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DAY ONE—MARCH 12, 2015

Welcome and Opening Remarks

Mark Barr, M.D., Chair, ACOT

Dr. Batr called the meeting to order at 8:31 a.m. and welcomed the participants. For the
many new members of ACOT, he explained that work groups play an important role. He
encouraged members to join a work group if they have expertise to contribute and can
commit the time required. Dr. Barr described the establishment and role of the ACOT,
noting that the Committee advises the HHS Secretary, through HRSA, on all aspects of
organ donation, procurement, allocation, and transplantation. Dr, Barr outlined the
membership of the Committee and its activities.

At present, ACOT has five active work groups:

» Alignment of Centers for Medicare and Medicaid Services (CMS) Regularlty

- Requirements with Organ Procurment and Transplantation Network (OPTN) and
HRSA

* Declining Rates of Donation/Geographical and Other Variations in Organ
Distribution

¢ Research Barriers to Donor Management and Innovation

e Kidney Paired Donation (KPD)

¢ Brain Death Determination

Work groups may include non-ACOT members. Dr, Barr suggested ACOT members
consider others in the field who may be good candidates for a work group.
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Introduction of All Members and Reoll Call
Patricia Stroup, M.B.A., M.P.A., HRSA
Ms. Stroup called the roli, and ACOT members introduced themselves.

Program Report, Division of Transplantation (DoT), HRSA

Bob Walsh, Direcfor, DoT

Mr. Walsh introduced his update by noting that there has been little new activity since the
ACOT met in January 2015. The OPTN Kidney Allocation System (KAS) went into
effect in December 2014, establishing criteria for the use of donated kidneys that rely on
more objective aspects than waiting time. Data gathered so far have identified no
unintended consequences of the new system.

The OPTN Liver and Intestinal Organ Transplantation Committee is working with the
Scientific Registry of Transplant Recipients (SRTR) to examine potential new districts
for liver allocation, largely in response to an ACOT recommendation to move toward a
more objective allocation system. The OPTN published its concepts and gathered
comments through a public forum in September 2014. It is evaluating the input and plans »
to release another document for public comment in June. ]

Some years ago, HRSA awarded a fellowship to an expert in logistics, which led to the
development of TransNet, a tablet-based application to streamline processes within organ
procurement organizations (OPOs). The application is being deployed and has already led
to dramatic improvements in workflow and reduced errors.

Building on the success of community partnerships, the HHS Chief Technology Officer
has partnered with organizations outside of HHS to fund the Innovator-in-Residence
fellowship. The recipient will work closely with communities to identify problems and
propose novel solutions. Past and current projects include efforts around patient
engagement, home-based health care innovations, and use of geospatial information
platforms for health communications.

The Human Immunodeficiency Virus (HIV) Organ Policy Equity (HOPE) Act became
law in November 2013. It allows transplantation of organs procured from HIV-positive
individuals to HIV-positive individuals in need. Mr. Walsh said HRSA is working closely
with the National Institutes of Health (NIH) to develop research criteria,

The University of Michigan has entered into a cooperative agreement with HRSA to
continue operation of the National Living Donor Assistance Center, which reimburses for
- travel and subsistence expenses related to organ donation. In addition, HRSA established
a cooperative agreement with the Lewin Group to conduct the National Goals Study.,

Mr. Walsh said the national goals set 10 years ago were helpful, because the community
rallied around them. The Lewin Group study will help HRSA evaluate progress toward
the current goals and provide an overview of all the current activities. The findings will
be used to inform future national goals that will aid in achieving the ultimate goal of
providing more transplantations for people in need.

ACOT Meeting Summary, March 12-13, 2015 7



Mr. Walsh described HRSA’s use of traditional and new media for outreach and
education, including, for example, paid advertising in the programs of several
professional sports events, which are likely to reach a new audience. He noted that the
DoT uses Facebook to reach a large population quickly. The Facebook page includes
short videos and graphics that partners can share on their own social media sites. A 5-
minute-long video describing the organ donation process was posted on Facebook and
YouTube and has been very popular, Mr. Walsh said. Other outreach efforts include a
partnership with the retail pharmacy Walgreens, which will print information about organ
donation on its prescription receipts.

The DoT is focusing on pediatric organ donation, and during the 2015 Donate Life
Month (March), messaging will focus on pediatric donation. The American Academy of
Pediatrics has expressed interest in working more closely with the transplant community
and will actively promote the message to members and patients’ families.

The Workplace Partnership for Life began in 2003 as an effort to promote and educate
about organ and tissue donation. Most recently, the program has focused on engaging
hospitals, which will push information out to staff and patients.

In closing, Mr. Walsh said HRSA appreciates the participation of all its community
partners toward the goal of ensuring more people get the organ transplants they need. At
present, about 124,000 people are on the waiting list for an organ transplant.

