80%, next to children with PRA < 80%, next to 
candidates with a PRA between 21% and 79%, followed by candidates with a PRA of 20% or less.  Priority is 
awarded to mismatched candidates on the waiting list with a PRA greater than or equal to 80%, but no other 
PRA distinction or priority is awarded for mismatched candidates. 

 
 The Committee was reminded of data on rates of transplantation by decile of PRA previously considered by the 

Committee.  A candidate with a PRA of 10% has a relative rate of transplantation of 0.86, while a candidate 
with a PRA of 100% has a 0.36 rate of transplantation.  It was noted that candidates with PRAs 30% or greater 
had a relative rate of transplantation less than 0.60, with the largest difference in relative rates occurring at 
PRAs of 20%. 

 
 If intermediate sensitization levels are to be developed into the mismatched portion of the kidney allocation 

system, the Committee agreed that additional data would be needed to support the proposal.  Some Members 
stated that the Committee should review the various HLA procedures used to determine PRA levels if the 
allocation policies continue to provide allocation points for sensitization.  The procedures used to determine 
sensitization vary widely across the nation and can even vary between transplant centers in the same OPO.  
Perhaps the same assay system should be used for tests that determine sensitization for allocation priority and 
final crossmatch to minimize any potential gaming of the system.  In addition, transplant centers differ on 
whether peak or current PRA levels, which can vary widely, are used for antibody screening.  Some Members 
stated that candidates who are truly sensitized will not experience wide fluctuations in PRA levels, and thus, 
perhaps current PRA is the most appropriate measure of sensitization.   

 
However, some Committee Members were wary of the suggestion that one assay system should be mandated 
from the OPTN/UNOS.  Some transplant centers and laboratories are likely to oppose such a mandate.  The 
OPTN/UNOS Histocompatibility Committee is recommending that laboratories should use antibody screening 
and crossmatching assays with similar degrees of sensitivity.  

 
 The option of eliminating all allocation points for PRA was suggested by some Members.  The intent is to 

minimize opportunities for gaming the allocation system and increase opportunities for the consistently 
sensitized candidates rather than those candidates who experience one high PRA result.  In addition, the 
definition of panel reactive antibody (PRA) should be reviewed to determine which class titers are appropriate.  
The Committee agreed to defer these issues to the next meeting of the OPTN/UNOS Joint Kidney and 
Pancreas/Pediatrics/ Minority Affairs/Histocompatibility Subcommittee.  Ken Andreoni, M.D., will join the 
Joint Subcommittee for this discussion. 

 
 Possible effects on pediatric candidates from increased allocation points for intermediate sensitization levels for 

mismatched candidates is a concern for some Members.  In general, pediatric candidates are not sensitized and 
could be disadvantaged in terms of opportunities for organ offers under such a proposal.  Members agreed that 
KPSAM may help predict the effects on pediatric candidates.  

 
The Committee agreed that a dramatic overhaul of the sensitization allocation protocol is not yet warranted; 
however, a review of data on the impact of sensitization on the relative rate of transplantation with local 
mismatched and zero mismatched kidneys is in order.  The Committee also elected to review data by transplant 
center on the number and percentage of candidates listed per PRA level.  Finally, the Committee agreed to 
review at its next meeting draft language permitting candidates to have their PRAs assigned based on their 
historical peak PRA, but crossmatches based on their current PRA by a vote of 23 For; 0 Against; 0 
Abstentions. 
 

37. OPTN/UNOS OPO Committee Review of the Reuse of Disposable Transport Containers and Standardization of 
Organ Packaging Transport.  The OPTN/UNOS ABO Joint Subcommittee, now the Ad Hoc Operations 
Committee, requested the OPO Committee review Policies 5.5 (Standard Organ Packaging Specifications) and 
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Policy 5.5.3.1 regarding the rigid container for housing the organ during transport.  The ABO Joint 
Subcommittee opined that the reuse of disposable organ packages should be prohibited, and also found that the 
standardization of packaging organs would help to promote greater safety.  In response to the request, the OPO 
Committee drafted proposed recommendations and requested review by the OPTN/UNOS Kidney and Pancreas 
Transplantation Committee (Exhibit XX).  The proposed recommendations are as follows: 

 
• The reuse of disposable transport boxes should be prohibited due to the integrity of the box being 

compromised during the removal of labels. 
• Coolers should be allowed for non-commercial transporting when the organ recovery team is taking 

the organ with them from the donor hospital to the transplant center.  The reuse of coolers should be 
allowed; all labels from the previous donor organ must be removed before reusing the cooler. 

