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OPTN/UNOS Public Comment Proposal

Redesigning Liver Distribution

Affected Policies: Policy 1.2: Definitions, Policy 5.4.B: Order of Allocation, Policy 9.6: Liver
Allocation, Classifications, and Rankings

Sponsoring Committee: Liver and Intestinal Organ Transplantation

Public Comment Period: August 15, 2016 — October 15, 2016

Executive Summary

Currently there is significant variation in a liver transplant candidate’s chances of receiving a lifesaving
organ offer depending on where they live and the location of the transplant hospital where they are listed.
In March 2000, the US Department of Health and Human Services (HHS) implemented the Final Rule,
which instructs that OPTN/UNOS allocation policies must, among other factors, be based on sound
medical judgment, seek to achieve the best use of donated organs, and shall not be based on the
candidate’s place of residence or place of listing except to the extent needed to satisfy other regulatory
requirements.' The OPTN/UNOS recognizes that there are not enough organs for patients in need of
lifesaving transplant and is invested in increasing the number of transplants each year by increasing
donation, reducing organ discards, and improving OPO performance.?

However, these efforts will not change the fact that the current regional boundaries often physically
separate areas with a greater number of candidates from areas with comparably more eligible donors.
The result is that in some areas of the United States, candidates must reach a much higher MELD or
PELD score in order to get a transplant.® Among the current OPTN/UNQOS regions in 2015, the difference
in median MELD at transplant is as great as 12 points (35 vs 23), the equivalent of a 60 percentage point
difference in the estimated risk of 3-month mortality without a liver transplant.*

This proposal seeks to modify these boundaries to better match organ supply with demand, ensuring
more equitable access for those in need of liver transplant regardless of their place of residence or listing.
To prepare for this necessary next step, the OPTN/UNOS Liver and Intestinal Organ Transplantation
Committee has been engaged in an inclusive, consensus-driven process to develop this proposal. The
Committee proposes eight mathematically-optimized districts with additional priority of 3 MELD or PELD
points for those candidates that are both within the district and a 150-mile radius of the donor hospital
upon initial district-wide sharing. The Committee proposes district-wide sharing of adult deceased donor
livers for all candidates with a MELD or PELD of at least 29 before introducing local (DSA) priority.

Is the sponsoring Committee requesting specific
feedback or input about the proposal?

The Committee welcomes feedback on this proposal, especially regarding support for the proposed
district-wide sharing threshold before introducing local priority or support for alternative distribution
concepts with the promise of reducing geographic variance in MELD at transplant.

"42 C.F.R.§121.8

2 Organ Procurement and Transplantation Network. “OPTN Strategic Plan.” Richmond, VA, 2014, available at:
https://optn.transplant.hrsa.gov/governance/strategic-plan/.

3 A liver candidate receives a Model for End-Stage Liver Disease (MELD) score or, if less than 12 years old, a Pediatric End Stage
Liver Disease (PELD) score that is used for liver allocation. The score is intended to reflect the candidate’s disease severity, or the
risk of 3-month mortality without access to liver transplant.

4 Based on OPTN data as of July 1, 2016
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What problem will this proposal address?

Currently there is significant variation in a liver transplant candidate’s chances of receiving a lifesaving
organ offer depending on where they live and the location of the transplant center where they are listed.
In March 2000, the US Department of Health and Human Services (HHS) implemented the Final Rule,
which instructs OPTN/UNOS allocation policies must, among other factors, be based on sound medical
judgment, seek to achieve the best use of donated organs, and shall not be based on the candidate’s
place of residence or place of listing except to the extent needed to satisfy other regulatory
requirements.® ® The OPTN/UNOS recognizes that there are not enough organs for patients in need of
lifesaving transplant and is invested in increasing the number of transplants each year by increasing
donation, reducing organ discards, and improving OPO performance.”

However, these efforts will not change the fact that the current regional boundaries often physically
separate areas with a greater number of candidates from areas with comparably more eligible donors
(Figure 1). This proposal seeks to modify these boundaries to better match organ supply with demand,
ensuring more equitable access for those in need of liver transplant regardless of their place of residence
or listing.

To prepare for this necessary next step, the OPTN/UNOS Liver and Intestinal Organ Transplantation
Committee (hereafter, “the Committee”) has implemented a series of policies which have demonstrated
that broader sharing benefits candidates in urgent need of transplant and has been engaged in a nearly
three-year transparent, inclusive, and consensus-driven process to develop this proposal.

The United States is currently divided into 11 regions and 58 smaller donation service areas (DSAs). As
described in Table 1, adult deceased donor livers are first allocated to the most urgent candidates within
a region (Status 1), followed by DSA and regional sharing for candidates by descending order of MELD
score, through MELD 35.8 While the regions provide an effective mechanism for participation in the
OPTN, neither the regional boundaries nor the DSA boundaries were designed to optimally distribute
organs.® These borders were designed decades ago based on working relationships that existed at the
time, not with the goal of optimizing organ distribution.

The result is that in some areas of the United States, candidates must reach a much higher MELD or
PELD score in order to get a transplant. Among the current OPTN/UNOS regions in 2015, the difference
in median MELD at transplant is as great as 12 points (35 vs 23), the equivalent of a 60 percentage point
difference in the estimated risk of 3-month mortality without a liver transplant.'® Recent studies have
demonstrated that, after adjusting for differences in population, there is an estimated 14-fold difference
among the DSAs in the rates of liver candidates added to the waiting list and a 3-fold difference in eligible
deaths; however, there is only a two-fold difference in OPO performance. .12

Since the enactment of the Final Rule, the OPTN/UNOS has approved and implemented several policies
to broaden geographic sharing of deceased donor livers. In June 2009, the OPTN/UNOS Board of
Directors (hereafter, “the Board”) approved regional sharing for Status 1A and 1B candidates to increase
access to livers for patients with acute liver failure. Later that year, the Committee distributed a Request

542 C.F.R.§121.8

642 C.F.R. §121.8

7 Organ Procurement and Transplantation Network. “OPTN Strategic Plan.” Richmond, VA, 2014, available at:
https://optn.transplant.hrsa.gov/governance/strategic-plan/.

8 A liver candidate receives a Model for End-Stage Liver Disease (MELD) score or, if less than 12 years old, a Pediatric End Stage
Liver Disease (PELD) score that is used for liver allocation. The score is intended to reflect the candidate’s disease severity, or the
risk of 3-month mortality without access to liver transplant.

%The regional system provides an effective mechanism for communication among OPTN staff, the OPTN/UNOS Board of Directors
and the transplant community. It facilitates the identification of geographically diverse transplant professionals to populate both the
Board of Directors and Committees. The regions also provide a forum for consensus building and transparency of work throughout
the OPTN/UNOS policy development process through regional meetings that are held twice a year during the public comment
periods.

© Based on OPTN data as of July 1, 2016

" Sheehy E., K. J. O’Connor, R. S. Luskin, et al. “Investigating geographic variation in mortality in the context of organ donation.”
American Journal of Transplantation 12(2012), 1598-1602.

2 Gentry S. E., E. K. Chow, A. B. Massie, et al. “Liver sharing and organ procurement organization performance under redistricted
allocation.” Liver Transplantation 21(2015), 1031-1039.
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for Information (RFI) to solicit feedback from the transplant community and public regarding current liver
distribution and allocation policy and opportunities for improvement. In April 2010, the OPTN/UNOS
hosted a public forum that explored ways to improve organ allocation and distribution and to reduce
geographic disparity in access to liver transplant. In June 2012, the Board passed “Share 35,” a policy
that sought to improve access to transplant for the sickest patients with chronic liver disease through:

¢ National sharing for candidates with MELD/PELD scores greater than 15
¢ Regional sharing for candidates with MELD/PELD scores of at least 35
¢ National sharing for liver-intestine candidates

The two year post-implementation outcome analysis demonstrated that, for patients with a MELD or
PELD of at least 35, Share 35 increased the percentage of transplants from 19% to 27% and increased
sharing within each region from 19% to 50%. 13

Despite the success of broader sharing in allocating livers to candidates with the greatest medical
urgency within a region, the geographic disparity in severity of disease at transplant persists (Figure 2).
This is because organ distribution is still based upon the current regional borders.