Discussion

Dr. Barr asked for more details about the Lewin Group’s activities in the National Goals
Study. Mr. Walsh said the Lewin Group is working with HRSA to determine all the
activities underway and to analyze them to measure their potential impact. The findings
will help HRSA set data-based national goals for the near future and inform decision-
making about grants, contracts, and activities with the most potential impact. The Lewin
Group contract ends in September 2015, and Mr. Walsh expected that deliverables would
be available then.

Dr. Barr called the 5-minute video “Organ Donation and Transplantation: How Does It
Work?” one of the best educational pieces he has seen in years for children and adults.
He asked whether efforts have been made to shorten it and to present it through a national
network. The video would be very good for schools, he added. Mr. Walsh said it is
challenging to compress the video even further, but there are discussions about
disseminating the video more broadly to schools, OPOs, and other organizations.

OPTN Update

David Klassen, M.D., Chief Medical Officer, United Network for Organ Sharing
(UNOS)

Dr. Klassen gave a brief overview of the process of updating the UNOS OPTN strategic
plan. The 2012 plan has six goals:

1. Increase the number of transplants
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Increase access to transplants

Improve survival for patients post-transplant
Promote transplant patient safety

Promote living donor safety

Promote the efficient management of the OPTN

IS R

Goals 14 have been in place since the inception of the OPTN. Members have
contributed opinions about the goals during meetings, and the order of the goals reflects
the priorities of the members and the UNOS Board, said Dr. Klassen. The UNOS Policy
Oversight Committee ranked patient safety as its number-two priority. When the UNOS
Executive Committee met earlier in March, it drafted a proposed strategic plan that
revises the goals as follows:

2012 Strategic Plan 2015 Proposed Strategic Plan
1. Increase the number of transplants Increase the number of transplants
2. Increase access to transplants Improve equity in access to transplants
3. Improve survival for patients with end | Improve waitlisted patient, living donor,
stage organ failure and transplant recipient outcomes
4. Promote transplant patient safety Promote living donor and transplant
5. Promote hving donor safety recipient safety
6. Promote the efficient management of | Promote the efficient management of the
the OPTN OPTN

The proposed plan will be reviewed by members and then by the Board in June 2015.
Most of UNOS ongoing projects map to the goals of patient safety and efficient
management of the OPTN, suggesting a gap between member priorities and UNOS
projects. While UNOS will continue to support projects on patient safety and efficiency,
it will also address that gap.

As Mr. Walsh noted, after 10 years of development, the KAS took effect in December,
and UNOS is monitoring it weekly. One goal of the new system is to better match the age
of the donor and the recipient to foster better longevity of the donated kidney. When the
KAS went into effect, the number of donations in which there was a 15-year or more age
difference between the donor and recipient dropped dramatically, although it is rising
gradually again. The number of non-local donations increased, which was expected
because the system aims to increase sharing.

The most dramatic change to date has been the increase in the number of transplants
among patients with high calculated panel reactive antibodies (CPRA), which shot up
from about 2% to more than 17%. Dr. Klassen posited that the increase may represent a
bolus effect. Patients with high CPRAs represent about 9% of the total waiting list, so the
percentage may go down over time, he added.

Data show the number of registrations has remained stable. Because the KAS will use the
date of dialysis initiation as the registration date, the pressure to register may decline, said
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Dr. Klassen. Evaluated by region, the KAS has resulted in an increase in transplants from
non-local donors, but there were no big shifts in transplants across defined regions.

Demographic data show the number of transplants among Whites has gone down and |
those among Blacks have gone up since the KAS was initiated. Dr. Klassen said these '
findings may be a function of access based on dialysis duration. Transplants also went
down in people over age 65 years. There was a decrease in the number of zero |
mismatches for HLA tissue antigens A, B, and DR. The number of transplants in
pediatric patients declined when the KAS went into effect but has quickly rebounded
back to historic norms, so initial concerns were not borne out. There has been little
change overall in the kidney discard rates.

In June 2014, a UNOS Committee on redesigning liver distribution to reduce geographic
disparity published a white paper and collected public comments. That input led to the
creation of subcommittees on the metrics of disparity, finance, and logistics and
transportation, The subcommittees will develop recommendations and present them to
the UNOS Committee and the public in a forum tentatively scheduled for June 22, 2015,
in Chicago. '

Discussion

John Fung, M.D., Ph.D., asked whether UNOS intends to make formal recommendations
about removing certain organs from the calculation of discards and other measures so that
those organs are not counted toward outcome and performance data assessed by CMS.
Including such organs in the measures creates a disincentive for centers to use them. Dr.
Klassen responded that a subcommittee is discussing whether the current metrics for
transplant programs affect decision-making. In addition, there is discussion in other
settings about revising metrics to remove disincentives.