• If the organ is to be commercially shipped, such as with a courier service, commercial airline or charter 
service, the organ should be packaged in a disposable transport box, as outlined in Policy 5.5 (Standard 
Organ Package Specifications), to comply with OSHA and federal transportation regulations that 
would require a sealed, leak-proof container.  

 
 The Committee discussed this issue during its January 20-21, 2004, meeting.  The Committee agreed to support 

these recommendations by a vote of 18 For; 0 Against; 0 Abstentions. 
 
38. Request from the OPTN/UNOS OPO Committee Regarding Coordinating OPOs.  The OPTN/UNOS ABO Joint 

Subcommittee, now the Ad Hoc Operations Committee, requested the OPO Committee consider the necessity 
of defining the role and responsibilities of the “coordinating OPO” in regards to when the organ is offered and 
accepted by a transplant center and then not transplanted into the candidate for whom the organ was accepted 
(Exhibit YY).    

 
 According to OPTN/UNOS Policy 3.2.3 (Match System Access), 
 

For all deceased donor organs, the organ must be transplanted into the original designee or be released 
back to the Host OPO or to the Organ Center for distribution.  If an organ is accepted for a patient who 
ultimately is unavailable to receive the transplant at his/her listing transplant center in the organ 
allocation unit to which the organ is being distributed, then the organ shall be released back to the Host 
OPO or to the Organ Center for allocation to other transplant candidates in accordance with the organ-
specific allocation policies.  The Host OPO may delegate this responsibility to the Local OPO.  Further 
allocation at the local level must be done according to the match run. 

 
The OPO Committee conducted a survey of the OPOs to determine the degree to which OPOs serve as the 
clearinghouse for organ offers/imports to patients at transplant programs within their donor service area.  Of the 
47 OPOs that responded to the survey, 30 responded that they act as the coordinating OPO, 4 OPOs responded 
that they did not, and 13 OPOs indicated that they act as the coordinating OPO for some of their transplant 
centers or for certain organs, such as kidneys.  The OPO Committee conducted a subsequent survey asking 
OPOs to provide information on the impact, advantages and disadvantages of four different scenarios for 
managing organ offers/imports.  The OPO Committee requested the OPTN/UNOS Kidney and Pancreas 
Transplantation Committee consider the charge of the OPTN/UNOS ABO Joint Subcommittee and survey 
results and provide recommendations to the OPO Committee for consideration in its deliberations. 
 
The Committee reviewed this issue during its January 20-21, 2004, meeting.  Members of the Committee noted 
that a majority of OPOs stated they serve as the clearinghouse for organs.  If the organ is not used for the 
intended candidate and the sending OPO permits the kidney to be backed up locally, the receiving OPO will 
take over responsibilities of local OPO and ensuring appropriate organ allocation.  Some Members questioned 
whether a kidney should become a local kidney for allocation policy purposes when it is backed up and cannot 
be used for the intended candidate.  Current OPTN/UNOS policy provides that such kidneys are allocated 
according to the local donor service area waiting list, rather than the local transplant center waiting list.  After 
further discussion, the Committee agreed to support current policy such that backed up kidneys not used for the 
intended candidate are allocated according to the standard local unit allocation protocol, by a vote of 19 For; 0 
Against; 0 Abstentions.  The responsibility for organ allocation should belong to the OPO rather than the 
transplant center. 
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39. Request from the OPTN/UNOS Operations Committee for Review of Required Listing Criteria to Assure More 

Accurate Patient Listing and Donor Acceptance Criteria.  Dan Hayes, M.D., presented the issue to the 
Committee during its May 19-20, 2004, meeting.  The issue was initially raised by the Joint ABO 
Subcommittee, which developed into the Operations Committee.  The Operations Committee intends to review 
appropriate listing criteria in order to facilitate placement of organs on a more expedited basis to those 
candidates who are ready and suitable for transplantation.  The primary focus of the Operations Committee will 
be on extra-renal organs, rather than kidneys and pancreata; however, the Committee is welcome to submit 
suggestions to the Operations Committee for consideration. 