Simulation modeling suggests that a smaller number of mathematically-optimized districts would reduce
geographic variability in disease severity at transplant. In November 2012, the Board resolved that
existing geographic disparity remains unacceptably high. It directed the organ-specific committees to
investigate alternatives to the current OPTN/UNQOS regions for distribution, considering optimization as a
method.

Figure 1. Ratio of eligible deaths to waitlisted candidates with an allocation MELD or PELD greater
than 15, by OPTN/UNOS region, in 2013.

S Edwards, E. B., A. M. Harper, R. Hirose, “The impact of broader regional sharing of livers: 2-year results of ‘Share 35.” Liver
Transplantation. 22(2016), 399-409.
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Table 1. Allocation of livers from deceased donors at least 18 years old for candidates with a

MELD or PELD of at least 15.14

Classification

Candidates that
are within the:

And are:

1 OPOQ’s region Adult or pediatric status 1A
2 OPOQ’s region Pediatric status 1B
3 OPO’s DSA MELD/PELD of 40
4 OPOQ’s region MELD/PELD of 40
5 OPO’s DSA MELD/PELD of 39
6 OPOQ’s region MELD/PELD of 39
7 OPO’s DSA MELD/PELD of 38
8 OPOQ’s region MELD/PELD of 38
9 OPO’s DSA MELD/PELD of 37
10 OPOQ’s region MELD/PELD of 37
11 OPO’s DSA MELD/PELD of 36
12 OPOQ’s region MELD/PELD of 36
13 OPO’s DSA MELD/PELD of 35
14 OPOQ’s region MELD/PELD of 35
15 OPO’s DSA MELD/PELD of at least 15
16 OPOQ’s region MELD/PELD of at least 15
17 Nation Adult or pediatric status 1A
18 Nation Pediatric status 1B
19 Nation MELD/PELD of at least 15

4 Policy 9.6.E: Allocation of Livers from Deceased Donors at Least 18 Years Old, Organ Procurement and Transplantation Network

Policies.
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Figure 2. Median MELD at transplant (MMaTx) by DSA and variance in MMaTx for 2005-2015.

Why should you support this proposal?

This proposal seeks to modify the boundaries of liver distribution areas to better match organ supply with
demand, ensuring more equitable access for those in need of liver transplant regardless of their place of
residence or listing. The Committee proposes eight mathematically-optimized districts (Figure 3) with
additional priority of 3 MELD or PELD points for those candidates that are both within the district and a
150-mile radius of the donor hospital upon initial district-wide sharing (also referred to as “proximity
points”). Candidates within the 150-mile radius of the donor hospital but outside of the district will receive
an additional 3 MELD or PELD points when sharing nationally. The Committee proposes district-wide
sharing of adult deceased donor livers for all candidates with a MELD or PELD of at least 29 before
introducing local (DSA) priority. The first eight classification categories for adult deceased donor livers are
provided in Table 2 below.

By establishing a district-wide sharing threshold of MELD or PELD 29 before allocating locally, and by
assigning proximity points within the district, this proposal provides the benefit of improved geographic
access to transplant but avoids the inefficient and costly transport of livers to candidates of nearly
identical allocation priority and medical urgency.

For all pediatric donors less than 18 years old, the Committee proposes district-wide sharing for all
candidates. Due to their acute medical urgency, Status 1A and 1B candidates do not receive additional
priority over other Status 1 candidates in the district based on proximity to the donor hospital.
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Figure 3. Proposed eight district map for deceased donor liver allocation.?®

Table 2. Proposed allocation of livers from deceased donors at least 18 years old for candidates
with a MELD or PELD of at least 15.

Classification Candidates that And are: Proximity points for any
are within the: candidates in this
classification?

1 OPQ’s district Adult or pediatric status 1A No

2 OPOQ'’s district Pediatric status 1B No

3 OPOQ'’s district MELD or PELD of at least 29 | Yes, if the candidate is
within both the district and
a 150-mile radius of the
donor hospital

4 OPO’s DSA MELD or PELD of at least 15 | No

5 OPO’s district MELD or PELD of at least 15 | No

6 Nation Adult or pediatric status 1A No

7 Nation Pediatric status 1B No

8 Nation MELD or PELD of at least 15 | Yes, if the candidate is
within a 150-mile radius of
the donor hospital

How is redistricting related to the rest of the Committee work plan?

At the June 2015 public forum, the Committee received overwhelming feedback that the current exception

system also contributes to geographic differences in access to liver transplant. For most patients with

chronic liver disease, the risk of death without access to liver transplant can be accurately predicted by
the MELD score. However, some candidates’ need for transplant is due to a complication of liver disease

that is not reflected in the calculated MELD score. In these instances, a liver transplant program may
request an exception score for the candidate. Unless a candidate meets the criteria for one of nine

15 See the proposed definition of district in Policy 1.2: Definitions for a list of the DSAs included in each of the districts.
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diagnoses in policy and is approved for a standardized MELD exception, the request is considered by the
transplant program’s Regional Review Board (RRB).

Currently, geographic differences exist in the MELD and PELD exception submission, review, and award
practices. If redistricting gives similar candidates equal access to transplant regardless of where they are
registered, then it requires that these candidates have similar medical urgency.

In response to community feedback, the Committee adopted a 2016-2017 work plan last January that is a
series of interrelated projects that aim to improve equity in access to liver transplant (Figure 4). The
Committee seeks to mitigate geographic differences in the exception system by replacing Regional
Review Boards (RRBs) with a National Liver Review Board (NLRB). As part of the NLRB project, the
Committee is also considering revisions to the MELD scores assigned to candidates meeting exception
criteria in policy as a means of curbing national inflation of the MELD score at transplant. The Committee
will also propose revisions to the eligibility criteria for the most common MELD exception request,
Hepatocellular Carcinoma (HCC). With these revisions to the exception system, MELD and PELD
exception scores will more accurately reflect the candidate’s disease severity and will be consistent
regardless of geography.

The Committee has submitted the adult MELD exception guidance document that the NLRB would use to
assess exception requests, as well as the HCC proposal, for public comment in August 2016. The full
NLRB proposal will be submitted for a second round of public comment in January 2017. The Committee
anticipates submitting the HCC proposal for Board consideration in December 2016 and the final NLRB
and redistricting proposals in June 2017.

Figure 4. OPTN/UNOS Liver and Intestinal Organ Transplantation Committee 2016-2017 Work Plan
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How was this proposal developed?

In June 2014, the Committee released the concept paper, “Redesigning Liver Distribution to Reduce
Variation in Access to Liver Transplantation.”'® This paper included a survey to solicit feedback. The
OPTN/UNOS hosted two public forums in September 2014 and June 2015 to engage the community in
discussion of alternatives to the current system of distribution.'” In the interim the Committee convened
four Ad Hoc Subcommittees, which included non-Committee members, to develop recommendations for
the development and implementation of solutions to reduce geographic disparity. One of these
recommendations was addition of proximity points, or additional MELD or PELD points for those
candidates that are both within a set radius of the donor hospital. This was intended to reduce the total
number of livers being transported, which incurs logistic and financial cost, for candidates with similar risk
of death.

Based on feedback received at the second forum, the Committee adopted a comprehensive work plan to
address geographic disparity in the MELD and PELD exception system (see How is redistricting related
to the rest of the Committee work plan?). In response to a proposed alternative to optimized districts,
the Committee also requested that the SRTR model 500-mile radial distribution based on the donor
hospital location, with additional proximity points given to local candidates (at radii of 150 and 250 miles).
The Committee commonly refers to this distribution scenario as “concentric circles.”

The Redistricting Subcommittee convened in February 2016, with the charge to recommend to the full
Committee an optimized system of distribution that reduces geographic variation in access to deceased
donor liver transplant. The expectation was that the full Committee would consider the optimized district
solution recommended by the Subcommittee in addition to concentric circles.

At the full Committee meeting in Chicago on April 27, the SRTR presented the modeling results for
concentric circles. Scenarios included assigning proximity points to all candidates, all lab MELD
candidates, and all candidates without HCC exception points. Key findings were as follows:

¢ Any of the tested redistricting or 500-mile radius circle with proximity points scenarios would
noticeably decrease disparity in median MELD at transplant (see Table 3 in How well does this
proposal address the problem statement?).

e The variance in median MELD at transplant is expected to decrease, while the nationwide median
MELD/PELD is expected to remain stable.

e Approximately 95% of transplants are estimated to occur within the 500 mile radius of the donor
hospital.

e All scenarios increase median transport time and distance; however, median transport distance
and percentage of organs flown is lowest in the eight district scenario.