David A. Gerber, M.D., asked about the economic impact of the KAS. He said his
organization is seeing the cost of travel double for kidney donations. Dr. Klassen agreed
that the issue is important and requires additional study. He said UNOS is collecting data
and actively evaluating the cost of liver transplantation. In the UNOS Committee’s white
paper, a model determined that the overall economic impact would be positive, but it did
not assess the effects at the center or OPO level.

Dr. Barr asked what aspects of liver redistribution the UNOS Committee is evaluating,
Dr. Klassen replied that a group is looking at the appropriate metrics for measuring the
impact on the population of multi-organ transplants (e.g., combined liver and kidney
transplants). '

Dr. Barr asked Dr. Klassen for his thoughts on the dramatic increase in the ability to
provide liver transplants for elderly patients that resulted from the liver allocation system.
Some elderly patients received very young organs. Dr. Klassen said the UNOS Executive
Committee has not discussed the issue of age discrepancy but could do so. He noted that
the allocation systems are evolving. Dr. Klassen added that Dr. Barr’s example nicely
demonstrates how policy changes have a positive impact on patient care.

ACOT Meeting Summary, March 12-13, 2015 5



Dr. Fung said the implementation of the Share 35 liver policy increased access and
shortened the waiting time, but there have been reports of inappropriate behaviors, such
as passing over some donors to get younger organs. Such behaviors are inappropriate and
should be addressed, he said. Dr. Gerber noted that there are regional variations in every
system, but there are not yet data from Share 35 after 1 year to evaluate the effects of the
policy. Dr. Klassen said there are some data, which UNOS is evaluating now. It appears
that the policy is having the intended effects, Dr. Klassen concluded.

Advisory Committee on Blood & Tissue Safety & Availability (ACBTSA) Update
James Berger, M.S., M.T.(A.S5.C.P.)S.B.B., Executive Secretary, ACBTSA

Mr. Berger highlighted two of the recommendations made by the ACBTSA at its
November 2014 meeting. Regarding the current policy of permanent blood donation
deferral for men who have sex with men (MSM, even once, since 1977), the ACBTSA
agreed that the current evidence support changing the policy and that a 1-year deferral
would be appropriate. The ACBTSA was also asked to provide insight on enhancing the
donor history questionnaire and improving public health education and outreach to blood
donors and stakeholders.

Regarding the MSM blood donation deferral policy, the ACBTSA recommended the .
following to the HHS Secretary: | -

e Implementation of the recommendations made during the December 2013
ACBTSA meeting, especially those regarding surveillance of transmissible
diseases

s Develop and implement a coordinated communication plan regarding a change in
the MSM deferral policy focused on all relevant stakeholders

In addition, the ACBTSA recommended the following to the Secretary for all donations:

o Undertake studies to evaluate the effectiveness of the administration of the donor
history questionnaire.

» Take steps to improve transparent communication to recipients of the relative
risks and benefits of blood, organ, cell, and tissue donation.

o Evaluate and revise the donor education material to improve its uptake,
comprehension, and utility to promote accurate disclosures of risk.

o Improve the sensitivity and specificity of the donor selection criteria to identify
donors at increased risk of transmissible diseases.

Mr. Berger described the timeline leading to the current MSM deferral policy and the
ACBTSA recommendations, including studies about the effectiveness of the donor
history questionnaire and the donation and use of contaminated blood products. In
December 2014, the Food and Drug Administration (FDA) announced that it would adopt
a 1-year deferral policy for MSM blood donors; the draft guidance to support that policy
is making its way through IS clearance now. Also, HHS is setting up a transfusion-
transmitted infectious disease monitoring system, as recommended by the ACBTSA.
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The ACBTSA also considered several questions related to donor consent and
management for hemoglobin S, including notifying donors of testing, informing donors
about results, confirmation of results, and obligations to provide counseling and follow-
up testing. Mr. Berger said some donors do not wish to know the test results because of
the potential impact on insurance premiums. The ACBTSA recommended that the
Secretary take steps to ensure the following:

e Donors are informed within the framework of routine consent for donation that
their donations may be tested for hemoglobin S and that they will be notified of
positive results.

—Implicitly, donors who do not wish to be tested or notified may decline to
donate.

_Donors who test positive for hemoglobin S or present with a known history of
sickle cell trait may be encouraged to donate plasma or apheresis platelets.

e Opportunity is provided for donors to become informed about the significance of
sickle cell trait.

e To facilitate donor notification, transfusion services will inform the blood
collection establishment in instances where a product is found to be positive for
hemoglobin S.

e Given the possibility of false-positive tests for hemoglobin S with certain
technologies and in certain donor groups, collection centers should be encouraged
to provide information on the specificity of test results (e.g., through confirmatory
testing), though this is not a primary responsibility of the blood establishments.

e Additional research and dissemination of the finding of the impact of sickle cell
trait to clinicians and the public are performed.