 
 Some Members noted that a substantial portion of the pediatric candidate population is currently listed for an 

expanded criteria donor kidney transplant.  Many of the pediatric candidates listed for an ECD transplant are 
listed at transplant centers that have listed all or most of their transplant candidates as willing to accept ECD 
kidneys.  Though no ECD kidney has been accepted and transplanted into a pediatric candidate based on the 
ECD kidney allocation protocol since the ECD policy was implemented, offers are being made to pediatric 
candidates and delaying the ultimate placement of the ECD kidneys.  Perhaps the Operations Committee should 
consider the listing of pediatric candidates for ECD kidneys during its discussion of listing criteria. 

 
 Placement of the heart and lungs from a particular donor can delay the recovery process of the other organs.  

Some Members stated that the kidneys, pancreas and liver organs are often placed from a given donor fairly 
quickly; however, placement of the heart and lungs often takes considerably longer and jeopardizes the 
procurement team from recovering the organs.  One possible explanation for the increased time to place the 
heart and lungs is that transplant centers are listing candidates they do not intend to transplant.  The Committee 
was informed the Operations Committee will consider this issue at its next meeting.   

 
40. Aggressive Organ Placement Issues.  The OPTN/UNOS Policy Compliance Subcommittee of the Membership 

and Professional Standards Committee previously requested that all organ specific committees define 
“aggressive” offers and placements for each organ.  Under the current system, “aggressive” placements or 
expedited placements are discretionary to the OPO.  There are instances when certain marginal organs are 
expeditiously placed with transplant centers that have a history of accepting such organs without following the 
match run.  These events are followed by letters of inquiry from the UNOS Policy Compliance Department.  
The OPTN/UNOS Operations Committee is now taking up this issue. 

 
 The Bylaws Subcommittee previously considered this issue during its September 26, 2003, meeting.  During 

that meeting the Subcommittee agreed that mechanisms for aggressive placements of kidneys and pancreata 
should probably be preserved and specified by guidelines.  However, the Subcommittee felt that additional data 
was needed prior to developing such guidelines.  For instance, the facilitated pancreas policy is currently in 
effect, but may not have had sufficient time to become fully utilized.  The Subcommittee agreed to review data 
on the number of pancreata being placed under the facilitated system compared to the standard system during its 
next meeting. 

 
 Dan Hayes, M.D., Chair of the Bylaws Subcommittee, provided an update to the Committee during its May 19-

20, 2004, meeting.  Some Members expressed that aggressive organ offers are probably more prevalent among 
pancreas organs, though there are probably instances within expanded criteria donor kidneys.  The Committee 
agreed that something should be done to minimize situations where transplant centers agree to accept, for 
instance, expanded criteria donor kidneys, but then reject most of the ECD offers made.  These rejections 
increase cold ischemia time for kidneys that require minimal ischemic time. 

 
 The Committee was informed that the Operations Committee will develop guidelines for aggressive organ 

offers with respect to all of the organs, including kidney and pancreas.   
 
41. Requested Clarification of Pancreas Donor Match Issue – Matching Includes Pancreas Donor to the Candidate 

and Previous Kidney Donor to the Candidate.  The Committee, during its January 20-21, 2004, meeting, 
considered an inquiry regarding matching requirements for pancreas after kidney recipients (Exhibit ZZ).  The 
Board approved a resolution in November 1994 modifying the UNOS system for pancreas allocation whereby 
mismatches shared between the kidney and pancreas donors will be considered as matches.  Use of the modified 
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mismatch criteria is optional.  Pancreata that do not meet the mismatch criteria for a particular recipient will not 
be offered to that candidate.  The resolution was implemented in April 1996.  The purpose of the modification is 
to enhance transplant opportunities for kidney recipients who require a sequential pancreas transplant, including 
opportunities for zero antigen-mismatched organ offers.  Clarification was sought because this resolution, while 
approved by the Board and effective in the allocation system, is not codified within the OPTN/UNOS allocation 
policies. 