Ultimately the Committee supported the Subcommittee’s recommendation, which was the current
proposal of eight districts with additional priority of 3 MELD or PELD points for those candidates that are
both within the district and a 150-mile radius of the donor hospital.

Although concentric circles also demonstrated a reduction in the variance of median MELD at transplant,
the Committee preferred optimization to determine the boundaries for distribution. Unlike choosing an
arbitrary radius for distribution, optimization provides a method for matching waiting list volume with organ
availability and takes into account constraints developed and outlined by the Committee (detailed in How
well does this proposal address the problem statement?). Modeling also indicated that substantially
more organs would have to be flown in a concentric circle distribution system (73.1% (72.5%, 73.4%)
versus 68.3 (68.1, 68.7) for the proposed eight districts without the MELD/PELD sharing threshold of 29;
see Table 3).

'6 Organ Procurement and Transplantation Network. “Redesigning liver distribution to reduce variation in access to liver
transplantation.” Richmond, VA, 2014, available at: https://optn.transplant.hrsa.gov/media/1269/liver_concepts_2014.pdf.
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The Subcommittee also recommended district-wide sharing of adult deceased donor livers for a subset of
the waiting list before introducing local (DSA) priority. Based on recent experience implementing “Share
35,” members believed that incremental implementation of district-wide sharing would give the transplant
community the opportunity to adapt to a large change while still reducing geographic disparity in access
to transplant. Before extending district-wide sharing to a larger portion of the waiting list, the Committee
will monitor the policy post-implementation and verify a reduction in the variance in median MELD at
transplant by DSA. The Subcommittee requested that the full Committee consider three options (where
“X” below represents a threshold MELD or PELD score to be determined by the Committee):

e Option 1: District-wide sharing for all MELDs and PELDs =X before introducing local priority

e Option 2: District-wide sharing for all calculated MELDs =X and any PELD =X, then exception
MELDs =X, before introducing local priority

e Option 3: District-wide sharing for calculated MELDs =X, non-HCC exception MELDs =X, and
any PELD =X. Then district-wide sharing for HCC exception MELDs =X. Finally, introduce local
priority.

The reason the Committee considered prioritizing calculated MELD candidates before exception MELD
candidates is because scores for certain exceptions do not accurately reflect waitlist mortality, and
exception practices are influenced by geography.18.19.20 However, in light of the Committee efforts to
implement revisions to the exception system at the same time as redistricting (see How is redistricting
related to the rest of the Committee work plan?), the majority of members supported Option 1.

The maijority of Committee members supported a MELD and PELD threshold of 29 for initial district-wide
sharing of adult deceased donor livers, since currently HCC candidates receive a MELD 28 after an initial
six months waiting at their lab MELD score. However, members requested modeling to examine the
disparity benefit with a MELD and PELD threshold of 25, 29, and 35 for initial district-wide sharing. The
Committee chose to proceed to public comment while collecting evidence for the final threshold in order
to receive feedback from the community on other aspects of the proposal for which the group has strong
consensus (12-Yes, 5-No, 0-Abstentions). The Committee will reconsider the proposed threshold based
on public comment and modeling results, as well as any new score assignment for HCC candidates as
part of the NLRB project.

How well does this proposal address the problem statement?

This proposal uses mathematical optimization to modify the boundaries of liver distribution areas to better
match organ supply with demand, ensuring more equitable access for liver candidates regardless of
where they register. Mathematical optimization is an analytic approach used in many industries as a
systematic way of selecting the best solution, with regard to a set of criteria or “constraints”, from a set of
alternatives.?"

The proposed distribution system was designed to minimize the sum of disparities over all the districts,
where disparity is the difference between the number of donors a region should have if organs went to the
highest MELD candidate anywhere in the US and the number of donors in a proposed district, subject to
the following constraints (determined by the Committee):

o Districts must respect the existing DSA boundaries and be contiguous.

e There must be a minimum of 6 transplant centers in any district.

®Massie, A. B., B. Caffo, S. E. Gentry, et al. “MELD exceptions and rates of waiting list outcomes.” American Journal of
Transplantation, 11(2011), 2362-2371.

% Rodriguez-Luna, H., H. E. Vargas, A. Moss, et al. “Regional variations in peer reviewed liver allocation under the MELD
system.” American Journal of Transplantation, 5(2005), 2244-2247.

2 Gish, R. G., R. J. Wong, G. Honerkamp-Smith, et al. “UNOS regional variations in appeal denial rates with non-standard
MELD/PELD exceptions: support for a national review board.” Clinical Transplantation 29(2015), 513-522.

2 Gentry S. E., A. B. Massie, S.W. Cheek, et al. “Addressing geographic disparities in liver transplantation through redistricting.”
American Journal of Transplantation 13(2013), 2052-8.
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e There should be a minimum of 4 and a maximum of 8 districts.
e There cannot be a significant increase in either waiting list deaths or the waiting list death rate.
e The median volume-weighted travel time is less than 3 hours.

After the proposed distribution system, and several alternatives, were designed using optimization, the
Committee employed the Liver Simulated Allocation Model (LSAM) to evaluate the various options with
regard to several metrics that included:

o Distribution and variance in median MELD or PELD at transplant
e Distribution and variance in transplant rate

e Distribution and variance in pre-transplant mortality rate

e Median transport distance and percentage of organs flying

The LSAM analyses were based on actual patient data for transplant candidates listed on the liver waiting
lists as of December 31, 2006, and candidates added to those waiting lists and organs donated between
January 1, 2007, and December 31, 2011. Please note that the results presented below are based on the
proposed 8 district model, without limiting initial district-wide sharing of adult deceased donor livers to
candidates that have at least a MELD or PELD 29. This is referred to as the “eight district model” below.
The Committee has an outstanding modeling request to examine the disparity benefit with a MELD and
PELD threshold of 25, 29, and 35 for initial district-wide sharing (see How was this proposal
developed?).

The 8 district model is projected to cut the current variance in median MELD or PELD at transplant in half
(2.9 (2.0, 3.6) vs. 6.2 (5.5, 6.9)).22 The variance in transplant rates is also projected to decrease. Overall
pre- and post-transplant deaths are not predicted to increase over the current system. The two
redistricting scenarios examined (4 and 8 districts with 150-mile in-district proximity circles awarding 3
additional allocation MELD/PELD points) appear to have the greatest effect on decreasing the variance in
transplant rates.

All redistricting and radial distribution (also referred to as “concentric circle”) options are predicted to
increase median transport time, distance, and the percent of organs flown; however, median transport
distance (in miles, 200 (195, 201)) and percentage of organs flown (68.3% (68.1%, 68.7%)) is lowest in
the 8 district scenario. Almost all transplants (approximately 95%) are projected to occur within the
district, with 50% occurring within the 150-mile proximity circle. A summary of outcome metrics of interest
for the final two alternative distribution systems the Committee considered on April 27 is provided in Table
3 below.

2 Schladt D., J. Pyke, C. Bolch, et al. “Scientific Registry of Transplant Recipients analysis report in response to a data request from
the OPTN Liver and Intestinal Organ Transplantation Committee regarding ongoing policy considerations.” April 20, 2016.
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Table 3. Outcome metrics for two modeled alternative distribution systems.

Variance in
median allocation

Median transport

Median transport

Percentage of

MELD/PELD points for
candidates within a
150-mile radius

SRS MELD/PELD at time (hours) distance (miles) organs flown
transplant by DSA
Current 6.2 (5.5, 6.9) 1.7 (1.7,1.7) 124 (121, 127) 54 .4 (53.8, 54.8)
Eight districts 2.9(2, 3.6) 1.8 (1.8, 1.8) 200 (195, 201) 68.3 (68.1, 68.7)
500-mile radial
distribution from the
donor hospital with 3 1, , (4 g 5 g) 19(1.9,1.9) 232 (230, 235) 73.1 (72.5, 73.4)

Table shows the mean estimate across the 10 modeled iterations of each scenario, followed by the range of estimates.