At its upcoming meeting in April, the ACBTSA will focus on improving safety of tissue
tracking and traceability. On May 11--12, the HHS Office of the Assistant Secretary for
Health, the HHS Office of the Assistant Secretary for Preparedness and Response, and
the Department of Defense Medical Research Materiel Command will host a symposium
on accessibility and development of tissue products for emergency preparedness. The
symposium builds on previous ACBTSA recommendations about the lack of emergency
preparedness around tissue. It will raise awareness and bring stakeholders together to
encourage dialogue. -

Discussion

Dr. Fung asked whether any other risk factors result in a lifetime ban on blood donation
and whether there is a national registry of individuals with conditions that prohibit
donation. Mr. Berger responded that some medications and conditions do prohibit
donation, but there is no national registry, because each blood collection system operates
its own database.

Dr. Barr asked whether there‘ has been any cross-cutting work between the ACBTSA as it

focuses on tissue tracking and the TransNet application for organs that Mr. Walsh
described. Mr. Berger said some ACBTSA members are also involved in the HRSA
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advisory committee that addresses TransNet, and information will be shared at the May
symposium. Mr. Walsh added that HRSA staff share information with and among
committees, so there is some overlap, but the systems are compiex and handled -
differently because of IHIRSA staff organization.

Dr. Barr noted that the bar code approach seems to be working well and may offer
another area of potential synergy between blood and tissue tracking. He suggested that
HRSA consider how resources invested in one area can be leveraged for related projects.

Metrics and Data Issues

Transplant System Performance Metrics

Chris McLaughlin, DoT

Mr. McLaughlin noted that the next three presentations represent the beginning of a
conversation to continue over the next few ACOT meetings about performance measures.
The conversation will include a review of the origin of and rationale for current
performance measures, how to refine or change metrics, and how to collect data to
support measurement. At the next ACOT meeting, discussion will center around the
history, use, and refinement of transplant center metrics and potential new meirics.

OPTN Deceased Donor Potential Study (DDPS)

David Klassen, M.D., Chief Medical Officer, UNOS OPTN

Dr. Klassen provided results of a study proposed by HRSA and conducted by a
committee of 52 members representing multiple disciplines and stakeholders. He noted
that the number of transplants has remained stable over the past decade (with a slight
increase in 2014), and the number of organs recovered from deceased donors has been
rising since 1988. The study sought to accurately characterize the size and composition of
the potential donor pool and predict changes in donor potential over the next 5-10 years.
The findings will provide a foundation for setting national goals and developing policies.

Three major findings emerged from the study:

* Significant donor potential exists, The DDPS estimated 37,000 potential donors
per year.
* Most unrealized donor potential resides in the older population (i.e., more than
- 70% among people 5075 years old).
* Projected growth of donor potential through 2020 is minjmal (re., 0.5-1% per
year).

Dr. Klassen outlined the methodology of the DDPS and analysis of the results. Two
independent subcommittees (OPO and the Caregiver Informant Group [CIG]) used
different data sets, different assumptions, and different filtering techniques to estimate the
size and characteristics of donor potential. Regression modeling was used to estimate
future growth.

Each of the data sets had advantages and drawbacks. The Centers for Disease Control and
Prevention (CDC) National Center for Health Statistics (NCHS) Multiple Cause
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Mortality File captures 99% of all deaths and the primary and additional causes of death,
but it does not identify co-morbidities or related procedures and does not map to the
OPTN. The Agency for Healthcare Research and Quality (AHRQ) Nationwide [npatient
Sample offers a very large sample and allows analysis of rare conditions, but it provides
limited demographic data, no laboratory or serologic data, and no measure of organ
function. The accuracy of the AHRQ data depends on the accuracy of coding, which
changes over time. Finally, the OPTN database provides detailed information about every
deceased donor since 1988, including imminent and eligible deaths reported by OPOs.
However, the definitions of imminent and eligible deaths were created to measure OPTN
performance; they do not capture all potential donors.

The OPO Subcommittee surveyed OPO staff to define relative and absolute exclusion
criteria, using the OPTN definition of eligible death. The OPO Subcommittee applied
those criteria to the CDC NCHS data. Dr. Klassen cautioned that because some of the
criteria are not reflected in the CDC data set, the OPO Subcommittee’s findings may
overestimate donor potential.

The CIG Subcommittee sought an alternaiive to the eligible death definition. This group
determined that a potential donor should not have a condition that would preclude organ
function or pose a risk to the recipient. It sets ctiteria for eligibility and applied a
sensitivity matrix to rank organs according to patient length of stay in the hospital (which
correlates with likelihood of donation) and illness severity. The CIG Subcommittee also
conducted a separate analysis of the data using the eligible death criteria for comparison.