 
Members of the Committee agreed to review this issue and request additional data.  Data will include analyses 
of the frequency by which prior kidney donor antigens are used to establish the level of match for pancreas 
transplants.  If there are adequate numbers, a survival analysis will be reviewed by the Committee during its 
next meeting. 

 
42. Requested Review of P24 Antigen Screening for HIV Test.  New Mexico Donor Services requested the organ-

specific, OPO and Histocompatibility Committees review the issue of P24 antigen screening.  The P24 antigen 
screen for the HIV test kit will be discontinued by the end of the year since the blood banking industry has 
transitioned to RNA testing, which is not a real-time test.  Some OPOs perform the test as part of their 
prescreening serology panel at the request of transplant centers.  The issue is whether, given the circumstances, 
the test needs to be performed, or whether there is interest in OPOs converting to RNA testing. 

 
 During its January 20-21, 2004, meeting, Members of the Committee stated that the Centers for Disease Control 

(CDC) and an infectious disease expert should be consulted on this issue.  The Committee also agreed to 
convey to the OPO Committee the importance of the availability of a real-time test.  Reliance on RNA testing, 
which can have a lag time of 36-72 hours is probably not acceptable.    

 
43. Proposed Pancreatic Islet Conference.  During the January 20-21, 2004, meeting, Mark Stegall, M.D., Vice 

Chair of the Committee, proposed the idea of assembling a group of professionals with expertise in pancreas 
and islet transplantation to discuss issues and obtain guidance relative to islet allocation and transplantation.  
The intent is to obtain a consensus among those with relevant expertise as to where the field of islet 
transplantation should be headed so as to best address issues under consideration by the OPTN/UNOS.  
Members from the OPTN/UNOS OPO Committee would also be invited to participate in the conference to 
share their perspectives with respect to issues of islet reimbursement, organ acquisition costs, and other issues 
that impact islet transplantation.  The present plan is for Dr. Stegall and Bernard Herring, M.D. to co-chair the 
conference, which would occur over two days some time during the summer or fall of 2004, possibly in 
conjunction with either the OPTN/UNOS Kidney and Pancreas Transplantation or OPO Committee meetings.  
After further discussion, the Committee unanimously endorsed the concept of the islet conference by a vote of 
23 For; 0 Against; 0 Abstentions. 

 
 During the May 19-20, 2004, meeting, Mark Stegall, M.D., provided an update on the proposed islet consensus 

conference.  The goal is to hold the conference in conjunction with the AST Winter Symposium scheduled for 
January 23-25, 2005, in Miami Beach, FL, along with the full January Committee meeting.  Possible additional 
topics for the conference include the pancreatic islet allocation system in general, and islet policy 
implementation.  Members of the Committee were invited to suggest topics for the conference agenda. 

 
44. Food and Drug Administration (FDA) Advisory Meeting on Islets.  The Committee learned of the FDA 

Advisory Committee reviewing the status of islets during its meeting on January 20-21, 2004.  HRSA and the 
FDA continue to work together on issues of islet allocation and procurement, but no consensus has been 
reached on specific donor criteria. 