The LSAM predicts a slight (less than 2%) decrease in the number of transplants performed each year
under the 8 district model. However, this finding needs to be interpreted carefully since LSAM cannot
account for behavioral changes, especially in acceptance behavior. Simulation is based on previously-
collected data, and data collected does not include information on items such as transplant center or
physician behavior, nor can previous data be used to predict behavior change.

The predicted reduction in transplant rate can be traced back to a specific part of the LSAM, the
acceptance model, which assumes that a transplant program is more likely to turn down livers that are
shared outside of the recovering DSA or would need to travel for a long time to reach the transplant
center. This acceptance behavior is based on the fact that under historical allocation policy, most organs
shared beyond the local DSA are rejected by local centers. This behavior may be less likely to happen
under broader sharing or redistricting, and so this aspect of simulated acceptance behavior will change in
practice and is not included in the modeling.

While the LSAM cannot predict exact numbers or changes in behavior, it is best at projecting the direction
of large-scale changes, effects on large patient populations, and the direct impacts of allocation and
distribution changes. A comparison of Share 35 projected versus observed data post-implementation
demonstrated that the LSAM correctly predicted the direction of change of most outcome metrics of

interest.23

Which populations are impacted by this proposal?

The goal of this project is to reduce the geographic variance in median MELD at transplant among the
estimated 15,000 candidates waiting for a lifesaving liver transplant each day. This means that many
candidates in what are currently regions with lower organ availability will have greater access to lifesaving
organs and will likely be transplanted at lower MELD scores. Other candidates in regions that currently
have higher organ availability and are currently transplanted at relatively low MELD scores may be
transplanted at higher MELD scores. Additionally, this is not projected to increase overall pre-transplant
deaths (see a description of the constraints of the optimization design in How well does this proposal
address the problem statement?).

Overall, outcome metrics showed no major differences by pediatric age group, sex, or race/ethnicity that
would indicate that a subset of the population would be disadvantaged by the 8 district model. The
number of overall deaths (including pre-transplant, waiting list, and post-transplant deaths) prevented by
subgroup slightly increased compared with current policy. However, post-transplant deaths prevented by
pediatric status, sex, and race/ethnicity slightly decreased compared with current policy, indicating that

2 Pyke J., D. Schladt, S. Leppke, et al. “Historical comparison of projected and observed liver transplants” (poster presentation at
the American Transplant Congress, Philadelphia, Pennsylvania, May 2-6, 2015). Available at:

Page 11



http://www.srtr.org/publications/content/posters/2015/Historical_Comparison_of_Projected_and_Observed_Liver_Transplants.pdf

OPTN/UNOS Public Comment Proposal

redistricting may increase the number of post-transplant deaths. All redistricting scenarios, including the 8
district model, had a smaller effect on the number of increased post-transplant deaths for sex and
race/ethnicity subgroups when compared to the concentric circle scenarios.?*

How does this proposal impact the OPTN Strategic
Plan?

Increase the number of transplants: The LSAM predicts a slight (less than 2%) decrease in the number of
transplants performed each year under the 8 district model. However, this finding needs to be interpreted
carefully since LSAM cannot account for behavioral changes, especially in acceptance behavior. For
more information, see How well does this proposal address the problem statement?

Improve equity in access to transplants: The primary goal of this proposal is to improve geographic
disparity in access to liver transplant. The Final Rule states that access to transplant “shall not be based
on the candidate’s place of residence or place of listing.” However, among the current OPTN/UNOS
regions the difference in median MELD at transplant is as great as 9 points (34 vs 25), the equivalent of a
50 percentage point difference in the estimated risk of 3-month mortality without a liver transplant.?> The 8
district model is projected to cut the current variance in median MELD or PELD at transplant in half (2.9
vs. 6.2).26 The variance in transplant rates is also projected to decrease.

Improve waitlisted patient, living donor, and transplant recipient outcomes: Overall pre- and post-
transplant deaths are not predicted to increase over the current system.

Promote living donor and transplant recipient safety: No expected impact on this goal.

Promote the efficient management of the OPTN: No expected impact on this goal.

How will the OPTN implement this proposal?

If the OPTN/UNOS Board approves all the proposals in the Committee’s work plan, the OPTN/UNOS
plans to coordinate implementation such that the NLRB and revisions to standardized eligibility criteria for
HCC exceptions are in place upon the implementation of redistricting. See How is redistricting related
to the rest of the Committee work plan? for more information about active projects to modify the
exception system.

This proposal will require programming in UNetSM. The OPTN/UNOS will follow established protocols to
inform members and educate them on any policy changes through Policy Notices. Due to the significant
impact of these policy changes, the OPTN/UNOS will offer learning opportunities to specific audiences to
promote knowledge, awareness, and compliance related to policy and system changes in advance of
implementation. The OPTN/UNOS will deliver communications to the membership when instructional
offerings are available. Members should take advantage of relevant educational opportunities offered.

UNOS IT provides cost estimates for each public comment proposal that will require programming to
implement. The estimates can be small (108-419 hours), medium (420-749 hours), large (750-1,649
hours), very large (1,650-3,999 hours), or enterprise (4,000-8,000 hours). The IT estimate for this
proposal is enterprise.

How will members implement this proposal?

OPOs and transplant hospitals may need to devote significant effort in developing new working
relationships for organ offers that travel outside of current boundaries. Any broader sharing policy, and
especially one this significant, poses logistical and financial challenges. While approximately 50% of

2 Schladt D., J. Pyke, C. Bolch, et al. “Scientific Registry of Transplant Recipients analysis report in response to a data request from
the OPTN Liver and Intestinal Organ Transplantation Committee regarding ongoing policy considerations.” April 20, 2016.

% Based on OPTN data as of July 1, 2016

% Schladt D., J. Pyke, C. Bolch, et al. “Scientific Registry of Transplant Recipients analysis report in response to a data request from
the OPTN Liver and Intestinal Organ Transplantation Committee regarding ongoing policy considerations.” April 20, 2016.
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transplants are projected to occur within the 150-mile proximity circle and 95% within the district, the
percentage of organs flown is projected to increase by 13%.

OPOs

OPOs will need to prepare for the additional cost and coordination of transportation. It will also be
important to verify whether a center requires a back-up once it has formally accepted a liver. 27

Transplant Hospitals

Transplant hospitals will also need to prepare for the additional cost and coordination of transportation
and may consider using local procurement teams in some instances.

Will this proposal require members to submit additional
data?

No, this proposal does not require additional data collection.

How will members be evaluated for compliance with
this proposal?

The proposed language will not change the current monitoring of OPTN members. Organ allocation
according to the match run will still be subject to OPTN review, and members are required to provide
documentation as requested.

How will the sponsoring Committee evaluate whether
this proposal was successful post implementation?

Using pre vs. post comparisons, analyses will be performed post-implementation at approximate 6-month
intervals (up to 2 years) to identify trends and potentially unanticipated consequences of the policy.

The primary metric for evaluation of this policy change is the variance in the median MELD at transplant
by DSA, since the main goal of this policy is to reduce the variance in that metric.

Other metrics evaluated will include:
e Number of deceased donor liver transplants
e Size and composition of the waiting list
o Waiting list mortality rates, transplant rates
¢ Transplant recipient demographics (age, gender, diagnosis, ethnicity)
e Transplants by exception (HCC, non-HCC)
e Post-transplant survival rates, overall and stratified by MELD/PELD category
e Post-transplant length of stay
e Liver discard rates (of livers recovered)
e Livers not recovered

e Organ travel distance, cold ischemia time, donor risk index

27 A practice to prevent organ discard where the OPO has a local transplant center available to accept an organ if the primary offer
is unsuccessful.
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Policy or Bylaws Language

Proposed new language is underlined (example) and language that is proposed for removal is struck

through (example).

1.2 Definitions

District

A geographic area used in the allocation of certain organs. The districts are as follows:

District 1 includes the DSAs served by the following OPOs: LifeChoice Donor Services (CTOP),
Washington Regional Transplant Community (DCTC), LifeLink of Georgia (GALL), New England Organ
Bank (MAOB), The Living Legacy Foundation of Maryland (MDPC), LifeShare of the Carolinas (NCCM),

Carolina Donor Services (NCNC), New Jersey Organ and Tissue Sharing Network (NJTO), Center for
Donation and Transplant (NYAP), LiveOnNY (NYRT), Gift of Life Donor Program (PADV), LifeLink of
Puerto Rico (PRLL), LifePoint (SCOP), LifeNet Heath (VATB).