The CIG Subcommittee applied its filtering strategy to the AHRQ sample. Dr. Klassen
pointed out that the last step in that filtering strategy—ranking according to length of stay
and severity of illness—yields a range of potential donors depending on the cutoffs
selected. For its analysis, the CIG Subcommittee limited the pool of potential donors to
those up to age 75 years and with no more than a 14-day length of stay.

Remarkably, given the different data sets and filtering strategies, the two subcommittees
reached similar conclusions about the size of the potential data pool: 37,000 according to
the OPO Subcommittee, and 38,000 according to the CIG Subcommittee. Dr. Klassen felt -
the findings suggest some validity. He added that some data were shared across the two
groups, such as ventilatory rates, which are a major restriction to donation.

The OPO Subcommittee used data from 2000 to 2010 to estimate deceased donor
potential, Tt found little change during that time in the number of annual deaths, the
number of potential donors, or the number of actual donors. A comparison of estimated
potential and actual donors according to age also found that both increased slightly from
2000 to 2010 in parallel.

The CIG Subcommittee assessment of actual and potential donors by age illustrated that
actual donations begin to decline at age 35 years and then drop substantially, but the
potential donor pool increases, so the majority of unrealized potential resides among
those ages 5075 years. Assuming that donor criteria and donation practices remain
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constant, both subcommittees projected that the potential donor pool would remain
essentially flat through 2020, growing only 0.5-1% per year.

Dr. Klassen said that although the DDPS methodology builds in some overestimation,
there is clearly a large potential donor pool. The models assume no changes in practice,
but changing demographics and use of new technology for donor management could
affect the pool. The number of “imminent death” donors already identified by OPOs
approximately doubles the currently identified donor pool, Dr. Klassen added. A similar
analysis in Canada reached similar findings.

The DDPS results suggest the need to change system practice goals and policy:

Specific, attainable, evidence-based performance goals should be set.

e Performance metrics for OPOs should be revised to a) remove disincentives to
procurement from less-than-ideal donors, b) identify best practices, and ¢) explore
geographic variations.

s Policy changes and education should be implemented to increase timely and
complete donor hospital referrals.

e Transplant center performance metrics should be revised and education provided
to centers to reduce nsk-averse behavior,

e Multiple interventions should be implemented to maximize results.

Dr. Klassen concluded that many stakeholders have a role to play, including OPOs, the
OPTN, transplant programs, HRSA, CMS, third-party payers, and patients.

Discussion

Suzanne McDiarmid, M.D., pointed out that the data show a 50% gap between the

number of potential and actual potential donors for pediatric transplants. Something must E
be done to improve the consent process among parents. Dr. McDiarmid said she
appreciated that the May symposium will focus on raising donor awareness, but she i
asked what other efforts are proposed. There is high donor potential for the pediatric

population, she added. Dr. Klassen responded that donor potential is high across all age

groups, but there are not a lot of pediatric patients on the waiting list. Dr, McDiarmid

countered that some pediatric patients on the waiting list are dying, which could be

prevented with more parental consent and authorization for donation.

Mr. Walsh said the DoT is making a lot of effort to share best practices in the community.
- In the summer of 2014, a conference on pediatric transplantation sought to address the
conversion rate. Mr., Walsh said outreach aims to get families to think about their
philosophies around donation before they find themselves in a tragic situation. Any
donation is extremely stressful, he said, and making a critical decision about donation
without any prior consideration is very hard. The data from the DDPS will help HRSA
identify what else can be done to further best practices, community engagement, and
education.
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In response to Alexandra K. Glazier, J.D., M.P.H., Dr. Klassen said the data presented
imply 100% consent; he noted that “potential” and “attainable” are not the same in this
case. Mr. Walsh emphasized that “potential” does not mean that a 100%-donor rate could
be achieved with more effort. The potential is an overestimate, he noted, but HRSA can
apply more filters to get a better sense of the true potential donor rate. Dr. Klassen said he
felt that the composition of the potential donor pool is very important, and the fact that
there is no projected growth in the pool is especially important.

" Ms. Glazier emphasized the importance of aligning incentives and developing an
integrated model so that OPOs can ensure an organization is in place to receive organs.

Dr. Gerber asked whether the data provide more granular insight into the types of
donations that could be expected from potential donors, such as older donors. Dr. Klassen
responded that there are some data but the quality of the information found on death
certificates is not ideal.

Thomas A. Nakagawa, M.D., asked whether the model takes into account that the mode
of death among those ages 6-18 years is so much different from the rest of the population.
Older children are more likely to die as a result of multiple wound trauma, while younger
children are more likely to die from isolated head injuries. Therefore, estimated
realization rates are lower for younger children, he noted. Dr. Klassen did not think the
data looked at realization rates according the cause of death, but he was sure that rates
varied dramatically.

A member asked whether the data indicate the proportion of donors who are brain dead,
and Dr. Klassen responded they did not.