 
45. West Nile Virus.  The Health Resources and Services Administration (HRSA) issued an alert on September 11, 

2002, to organizations associated with organ transplantation about a suspected case of West Nile virus 
transmission through organ donation.  Some Committee Members inquired as to HRSA’s perspective on 
whether living donors should be screened for West Nile virus.  Some Members stated that there is no 
documented case of West Nile virus transmission from a living donor to a transplant candidate, and thus, testing 
all living donors could be a waste of resources. 
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 Laura St. Martin, M.D., stated that HRSA does not currently require testing for West Nile virus of living donors 
but strongly suggests such testing.  The intent of the guidance statement was to inform transplant teams of the 
West Nile virus test and encourage blood banks to utilize the test for organ donors.  Many factors persuaded 
HRSA to issue the guidance, including HRSA’s desire to be proactive on the issue and the possibility of the 
Centers for Disease Control (CDC) issuing a much more restrictive testing requirement.  The guidance is not a 
federal regulation, and thus, transplant centers and OPOs would not be in violation of a rule if they decide not to 
follow the recommendation.     

 
46. Organ Infection Request for Proposal.  During the May 19-20, 2004, meeting, Laura St. Martin, M.D., informed 

the Committee of the recent request for proposal (RFP) issued by the Centers for Disease Control.  The RFP 
will study organ infection detection and prevention by focusing on organ transplant recipients.  The intent is to 
develop a consortium of transplant centers that will help develop protocols for infectious disease monitoring 
and also develop a repository of specimens that would be used for possible National Institute of Health (NIH) 
funded research on infectious diseases.  The NIH also intends to fund some epidemiological and risk factor 
studies aimed at determining risk factors associated with transplant recipients and the development of certain 
fungal infections. 

 
47. Double Kidney Allocation.  The conditions required of donors for double kidney allocation eligibility were 

raised as an issue during the May 19-20, 2004, meeting.  There is a perception among some members of the 
transplant community that the conditions are too restrictive and prohibit good donor kidneys from being 
allocated under the double kidney provision.  Current OPTN/UNOS Policy 3.5.7 specifies that adult donor 
kidneys must be offered singly unless the donor meets two of the following conditions and the OPO would not 
otherwise use the kidneys singly: 

 
1. Donor age greater than 60 years; 
2. Estimated donor creatinine clearance less than 65 ml/min based upon serum creatinine upon 

admission; 
3. Rising serum creatinine (greater than 2.5 mg/dl) at time of retrieval; 
4. History of medical disease in donor (defined as either longstanding hypertension or diabetes mellitus) 
5. Adverse donor kidney histology (defined as moderate to severe glomerulosclerosis (greater than 15% 

and less than 50%) 
 
Some Members suggested that the conditions in Policy 3.5.7 are not overly restrictive, but are perhaps 
somewhat complex.  One suggestion offered would eliminate condition 3 and 4 and modify the policy to require 
the donor meet two of the three remaining conditions (age greater than 60 years, estimated donor creatinine 
clearance less than 65 ml/min based upon serum creatinine upon admission, or adverse donor kidney histology). 
 
Other Members stated that the policy as written is simple to understand and not overly restrictive.  After further 
discussion, the Committee agreed to maintain the current language of OPTN/UNOS Policy 3.5.7 by a vote of 23 
For; 0 Against; 0 Abstentions.   

  
48. Review of Updated UNOS Travel Policy.  The Board approved modifications to the UNOS travel policies in 

November 2003, which were implemented on January 1, 2004.  The modifications include increases in the per 
diem meal reimbursement level and the rate of reimbursement for mileage while traveling for UNOS business.  
The Committee was informed of Policy 8.2.4, which limits the reimbursement in situations where UNOS holds 
a meeting in the city where another organization is holding its own meeting. 

 
49. May Committee Meeting Schedule Change.  The Committee agreed to alter the scheduled date and location of 

the May 2004 meeting due to a scheduling conflict with the American Transplant Congress (ATC) conference.  
After further discussion, the Committee agreed to move the May meeting to Boston, Massachusetts in 
conjunction with the ATC conference by a vote of 22 For; 2 Against; 0 Abstentions.  The Committee then 
agreed the meeting should be held after the ATC conference on May 19-20, 2004, by a vote of 13 For; 7 
Against; 0 Abstentions. 