District 2 includes the DSAs served by the following OPOs: Gift of Life Michigan (MIOP), Finger Lakes
Donor Recovery Network (NYFL), Upstate New York Transplant Services Inc (NYWN), LifeBanc (OHLB),

Life Connection of Ohio (OHLC), Lifeline of Ohio (OHLP), and Center for Organ Recovery and Education

(PATF).

District 3 includes the DSAs served by the following OPOs: Gift of Hope Organ & Tissue Donor Network

(ILIP), Indiana Donor Network (INOP), Kentucky Organ Donor Affiliates (KYDA), LifeCenter Organ Donor

Network (OHOV), Tennessee Donor Services (TNDS), Wisconsin Donor Network (WIDN), and UW
Health Organ and Tissue Donation (WIUW).

District 4 includes the DSAs served by the following OPOs: Arkansas Regional Organ Recovery Agency

(AROR), Mid-America Transplant Services (MOMA), and Mid-South Transplant Foundation (TNMS).

District 5 includes the DSAs served by the following OPOs: lowa Donor Network (IAOP), LifeSource
Upper Midwest Organ Procurement Organization (MNOP), Midwest Transplant Network (MWOB),
Nebraska Organ Recovery System (NEOR), and LifeShare Transplant Donor Services of Oklahoma

(OKOP).

District 6 includes the DSAs served by the following OPOs: Alabama Organ Center (ALOB), TransLife
(FLEH), Life Alliance Organ Recovery Agency (FLMP), LifeQuest Organ Recovery Services

(FLUF), LifeLink of Florida (FLWC), Louisiana Organ Procurement Agency (LAOP), Mississippi Organ
Recovery Agency (MSOP), LifeGift Organ Donation Center (TXGC), Texas Organ Sharing Alliance
(TXSA), and Southwest Transplant Alliance (TXSB).

District 7 includes the DSAs served by the following OPOs: Donor Network of Arizona (AZOB), Donor
Alliance (CORS), New Mexico Donor Services (NMOP), and Intermountain Donor Services (UTOP).
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District 8 includes the DSAs served by the following OPOs: Donor Network West (CADN), Sierra Donor
Services (CAGS), OnelLegacy (CAOP), Lifesharing - A Donate Life Organization (CASD), Legacy of Life
Hawaii (HIOP), Nevada Donor Network (NVLV), Pacific Northwest Transplant Bank (ORUQO), and
LifeCenter Northwest (WALC).

Geographical Area

A physical area used to group potential transplant recipients in a classification. OPTN Policy uses the
following geographical areas for organ allocation: district, DSA, region, nation, and zones.

5.40rgan Offers
54B Order of Allocation

The process to allocate deceased donor organs occurs with these steps:

1. The match system eliminates candidates who cannot accept the deceased donor based on
size or blood type.

2. The match system ranks candidates according to the allocation sequences in the organ
allocation policies.

3. OPOs must first offer organs to potential recipients in the order that the potential recipients
appear on a match run.

4. If no transplant program on the initial match run accepts the organ, the host OPO may give
transplant programs the opportunity to update their candidates’ data with the OPTN
Contractor. The host OPO must re-execute the match run to allocate the organ.

5. If no transplant program within the DSA or through an approved regional sharing

arrangement accepts the organ the Organ Center will aIIocate an—abdenﬂnaJ-ergan—ﬂret

Atleeatrenef—l:unge the organ accordlnq to pollcv

6. Members may export deceased donor organs to hospitals in foreign countries only after
offering these organs to all potential recipients on the match run. Members must submit the
Organ Export Verification Form to the OPTN Contractor prior to exporting deceased donor
organs.

This policy does not apply to VCA transplants; instead, members must allocate VCAs according to Policy
12.2: VCA Allocation.

9.6Liver Allocation, Classifications, and Rankings

9.6.B Allocation of Livers for Other Methods of Hepatic Support

A liver must be offered first for transplantation according to the match run before it is offered for use in
other methods of hepatic support. If the liver is not accepted for transplant within 6 hours of attempted
allocation by the OPTN Contractor, the OPTN Contractor will offer the liver for other methods of hepatic

support accordrnq to Tables 9-6, 9 7, and 9-8 belowte—status—1#and4%eanerdates—feuewed—b%aﬂ
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9.6.C Allocation of Livers by Blood Type

Livers from blood type O deceased donors may be offered to any of the following:

e Status 1A and 1B candidates.
e Blood type O candidates.
¢ Blood type B candidates with a MELD or PELD score = 30.

¢ Any remaining blood type compatible candidates once the blood type O and B candidates on
the match run have been exhausted at the regional district and national level.

For status 1A or 1B candidates or candidates with a MELD or PELD score = 30, transplant hospitals may
specify on the waiting list if those candidates will accept a liver from a deceased donor of any blood type.
Candidates are given points depending on their blood type according to Policy 9.5.B: Points Assigned by
Blood Type.

9.6.D MELD or PELD Points for Geographic Proximity to the Donor
Hospital

At the time of the match run, a liver candidate with a MELD or PELD score registered at a transplant
hospital within a 150 mile radius of the donor hospital receives three additional MELD or PELD points.

9.6.BE Sorting Within Each Classification

Within each status 1A allocation classification, candidates are sorted in the following order:

wa|t|nq t|me and blood tvpe compatlblhtv pomts (h|qhest to | west) accordlnq to Policy 9.5:
Liver Allocation Points
2. Total waiting time at status 1A (highest to lowest)

Within each status 1B allocation classification, candidates are sorted in the following order:

1. Totalpoeints-(highesttolowest) Total waiting time and blood type compatibility points (highest

to lowest), according to Policy 9.5: Liver Allocation Points
2. Total waiting time at status 1B (highest to lowest)

Within each allecation MELD or PELD score allocation classification, candidates with a-scere-<-six a
MELD of 6 or a PELD score less than or equal to 6 are sorted in the following order:
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First, all candidates are sorted in the following order:

a. Identical blood types, compatible blood types, then incompatible blood types

b. Waiting time at the current or higher MELD or PELD score (highest to lowest)

c. Total waiting time (highest to lowest)

Then pediatric candidates are sorted by their PELD score, calculated according to Policy
9.1.E: PELD Score (highest to lowest).

Within each allecation MELD or PELD score allocation classification, all other candidates are sorted in the
following order:

pPON~

MELD or/PELD score (highest to lowest)

Identical blood types, compatible blood types, then incompatible blood types
Waiting time at the current or higher MELD or PELD score (highest to lowest)
Total waiting time (highest to lowest)-

9.6.EF  Allocation of Livers from Deceased Donors at Least 18 Years Old

Livers from deceased donors at least 18 years old are allocated to candidates according to Table 9-6

below.
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Table 9-6: Allocation of Livers from Deceased Donors at Least 18 Years Old