Charles Alexander, RN., M.SN., M.B.A., pointed out that authorization will always play
a role in the realization rate. The study provides a snapshot of the current landscape and
highlights potential realization. However, the study looks broadly at the system; it does
not reveal specific areas to address that could fix the system. Mr. Alexander said that in
most European models, increases in transplants and donors are occurring among older
people. He said the U.S. system is fundamentaily flawed, and efforts must be made to
evaluate and fix it.

SRTR-Association of Organ Procurement Organizations (AOPQ) Donor Potential
Data

Jon Snyder, Ph.D., SRTR Coniractor

Dr. Snyder conceptualized the potential donor pool as a series of concentric circles, in
which the largest circle is the total number of deaths in a donation service area, the next
circle is the number of in-hospital ventilated deaths, and so on down fo the innermost
circle of donors. Currently, the OPTN and SRTR collect data on the number of deaths in
the donation service area, reported deaths, imminent deaths, eligible deaths, and donors;
they do not collect data on the number of in-hospital ventilated deaths, so-called potential
donors, or authorized donors.
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Notably, said Dr. Snyder, there is a hole in the OPTN data stream between the number of

deaths reported by a hospital to an OPO and imminent and eligible death referrals. Of the

29,000 réported deaths, only 2% met the imminent or eligible death criteria (ranging from i
1% to 6% across 58 OPOs). Of those, 97% are timely referrals, and 36% ultimately '
become donors. Dr. Snyder said that given the number of imminent and eligible deaths 3‘
that are also timely referrals, there is potential for doubling the number of actual donors.

Dr. Snyder outlined the current conversion rate published by SRTR to underscore the
need to find new measures to assess the potential donor pool. Ultimately, the goal is to
measure the number of potential donors from the broadest pool, which includes some
donors who fall outside the criteria for imminent and eligible deaths.

To this end, the SRTR and AOPQ are conducting a study to understand what data OPOs
currently collect about potential donors other than imminent and eligible deaths to
estimate the broader potential pool. The results will inform discussion of how such data
can be standardized in the future and possibly form the basis for performance metrics.

So far, 36 OPOs have provided data for 2013. Analysis of the ratio of non-donors to
donors reveals that OPOs collect and analyze data differently. Some weed out those who
meet exclusion criteria before review, while others do not. Dr. Snyder said the analysts
looked at the process from the point of referral forward. By going through the records and
categorizing each death record, they created a map identifying the factors that prevented
donation at each step, from referral to the decision to pursue to the approach to
authorization and finally to attempted donation.

The top three reasons for failed conversion all relate to family declination when
approached about donation. Some factors, such as medical contraindication or patient
arrest, cannot be modified to improve the conversion rate. Dr. Snyder said family
declination could---arguably—be amenable to improvement, as could missed approaches.
Notably, “list exhausted”—that is, the lack of an identified recipient, could be addressed
with a better allocation system. When the number of potentially modifiable cases are
calculated, the potential donor pool is about 1.6 times the number of actual donors.

Dr. Snyder cautioned that the study is ongoing, and analysts have not yet assessed the
validity of their interpretations or assumptions. They have not yet evaluated the data
according to age or race/cthnicity. The findings are preliminary. Dr. Snyder was hopeful
that consensus can be reached on how to capture the data. He reiterated that addressing
the potentially modifiable reasons for failed conversion could improve the actual donor
rate. The findings so far align with other sources of data. The OPO data are self-reported,
said Dr. Snyder; one goal is to standardize data collection across OPOs.

Discussion

Dr. McDiarmid asked whether all personal authorizations for donation are honored. Dr.
Snyder said most OPO data identify personal (or first-person) authorization, and those
data could be compared with family declination data. He said the findings presented
reflect family authorization and not first-person authorization.
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Andrew J. Schaefer, Ph.D., said the concentric circles should be modeled in the
simulation. Then, analysts could target a specific factor affecting conversion and model
how an intervention would affect volume and complexity.

In response to Dr. Barr, Dr. Snyder said there are data on the disposition of organs from
most OPOs. Dr. Barr suggested asking OPOs for their estimates of potential yield on the
basis of previous data, which would allow for targeting those with the highest yield
potential. Dr. Snyder said there are data on age, race/ethnicity, and cause of death, which
can be correlated with the reasons for failed conversion.

OPTN Data Advisory Committee (DAC}

Charlie Alexander, RN., M.S.N., M.B.A., ACOT Member

Mr. Alexander explained that HRSA requested a committee be established to create a
long-term, innovative vision for data use that goes beyond data collection. The DAC is
considering ways to provide information the community can use to improve processes. It
is also looking at data release practices. Mr. Alexander added that the DAC hopes to tap
into available data sets to lighten the burden of data collection and improve data use to
further organ transplantation efforts.