 
50. OPTN/UNOS Membership and Professional Standards Committee Metric Data and Analysis.  During its May 

19-20, 2004, meeting, the Committee was informed that the OPTN/UNOS Membership and Professional 

   
                       

68

froggagv
Highlight

froggagv
Highlight

froggagv
Highlight

froggagv
Highlight

froggagv
Highlight



   

Standards Committee is developing metrics with the intent of evaluating transplant center and OPO compliance 
with OPTN/UNOS allocation policies.  Since the metrics will be a comparative analysis, the hope is they could 
also serve as an educational tool for the centers and OPOs.  There is currently no plan to present the metrics to 
the Committee, but a presentation could be made in the future if the Committee wishes.   
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Attendance at Kidney and Pancreas Transplantation Committee Meeting 
Scottsdale, Arizona 
January 20, 2004 

 
Committee Members Attending: 
 
Alan B. Leichtman, M.D.   Chairman 
Mark D. Stegall, M.D.   Vice Chairman 
Ernesto P. Molmenti, M.D.  Region 2 
Thomas A. Gonwa, M.D.   Region 3 
Benjamin D. Cowley, M.D. Region 4 
Gary K. Shen, M.D.   Region 5 
Viken Douzdjian, M.D.    Region 6  
Allan M. Roza, M.D.   Region 7 
Daniel Murillo, M.D. Region 8 
George A. Blessios, M.D. Region 9 
Mitchell L. Henry, M.D. Region 10 
Kenneth A. Andreoni, M.D.  Region 11 
W. Ben Vernon, M.D.   At Large 
Giacomo P. Basadonna, M.D., Ph.D. At Large 
Denise Y. Alveranga, M.D.  At Large 
Francis L. Delmonico, M.D. At Large 
Marla Jill McMaster, MA   At Large 
Dolly B. Tyan, Ph.D.   At Large 
Daniel H. Hayes, M.D.   At Large  
James J. Wynn, M.D.   At Large 
Rob Kochik, RN, BSN   At Large 
Trent Tipple, M.D.   At Large 
Gabriel M. Danovitch, M.D.  At Large 
Dale A. Distant, M.D.   At Large  (via telephone) 
Sharon C. Kiely, M.D., MPM  BOD Liaison 
Laura St. Martin, M.D., M.P.H.  Ex Officio-Government Liaison  
 
Members Unable To Attend: 
Jeffrey S. Stoff, M.D.   Region 1 
Peter G. Stock, M.D., Ph.D.  At Large 
Ruth A. McDonald, M.D.   At Large 
H. Albin Gritsch, M.D.   At Large 
Kenneth L. Brayman, M.D., Ph.D.  At Large 
Geoffrey A. Land, Ph.D.   At Large 
Karen Keen Denton, RN, CPTC  At Large 
Jill D. Maxfield, RN, CPTC  At Large 
Kolleen E. Thompson, RN, BSN, CPTC At Large 
 
UNOS Staff Attending: 
Cindy M. Sommers, Esq., UNOS Director of Allocation Policy  
Jason R. Byrd, Esq., Policy Analyst, UNOS Department of Allocation Policy 
Maureen McBride, Ph.D., Senior Biostatistician, UNOS Department of Research  
Katrina Goodwin, Applications Engineer, UNOS Department of IT Development 
Jeff Tongel, Applications Engineer, UNOS Department of IT Development 
 
SRTR Staff Attending: 
Randy Sung, M.D. 
Mary Guidinger 
 
Guests Attending: 

   
                       

70

froggagv
Highlight



   

Anthony M. D’Alessandro, M.D. (via telephone) and Martin F. Mozes, M.D. (via telephone) 
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Attendance at Kidney and Pancreas Transplantation Committee Meeting 
Scottsdale, Arizona 
January 21, 2004 