1 OPQO’s region Adult or pediatric-status 1A
2 OPQO’s region Pediatric status 1B
3 OPQ’s DSA MELD/PELD of 40
4 OPQO’s region MELD/PELD of 40
5 OPQO's DSA MELD/PELD of 39
6 OPQO’s region MELD/PELD of 39
7 OPQO's DSA MELD/PELD of 38
8 OPQ’s region MELD/PELD of 38
9 OPQ’s DSA MELD/PELD of 37
10 OPQO’s region MELD/PELD of 37
11 OPQ’s DSA MELD/PELD of 36
12 OPQ’s region MELD/PELD of 36
13 OPQO's DSA MELD/PELD of 35
14 OPQ’s region MELD/PELD of 35
15 OPQ’s DSA MELD/PELD of atleast 15
16 OPQO’s region MELD/PELD of atleast 15
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19 Nation MELD/PELD of atleast-15
20 OPO’s DSA MELD/PELD less-than-15
2% OPQO’s region MELD/PELD less-than-15
22 Nation MELD/PELD less-than-15
24 OPQO’s region type
25 OPO's DSA MELD/PELD of 39-and-compatible-blood-type
26 PO’ . MELD/PELD of 39 and ible_blood
27 OPO’s BSA MELD/PELD of 38-and-compatible-blood-type
28 PO’ . MELD/PELD of 38 and ible_blood
29 OPO's DSA MELD/PELD of 37 and-compatible- blood-type
30 PO’ . MELD/PELD of 37 and ble blood
31 OPO's DSA MELD/PELD of 36-and-compatible-blood-type
32 PO’ . MELD/PELD of 36 and ible_blood
33 OPO’s BSA MELD/PELD of 35-and-compatible-blood-type
a1 PO’ . MELD/PELD of 35 and ible_blood
] MELD/PELD of atleast-15-and-compatible-blood
35 OPO’'s BDSA type
36 OPQO’s region type
: MELD/PELD of atleast-15-and-compatible-bloed
37 Nation type
; MELD/PELD-less-than-15-and-compatible blood
38 OPO's DSA type
39 OPO’s region type
. MELD/PELD less-than-15-and-compatible blood
40 Nation type
Podiatr] 1B andi of off hod
42 OPO’s DSA ‘ ;
" ’ _ Ad " .. 7 T {of off
. Peodiatr] 1B and | {of off hod
45 OPO’sregion ‘ X
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Classification

Candidates that
are within the:

When the
donor is

this blood
type:

1 OPQ’s district Adult or pediatric status 1A Any
2 OPQ’s district Pediatric status 1B Any
3 OPQ’s district MELD or PELD of at least 29 Any
4 OPQO’s DSA MELD or PELD of at least 15 Any
5 OPQ’s district MELD or PELD of at least 15 Any
6 Nation Adult or pediatric status 1A Any
7 Nation Pediatric status 1B Any
8 Nation MELD or PELD of at least 15 Any
9 OPQO’s DSA MELD or PELD less than 15 Any
10 OPQ’s district MELD or PELD less than 15 Any
11 Nation MELD or PELD less than 15 Any
12 OPO’s district MELD or PELD of gt least 29, (o]
= - blood type compatible

13 OPO’s DSA MELD or PELD of gt least 15, (0]
= - blood type compatible

14 OPO's district MELD or PELD of gt least 15, @]
= —_— blood type compatible

. MELD or PELD of at least 15,

15 AL blood type compatible -
16 OPO’s DSA MELD or PELD Ies.s than 15, o
= E— blood type compatible
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Classification

Candidates that
are within the:

OPOQO’s district

And are: When the
donor is

this blood
type:

()

MELD or PELD less than 15,
blood type compatible

Nation

MELD or PELD less than 15,
blood type compatible

(@)

OPQO’s DSA

Adult or pediatric status 1A, in
need of other method of hepatic

support

E

OPQO’s DSA

Pediatric status 1B, in need of
other method of hepatic support

E

OPQO’s DSA

Any MELD or PELD, in need of
other method of hepatic support

E

OPOQO’s district

Adult or pediatric status 1A, in
need of other method of hepatic

support

E

OPQ'’s district

Pediatric status 1B, in need of
other method of hepatic support

E

OPOQO’s district

Any MELD or PELD, in need of
other method of hepatic support

E

Nation

Adult or pediatric status 1A, in
need of other method of hepatic

support

E

Nation

Pediatric status 1B, in need of
other method of hepatic support

E

Nation

Any MELD or PELD, in need of
other method of hepatic support

E

OPQO’s DSA

Any MELD or PELD, in need of
other method of hepatic
support, blood type compatible

(@)

OPQ’s district

Any MELD or PELD, in need of
other method of hepatic
support, blood type compatible

(@)

Nation

Any MELD or PELD, in need of
other method of hepatic (6]
support, blood type compatible

9.6.FG Allocation of Livers from Deceased Donors 11to 17 Years Old

Livers from deceased donors 11 to 17 years old are allocated to candidates according to Table 9-7 below.
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152 Table 9-7: Allocation of Livers from Deceased Donors 11to 17 Years Old

hin the:

1 OPRPQ’s DSA Pediatric-status1A

2 OPO'sregion Pediatric-status1A

3 OPRPQ’s DSA Adultstatus 1A

4 OPO’s region Adultstatus 1A

5 OPQO’'s DSA Pediatric-status1B

6 OPO’s region Pediatric-status1B

7 OPO’'s DSA-orregion Any-PELD

8 OPO's DSA MELD-of atleast15-and-12-to-17years-old

9 OPO's DSA MELD of at least-15-and-atleast 18- yearsold

10 OPQO’sregion MELD-of atleast 15-and-12to- 17 years-old

11 OPO’sregion MELD-of at-least15-and-atleast 18-years-old

2 OPO's DSA MELD less-than15-and-12to-17 yearsold

13 OPO's DSA MELD less-than-15-and-atleast-18-years-old

14 OPO’sregion MELD-less-than-15-and-12to-17-years-old

15 OPO’sregion MELD-less-than15-and-atleast18-years-old

16 Nation Pediatric-status 1A

17 Nation Adult status 1A

18 Nation Pediatric-status1B

19 Nation AnryPELD

20 Nation Any-MELD-and-1210-17-years-old

21 Nation Any-MELD and-atleast-18-years-old

22 OPO’s region Any-PELD,and-compatible blood-type
compatible-blood-type
compatible bleod-type
compatible-blood-type
compatible-bleod-type
compatible-blood-type
compatible-bleod-type
compatible-blood-type

31 Nation 0-to- 11 years-old-and-compatible blood-type
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22 Nati 12 40 17 ld and tible_blood
33 Nati Any-MELD atHeast 18-years-old,-and-compatible
blood-type
34 OPRPQ’s DSA ’ tslu”It GI pﬁelehat o status-tA-andn-need-otother

Podiatr] T T | of off hod of
35 OPQO’'s DSA | )
) Any-MELD/PELD and-in-need-of other method-of
36 OPRPQ’s DSA | i
37 OPO’sregion ’ ‘Emllt Ell lEEEIE“Em'ﬁ. SERE I'l SERE T RIS G
_ Podiatri T ¥ | of oft thod of
38 OPO’sregion I :
39 OPO’sregion I ;
40 Nation ’ ‘E!HIH GI pﬁelellat 6 statustA-andin-need-ofother
_ Pediatr T T of of hod of
41 Nation | A
: Any-MELD/PELD and-in-need-of othermethod-of
42 Nation I :
0 Anry-MELD/PELD inneed-of othermethod-of
43 OPQ’s DSA I ; I ible blood
44 OPO’sregion I f t-and-compatible-blood-type
. Any-MELD/PELD-in-need-of othermethod-of
45 Nation I ; I ible blood
153
Classification Candidates that And are: When the
are within the: donor is this
blood type:
1 OPQ'’s district Pediatric status 1A Any
2 OPQ’s district Adult status 1A Any
3 OPQ’s district Pediatric status 1B Any
4 OPQ’s district Any PELD Any
e MELD of at least 15, 12 to
5 OPQ'’s district 17 vears old Any
s MELD of at least 15, at least
6 OPQ’s district 18 vears old Any
7 OPO’s district MELD less than 15, 12 to 17 Any
- years old
s MELD less than 15, at least
8 OPQ’s district 18 vears old Any
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Classification Candidates that And are: When the

are within the: donor is this
blood type:

Any
Any
Any
Any
Any

Nation Pediatric status 1A
Nation Adult status 1A
Nation Pediatric status 1B

Nation Any PELD
Any MELD, 12 to 17 years
old

Any MELD, at least 18 years
old

Any PELD, blood type
compatible

MELD at least 15, 12 to 17
16 OPQ’s district years old, blood type (@)
compatible

MELD at least 15, at least 18
17 OPQ'’s district years old, blood type (o]
compatible

MELD less than 15, 12 to 17
18 OPQ’s district years old, blood type (@)
compatible

MELD less than 15, at least
19 OPQ’s district 18 years old, blood type
compatible

Any PELD, blood type
compatible

Any MELD, 12 to 17 years
old, blood type compatible

Any MELD, at least 18 years
old, blood type compatible =

IS {I= {15 e

|55

Nation

|I—‘
N

Nation

E

15 OPQ’s district

(@)

(@)

(@)

20 Nation

21 Nation

(@)