The DAC has four projects planned:

o  Modify the OPTN/UNOS data release policy, aligning it with the Final Rule and
making it more transparent.

e Evaluate current and new data elements for the OPTN database, being mindful of
the data burden and ensuring that data requested and collected are used.

» Improve OPO and transplant center metrics and measures to address the current
disconnect between the measures and the goals, redefining what constitutes a
successful transplant.

e Secure enterprise solutions for the OPTN database by tapping into existing
datasets and demonstrating that the database makes a meaningful, positive
contribution to measures and metrics.

The current UNOS OPTN data release policy is more restrictive than the Final Rule and
inconsistent with the SRTR data release policy. Mr. Alexander believes the DAC can
quickly modify the policy to make it more effective; he anticipated that a draft would be
available for public comment in August.

The DAC recognizes that requesting new data elements may pose a burden on transplant
centers, OPOs, laboratories, and the OPTN, so it hopes to craft an approach that uses data
collected from other sources, minimizing data entry. Recommendations will be presented
to the Board for consideration.

The DAC requested feedback from OPOs about performance measures. The OPOs

believe the current model for measuring organ yield is in line with other performance
measures, but Mr. Alexander said the definitions of imminent and eligible death are
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highly variable. He believes that some organizations struggle with the current model and
there are opportunities to gather better data. However, the current OPO measures are
codified in CMS policy, so revision will require changing the regulation, which is very
difficult. The DAC may recommend that CMS remove the measurement guidance from
the regulation so that measures can be modified as needed to capture data. The DAC
formed a subcommitiee to reach out to the OPO community to address measures and
metrics.

Finally, efforts to secure enterprise solutions for the OPTN database are focused on
minimizing burden. The UNOS Information Technology Department has ongoing efforts
to automate data transfer between external users and the OPTN database, create a
mechanism for collecting and storing data, and facilitate an interface with the database
that better meets users’ needs.

The DAC includes broad representation. The role of the DAC is to provide leadership so
that content experts can address complex questions together. Mr. Alexander anticipated
the work of the DAC will take 4 years, and progress and accountability will be assessed
periodically. He said the biggest impact will likely be fostering communication,
education, and buy-in from the community around improving data. The DAC will reach
out to stakeholders to gather input and ensure they understand the process. The
communication and delivery of the project are as important as the products, Mr.
Alexander concluded.

Discussion

Dr. Barr asked how the ACOT can help the DAC, noting that the ACOT could make
recommendations to the Secretary about changing CMS regulations. Mr. Alexander said
he is already seeing a lot of cooperation and alignment over the past few years. He felt
that a request from the DAC about regulations may build on previous requests and may
not necessarily require a new recommendation.

In response to a participant, Mr. Alexander said that many groups around the country are
interested in data issues and performance metrics. He believes that the DAC can build
credibility within the community and rely on that to advance its goals.

In conclusion, Mr. McLaughlin said the session aimed to ensure that the ACOT learn
about efforts underway. The ACOT may have a role in coordinating the vision that ties
all the activities together,

Kidney Paired Donation

Review of the KPD Work Group Recammendanon

Andrew Schaefer, Ph.D., and Dorry Segev, M.D., Work Group Co-Chairs

Speaking by phone, Dr. Segev provided some background information about the current
status of KPD, describing four types:

s Straightforward exchange: One individual donates to a specified recipient (or a
small group of donors are paired with a small group of recipients).
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¢ Domino (closed chain): The kidney of a non-directed donor goes to someone on
the waiting list.

e Non-simultaneous domino {(closed chain): Some recipients may have to wait for a
kidney, but no one “loses their ticket” in the exchange.

» Non-simultaneous chain (open chain): Non-directed donations go to recipients
along a chain, but the open nature means that no one waits too long.

Dr. Segev explained that KPD began in 1999 and took off when the Charlie W, Norwood
Living Organ Donation Act of 2008 passed. About 400 transplants involving KPDs occur
each vear, for a total of more than 4,200 since KPD began. Also since 1999, non-directed
donation has taken off, reaching a tota! of more than 1,300 donations in 2013. In a chain,
the first segment is designated as a non-directed donation, while subsequent segments are
reported as KPDs. Combined, non-directed dopations and KPDs account for 16% of all
live-donor transplants, a significant increase since 1999.

The following questions remain unanswered:

e Chains
—Are longer chains really better, or do they just atiract more media? (Media
attention is good for encouraging donation.) ‘
— When do you stop the chain? Is it fair to make a bridge donor wait up to a year?
—To whom does the last kidney go?

e Matching priorities
—_Should we prioritize better matches, more children, or other considerations?

s Optimization
A mathematical framework was created. Tt is demonstrably better than random
selection and widely used, but other approaches are emerging. The batch
approach allows a lot of KPDs to collect, while the dynamic approach forces the
decision about whether a KPD should occur immediately or be postponed while
others are lined up.