 
Committee Members Attending: 
Alan B. Leichtman, M.D.   Chairman 
Mark D. Stegall, M.D.   Vice Chairman 
Ernesto P. Molmenti, M.D.  Region 2 
Thomas A. Gonwa, M.D.   Region 3 
Benjamin D. Cowley, M.D. Region 4 
Gary K. Shen, M.D.   Region 5 
Viken Douzdijan, M.D.    Region 6  
Allan M. Roza, M.D.   Region 7 
Daniel Murillo, M.D. Region 8 
George A. Blessios, M.D. Region 9 
Mitchell L. Henry, M.D. Region 10 
Kenneth A. Andreoni, M.D.  Region 11 
W. Ben Vernon, M.D.   At Large 
Giacomo P. Basadonna, M.D., Ph.D. At Large 
Denise Y. Alveranga, M.D.  At Large 
Francis L. Delmonico, M.D. At Large 
Ruth A. McDonald, M.D.   At Large 
Marla Jill McMaster, MA   At Large 
Dolly B. Tyan, Ph.D.   At Large 
Daniel H. Hayes, M.D.   At Large  
James J. Wynn, M.D.   At Large 
Rob Kochik, RN, BSN   At Large 
Trent Tipple, M.D.   At Large 
Gabriel M. Danovitch, M.D.  At Large 
Dale A. Distant, M.D.   At Large  (via telephone) 
Sharon C. Kiely, M.D., MPM  BOD Liaison 
Laura St. Martin, M.D., M.P.H.  Ex Officio-Government Liaison  
 
Members Unable To Attend: 
Jeffrey S. Stoff, M.D.   Region 1 
Peter G. Stock, M.D., Ph.D.  At Large 
H. Albin Gritsch, M.D.   At Large 
Kenneth L. Brayman, M.D., Ph.D.  At Large 
Geoffrey A. Land, Ph.D.   At Large 
Karen Keen Denton, RN, CPTC  At Large 
Jill D. Maxfield, RN, CPTC  At Large 
Kolleen E. Thompson, RN, BSN, CPTC At Large 
 
UNOS Staff Attending: 
Walter K. Graham, Esq., UNOS Executive Director 
Cindy M. Sommers, Esq., UNOS Director of Allocation Policy 
Jason R. Byrd, Esq., Policy Analyst, UNOS Department of Allocation Policy 
Maureen McBride, Ph.D., Senior Biostatistician, UNOS Department of Research  
Katrina Goodwin, Applications Engineer, UNOS Department of IT Development 
Jeff Tongel, Applications Engineer, UNOS Department of IT Development 
 
SRTR Staff Attending: 
Randy Sung, M.D.         Robert Merion, M.D. 
Mary Guidinger 
Keith McCullough 
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Attendance at Kidney and Pancreas Transplantation Committee Meeting 
Boston, Massachusetts 

May 19, 2004 
 
Committee Members Attending: 
Alan B. Leichtman, M.D.   Chairman 
Mark D. Stegall, M.D.   Vice Chairman 
Thomas A. Gonwa, M.D.   Region 3 
Benjamin D. Cowley, M.D. Region 4 
Allan M. Roza, M.D.   Region 7 
George A. Blessios, M.D. Region 9 
Mitchell L. Henry, M.D. Region 10 
Kenneth A. Andreoni, M.D.  Region 11 
W. Ben Vernon, M.D.   At Large 
Peter G. Stock, M.D., Ph.D.  At Large 
Jill D. Maxfield, RN, CPTC  At Large 
H. Albin Gritsch, M.D.   At Large 
Kenneth L. Brayman, M.D., Ph.D.  At Large 
Giacomo P. Basadonna, M.D., Ph.D. At Large 
Denise Y. Alveranga, M.D.  At Large 
Francis L. Delmonico, M.D. At Large 
Ruth A. McDonald, M.D.   At Large 
Marla Jill McMaster, MA   At Large 
Dolly B. Tyan, Ph.D.   At Large 
Daniel H. Hayes, M.D.   At Large  
James J. Wynn, M.D.   At Large 
Trent Tipple, M.D.   At Large 
Gabriel M. Danovitch, M.D.  At Large 
Dale A. Distant, M.D.   At Large 
Kolleen E. Thompson, RN, BSN, CPTC At Large (via telephone) 
Sharon C. Kiely, M.D., MPM  BOD Liaison 
Laura St. Martin, M.D., M.P.H.  Ex Officio-Government Liaison  
 