22 Nation

Adult or pediatric status 1A,
23 OPQ’s district in need of other method of
hepatic support

Pediatric status 1B, in need
24 OPQ'’s district of other method of hepatic
support

Any MELD or PELD, in need
25 OPQ’s district of other method of hepatic
support

Adult or pediatric status 1A,
26 Nation in need of other method of
hepatic support

Pediatric status 1B, in need
27 Nation of other method of hepatic Any
support

E

E

E

E
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Classification Candidates that And are: When the

are within the: donor is this
blood type:

Any

Any MELD or PELD. in need
28 Nation of other method of hepatic
support

Any MELD or PELD, in need
of other method of hepatic o
support, blood type =
compatible

Any MELD or PELD, in need
of other method of hepatic
support, blood type
compatible

29 OPQ’s district

30 Nation

(@)

154

155 9.6.6H Allocation of Livers from Deceased Donors Less than 11 Years
156 Oold

157 Livers from donors less than 11 years old are allocated to candidates according to Table 9-8 below.
158

159 Table 9-8: Allocation of Livers from Deceased Donors less than 11 Years Old

1 OPO’sregion Pediatric-status-1tA

2 Nation Pediatric-status 1A(0-11)

3 OPO's DSA Adultstatus—1A

4 OPO's-Regien Adultstatus—1A

5 NPO’s Regi Pediatr B

6 OPO's-Regioen Any-PELD

7 OPO's DSA MELD-of atleast-15-and-12to-17years-old
8 OPO's DSA MELD of at least-15-and-atleast 18- years-old
9 OPO's R ﬁl:D—ef—at—leasHé—and—at—leasMQ—te%ea#s
10 OPO’s Region MELD of atleast 15-and-atleast 18-yearsold
11 OPO's DSA MELDless-than15-and-12-to-17yearsold
12 OPO's BDSA MELD-less-than-15-and-at-least18-years-old
13 OPO’s Region MELD less-than15-and-12 to-17 yearsold
4 OPO’s Region MELD-less-than15-and-atleast 18-yearsold
15 Nation Status-1tA-and-12-to-17-years-old

16 Nation Status1A-and-atleast18-yearsold

17 Nation Status1B-and-0-to-17yearsold

18 Nation Any-PELD

19 Nation Ary-MELD and-12 {017 yearsold
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Classification

Candidates
that are

within the...

donor is

this blood

1 OPQO'’s district Pediatric status 1A Any
2 Nation Pediatric status 1A, 0 to 11 years old Any
3 OPQ’s district Adult status 1A Any
4 OPQO'’s district Pediatric status 1B Any
5 OPQO'’s district Any PELD Any
6 OPQ’s district MELD of at least 15, 12 to 17 years old Any
7 OPQO'’s district MELD of at least 15, at least 18 years old Any
8 OPQ’s district MELD less than 15, 12 to 17 years old Any
9 OPQ’s district MELD less than 15, at least 18 years old Any
10 Nation Pediatric status 1A, 12 to 17 years old Any
11 Nation Adult status 1A Any
12 Nation Pediatric status 1B, 0 to 17 years old Any
13 Nation Any PELD Any
14 Nation Any MELD, 12 to 17 years old Any
15 Nation Any MELD, at least 18 years old Any
16 OPQ’s district Any PELD, compatible blood type o
(0)

MELD of at least 15, 12 to 17 years old,

= OIPLTe ol blood type compatible

18 OPO’s district MELD of at least 15, at least 18 years old, o

= — blood type compatible =

e MELD less than 15, 12 to 17 years old,

L ORIt blood type compatible o)

20 OPO's district MELD less than 15, at least 18 years old, o
B blood type compatible

21 Nation Any PELD, blood type compatible (o]

29 Nation Any ME_LD, 12 to 17 vears old, blood type o

= —_— compatible

23 Nation Any MELD, at least 18 years old, blood o

type compatible
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163

164
165

166
167

Classification Candidates And are... When the
that are donor is
within the... this blood

type:
e Adult or pediatric status 1A, in need of
2 OPO’s district other method of hepatic support Any
e Pediatric status 1B, in need of other
= OPO's district method of hepatic support ALY
. e Any MELD or PELD, any age, in need of
26 OPO’s district other method of hepatic support Any
. Adult or pediatric status 1A, in need of
27 Nation other method of hepatic support Any
o8 Nation Pediatric status 1B. in need of other AN
= e method of hepatic support Any
. Any MELD or PELD, any age, in need of
22 Nation other method of hepatic support Any
Any MELD or PELD, any age, in need of
30 OPQ’s district other method of hepatic support, and (o]
blood type compatible
Any MELD or PELD, any age, in need of
31 Nation other method of hepatic support, and (o]
blood type compatible

9.6.Hl  Allocation of Liver-Intestines from Deceased Donors at Least 18

Years Old

Livers and intestines from deceased donors at least 18 years old are allocated to candidates according to

Table 9-9 below:

Table 9-9: Allocation of Liver-Intestines from Deceased Donors at Least 18 Years Old

withinthe:

. PO’ roai Liver of liver-intestine. adu — :
5 PO reci Liveror fiver intostine_pediat ~
3 PO DSA I S ———E Ty
2 PO’ roai Liver or liver intostine MELD/PELD of 40
c PO DSA I S E T
. PO’ roai Liver or liver intostine MELD/PELD of 36
1 PO DSA T ——E T
s PO roai Liver or fiver intostine MELD/PELD of 38
5 PO DSA I ST ————E T
o PO’ roai Liver or liver intostine MELD/PELD of 37
o PO DSA T
e PO’ roai Liver or liver intostine MELD/PELD of 36
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170

Classification  Candidates And are: When the donor
that are within is this blood
the: type:

e Liver or liver-intestine, adult
= OPO’s district or pediatric status 1A L]
. Liver or liver-intestine,
2 L s pediatric status 1B s
. e Liver or liver-intestine, MELD
3 OPO’s district or PELD of at least 30 L]
. Liver-intestine, adult or
4 Nation pediatric status 1A Any
. Liver-intestine, pediatric
2 Nation status 1B Any
6 Combined OPQ’s | Liver-intestine, any MELD or An
= district and nation | PELD ony
, Liver, MELD or PELD of at
7 OPQ’s DSA least 15 Any
e Liver, MELD or PELD of at
8 OPOQO's district least 15 Any
9 Nation I{Xer, adult or pediatric status Any
10 Nation Liver, pediatric status 1B Any
. Liver, MELD or PELD of at
11 Nation least 15 Any
, Liver, MELD or PELD less
12 OPQ’s DSA than 15 Any
e Liver, MELD or PELD less
13 OPQ's district than 15 Any
. Liver, MELD or PELD less
14 Nation than 15 Any
Liver or liver-intestine, MELD
15 OPQO’s DSA or PELD of at least 40, blood (6]
type compatible
Liver or liver-intestine, MELD
16 OPQ’s district or PELD of at least 40, blood (o]
type compatible
Liver or liver-intestine, MELD
17 OPQO’s DSA or PELD of at least 39, blood (6]
type compatible
Liver or liver-intestine, MELD
18 OPQ’s district or PELD of at least 39, blood (o]
type compatible
Liver or liver-intestine, MELD
19 OPQO’s DSA or PELD of at least 38, blood (o]
type compatible




Classification

Candidates When the donor
that are within is this blood

the: type:
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OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 38, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 37, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 37, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 36, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 36, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 35, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 35, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 34, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 34, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 33, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 33, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 32, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 32, blood

type compatible

(@)

OPQO’s DSA

Liver or liver-intestine, MELD

or PELD of at least 31, blood
type compatible

(@)

OPQ’s district

Liver or liver-intestine, MELD

or PELD of at least 31, blood

type compatible

(@)




Classification

Candidates

that are within

the:

And are: When the donor
is this blood

type:

OPQ’s DSA

Liver or liver-intestine, MELD
or PELD of at least 30, blood

type compatible

(@)

OPOQO’s district

Liver or liver-intestine, MELD
or PELD of at least 30, blood

(@)

type compatible

Combined OPQO’s

Liver-intestine, any MELD or

district and nation

(@)

PELD, blood type compatible

OPQO’s DSA

Liver, MELD or PELD of at
least 15, blood type

compatible

(@)