Members Unable To Attend: 
Jeffrey S. Stoff, M.D.   Region 1 
Ernesto P. Molmenti, M.D.  Region 2 
Gary K. Shen, M.D.   Region 5 
Viken Douzdijan, M.D.    Region 6  
Daniel Murillo, M.D. Region 8 
Rob Kochik, RN, BSN   At Large 
Geoffrey A. Land, Ph.D.   At Large 
Karen Keen Denton, RN, CPTC  At Large 
 
UNOS Staff Attending: 
Walter K. Graham, Esq., UNOS Executive Director 
Mary D. Ellison, Ph.D., UNOS Assistant Executive Director of Federal Affairs 
Cindy M. Sommers, Esq., UNOS Director of Allocation Policy 
Jason R. Byrd, Esq., Policy Analyst, UNOS Department of Allocation Policy 
Maureen McBride, Ph.D., Senior Biostatistician, UNOS Department of Research  
Katrina Goodwin, Applications Engineer, UNOS Department of IT Development 
 
SRTR Staff Attending: 
Randy Sung, M.D. 
Laura Christenson 
 
Guests Attending: 
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Henry Krakauer, M.D., Ph.D., Medical Officer, Division of Transplantation 
Lawrence G. Hunsicker, M.D., Chair, OPTN/UNOS Data Working Group 
Winfred W. Williams, M.D., Chair, OPTN/UNOS Minority Affairs Committee 
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Attendance at Kidney and Pancreas Transplantation Committee Meeting 
Boston, Massachusetts 

May 20, 2004 
 
Committee Members Attending: 
Alan B. Leichtman, M.D.   Chairman 
Mark D. Stegall, M.D.   Vice Chairman 
Thomas A. Gonwa, M.D.   Region 3 
Benjamin D. Cowley, M.D. Region 4 
Allan M. Roza, M.D.   Region 7 
George A. Blessios, M.D. Region 9 
Mitchell L. Henry, M.D. Region 10 
Kenneth A. Andreoni, M.D.  Region 11 
W. Ben Vernon, M.D.   At Large 
Peter G. Stock, M.D., Ph.D.  At Large 
Jill D. Maxfield, RN, CPTC  At Large 
H. Albin Gritsch, M.D.   At Large 
Kenneth L. Brayman, M.D., Ph.D.  At Large 
Giacomo P. Basadonna, M.D., Ph.D. At Large 
Denise Y. Alveranga, M.D.  At Large 
Ruth A. McDonald, M.D.   At Large 
Marla Jill McMaster, MA   At Large 
Dolly B. Tyan, Ph.D.   At Large 
Daniel H. Hayes, M.D.   At Large  
James J. Wynn, M.D.   At Large 
Trent Tipple, M.D.   At Large 
Gabriel M. Danovitch, M.D.  At Large 
Dale A. Distant, M.D.   At Large 
Kolleen E. Thompson, RN, BSN, CPTC At Large (via telephone) 
Sharon C. Kiely, M.D., MPM  BOD Liaison 
Laura St. Martin, M.D., M.P.H.  Ex Officio-Government Liaison  
 
Members Unable To Attend: 
Jeffrey S. Stoff, M.D.   Region 1 
Ernesto P. Molmenti, M.D.  Region 2 
Gary K. Shen, M.D.   Region 5 
Viken Douzdijan, M.D.    Region 6  
Daniel Murillo, M.D. Region 8 
Rob Kochik, RN, BSN   At Large 
Geoffrey A. Land, Ph.D.   At Large 
Karen Keen Denton, RN, CPTC  At Large 
Francis L. Delmonico, M.D. At Large 
 
UNOS Staff Attending: 
Cindy M. Sommers, Esq., UNOS Director of Allocation Policy 
Jason R. Byrd, Esq., Policy Analyst, UNOS Department of Allocation Policy 
Maureen McBride, Ph.D., Senior Biostatistician, UNOS Department of Research  
Katrina Goodwin, Applications Engineer, UNOS Department of IT Development 
 
SRTR Staff Attending: 
Randy Sung, M.D. 
Laura Christenson 
 
Guests Attending: 
Russell H. Wiesner, M.D., UNOS President 
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