OPQ'’s district

Liver, MELD or PELD of at
least 15, blood type

(@)

compatible

Nation

Liver, MELD or PELD of at
least 15, blood type

compatible

(@)

OPQ’s DSA

Liver, MELD or PELD less
than 15, blood type

compatible

(@)

OPOQO’s district

Liver, MELD or PELD less
than 15, blood type

(@)

compatible

Nation

Liver, MELD or PELD less
than 15, blood type

compatible

(@)

OPQO’s DSA

Liver or liver-intestine, adult
or pediatric status 1A, in need
of other method of hepatic

support

OPQO’s DSA

Liver or liver-intestine,
pediatric status 1B, in need of
other method of hepatic

support

E

OPQO’s DSA

Liver or liver-intestine, any
MELD or PELD, in need of
other method of hepatic

support

OPQ'’s district

Liver or liver-intestine, adult
or pediatric status 1A, in need
of other method of hepatic

support

E

OPQ'’s district

Liver or liver-intestine,
pediatric status 1B, in need of
other method of hepatic

support

E




Classification

Candidates When the donor
that are within is this blood

the: type:

Page 33

OPQ'’s district

Liver or liver-intestine, any
MELD or PELD, in need of
other method of hepatic

support

E

Nation

Liver or liver-intestine, adult
or pediatric status 1A, in need
of other method of hepatic

support

Nation

Liver or liver-intestine,
pediatric status 1B, in need of
other method of hepatic

support

E

Nation

Liver or liver-intestine, any
MELD or PELD, in need of
other method of hepatic

support

OPQO’s DSA

Liver or liver-intestine, adult
or pediatric status 1A, in need
of other method of hepatic
support, and blood type

compatible

(@)

OPQ’s district

Liver or liver-intestine, adult
or pediatric status 1A, in need
of other method of hepatic

support, and blood type
compatible

(@)

Nation

Liver or liver-intestine, adult
or pediatric status 1A, in need

of other method of hepatic
support, and blood type

compatible

(@)

OPQO’s DSA

Liver or liver-intestine,
pediatric status 1B, in need of
other method of hepatic
support, and blood type

compatible

(@)

OPQ'’s district

Liver or liver-intestine,
pediatric status 1B, in need of
other method of hepatic

support, and blood type
compatible

(@)

Nation

Liver or liver-intestine,
pediatric status 1B, in need of
other method of hepatic
support, and blood type

compatible

(@)




171
172

173

174
175

176

177
178
179
180

181
182

183

184
185

186
187

188

189
190
191
192

193
194

195

Classification Candidates When the donor
that are within is this blood

the: type:

Liver or liver-intestine, any
MELD or PELD, in need of
59 OPQO’s DSA other method of hepatic
support, and blood type
compatible

Liver or liver-intestine, any
MELD or PELD, in need of
60 OPQ’s district other method of hepatic
support, and blood type
compatible

Liver or liver-intestine, any
MELD or PELD, in need of
61 Nation other method of hepatic
support, and blood type
compatible

(@)

(@)

(@)

9.6.J Allocation of Combined Liver-Intestines from Donors 11 to 17 Years

old

For combined liver-intestine allocation from donors 11 to 17 years old, the liver must first be offered as
follows:

1. According to Policy 9.6.F: Allocation of Livers from Deceased Donors 11 to 17 Years Old
2. Sequentially to each liver candidate, including all MELD and PELD candidates, through
national Status 1A and 1B offers

The liver may then be offered to combined liver-intestine potential recipients sequentially according to the
intestine match run.
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196 9.6.4K Allocation of Liver-Intestines from Donors less than 11 Years Old

197  Livers and intestines from donors less than 11 years old are allocated to candidates according to Table 9-
198 10 below.

199

200 Table 9-10: Allocation of Combined Liver-Intestines from Donors less than 11 Years Old
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201
202
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Table 9-10: Allocation of Combined Liver-Intestines from Donors less than 11 Years Old

Classification  Candidates And are: When the
that are within donor is this
the: blood type:

s Liver or liver-intestine, pediatric
1 OPQ’s district status 1A Any
. Liver or liver-intestine, pediatric
2 Nation status 1A, 0 to 11 years old Any
. Liver-intestine, pediatric status
3 Nation 1A, 12 to 17 years old Any
S e Liver or liver-intestine, adult
4 OPQ's district status 1A Any
S e Liver or liver-intestine, pediatric
5 OPQ'’s district status 1B Any
S e Liver or liver-intestine, PELD
8 OPQ's district greater than 20 Any
7 Nation Liver-intestine, pediatric status 1B Any
. Liver-intestine, PELD greater
8 Nation than 20 Any
S e Liver or liver-intestine, PELD less
2 OPQ’s district than or equal to 20 Any
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Classification  Candidates And are: When the
that are within donor is this
the: blood type:

s e Liver or liver-intestine, MELD of
10 OPOQ's district at least 15, 12 to 17 years old Any
s e Liver or liver-intestine, MELD of
1 OPOQ's district at least 15, at least 18 years old Any
s e Liver or liver-intestine, MELD less
12 OPOQ's district than 15, 12 to 17 years old Any
s Liver or liver-intestine, MELD less
13 OPOQ's district than 15, at least 18 years old Any
. Liver, pediatric status 1A, 12 to
14 Nation 17 years old Any
. Liver or liver-intestine, adult
15 Nation status 1A Any
16 Nation Liver, pediatric status 1B Any
17 Nation Liver or liver-intestine, any PELD Any
. Liver or liver-intestine, any MELD,
18 Nation 12 to 17 years old Any
. Liver or liver-intestine, any MELD,
£ Nation at least 18 years old Any
20 OPO's district Liver or Ilver-lntest!ne, any PELD, o
I blood type compatible
Liver or liver-intestine, MELD of
21 OPQ’s district at least 15, 12 to 17 years old, (o]
and blood type compatible
Liver or liver-intestine, MELD of
22 OPQ’s district at least 15, at least 18 years old, (o]
and blood type compatible
Liver or liver-intestine, MELD less
23 OPQ’s district than 15, 12 to 17 years old, and (o]
blood type compatible
Liver or liver-intestine, MELD less
24 OPQ’s district than 15, at least 18 years old, (o]
and blood type compatible




Classification

Candidates

that are within

the:

And are: When the
donor is this

blood type:

Nation

Liver or liver-intestine, any PELD,
blood type compatible

(@)

Nation

Liver or liver-intestine, any MELD,
12 to 17 years old, and blood

type compatible

(@)

Nation

Liver or liver-intestine, any MELD,
at least 18 years old, and blood

type compatible

(@)

OPQO’s district

Liver or liver-intestine, adult or
pediatric status 1A, in need of

E

other method of hepatic support

OPQO’s district

Liver or liver-intestine, pediatric
status 1B, in need of other

E

method of hepatic support

OPQO’s district

Liver or liver-intestine, any MELD
or PELD, in need of other method

E

of hepatic support

Nation

Liver or liver-intestine, adult or
pediatric status 1A, in need of Any
other method of hepatic support

Nation

Liver or liver-intestine, pediatric
status 1B, in need of other Any
method of hepatic support

Nation

Liver or liver-intestine, any MELD
or PELD, in need of other method Any
of hepatic support

OPQ’s district

Liver or liver-intestine, adult or
pediatric status 1A, in need of
other method of hepatic support,
and blood type compatible

(@)

Nation

Liver or liver-intestine, adult or
pediatric status 1A, in need of
other method of hepatic support,
and blood type compatible

(@)




Classification

Candidates

that are within

the:

And are: When the
donor is this

blood type:

OPOQ'’s district

Liver or liver-intestine, pediatric
status 1B, in need of other
method of hepatic support, and
blood type compatible

(@)

Nation

Liver or liver-intestine, pediatric
status 1B, in need of other
method of hepatic support, and
blood type compatible

(@)

OPQO’s district

Liver or liver-intestine, any MELD
or PELD, in need of other method
of hepatic support, and blood

type compatible

(@)

Nation

Liver or liver-intestine, any MELD
or PELD, in need of other method
of hepatic support, and blood

type compatible

(@)

[Cross-references to headings and table captions affected by the re-numbering of this policy will also be

changed as necessary.]
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