» Financial
— Usually, the donor bills recipient insurance. The situation is complicated when
donation and transplant occur at different centers.
—Who covers donor complications?
—Who pays for multiple donor or non-directed donor evaluations?

The costs of KPD include evaluation of incompatible and non-directed donors and
histocompatibility testing. Centers require administrative staff to organize KPDs and
manage KPD programs. Shipping fees (especially air transport) and hospital fees
contribute to the costs. The cost of managing donor complications and follow up is also a
consideration.

Strategies in place to manage costs include transferring the costs from the donor hospital
to the recipient hospital; eliminating the volume disparity between centers (recognizing
that the most active centers better manage costs); reimbursing for donor services provided
by out-of-network providers; and ensuring consistent, predictable costs to payers.
Maintaining compliance with CMS regulations also helps manage costs.
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Another strategy is implementation of a standard acquisition charge (SAC) for KPD, as is
used with deceased donors. Setting a fee for KPD would be challenging, but once CMS !
and other payers agreed to the fee, each center would be paid the KPD SAC for each :
KPD transplant performed, in addition to the costs of the conventional live donor I
transplant. A national-level SAC would be ideal for payers, but others believe a center-
level SAC is appropriate. \

A consensus conference in March 2012 recommended the following: |

e All potential living donors should be informed about KPD early, before
compatibility testing. |

« The transplant community should develop a centralized information resource for
non-directed donors and inform non-directed donors about KPD. B

e A single, well-functioning registry and a national SAC model would best serve .
the purpose of KPDs. |

e A national organization should administer and oversee KPDs, under the auspices .
of HRSA.

The ACOT’s Recommendation 57, unanimously approved by the Committee on
September 4, 2013, is available online
(http.//www.organdonor,gov/legislation/acotrecsS 657 . html).

Dr. Schaefer noted that other questions remain; for example, should the KPD Work

Group look at other issues beyond those identified? Dr. Segev noted that the

recommendation calls for a paid contractor, as with the AOPO, who would oversee the

SAC. Some organizations may not wish to participate, such as those belonging to a ‘
consortium that already has effective policies in place. Those organizations could £
continue their efforts with some oversight by the contractor of policies and practices. !
Those who participate in the national system would reap the benefits of having a central

confracting organization.

HRSA Input on KPD

Bob Walish, Director, DoT

Mr. Walsh summarized some of the issues HRSA is addressing as it considers its
response to the ACOT recommendation and input from the consensus conference and
others. Various players are involved in matching donor—recipient pairs to facilitate
transplants, The number of single-center programs is growing daily. Multi-center
programs may have a transplant center or an outside organization that acts as the
coordinator. The UNOS OPTN KPD pilot project began in 2010.

In addition, HRSA is considering the legal framework, taking into account the National
Organ Transplantation Act of 1984, the OPTN Final Rule, and the Norwood Act. For
example, it is determining whether KPD constitutes directed donation, which is defined
in the OPTN Final Rule, or some form of allocation.
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There have been developments around KPD since the 2013 ACOT recommendation. For
example, the OPTN Board of Directors has recommended that the KPD pilot project
become permanent. An OPTN KPD finance work group and others are working with
CMS and third-party payers toward a standardized reimbursement model. All KPD
transplant centers are required to comply with OPTN policies and evaluation. Some KPD
programs facilitating multi-center exchanges are not OPTN members and are not subject
to direct OPTN oversight.

Given these developments, Mr. Walsh said HRSA would like the community to revisit
some issues and provide input on the implications of different approaches. Specifically,
Mr, Walsh asked the ACOT to address the following:

e How can the transplant community best approach a balance between innovation -
and patient safety and outcomes given KPD is an evolving field?

e What are the advantages and disadvantages (and vulnerabilities) of regional KPD
systems, single-center KPD systems, or a single national KPD system?

Discussion
A participant noted that ensuring that a solution for one stakeholder does not create
problems for another is the sticking point in the process.

Dr. Fung said his organization is participating in the pilot project, and the issue of donor
safety has come up. He called for a national system to avoid creating two parallel
tracks-—one with regimented follow up and long-term care (for participants in the
system) and another without (for non-participants). Living donors should be assured of
long-term care and management that follows standards of care, he emphasized. '

James D. Fason, M.D., agreed but noted that his organization currently participates in the
National Kidney Registry, which works well. All donors are treated the same and receive
the same follow up, he said. It is not clear, for example, what would happen to outside
registries if one of these systems is pursued. He suggested that the ACOT recommend
that all organizations become members of the OPTN.

Dr. Segev offered the following example of the system as he envisions it. The National
Kidney Registry, for example, receives a contract from HRSA. If an organization that
currently uses the registry wants to continue doing so, then it can. The hope is that other
programs would contribute to the national program. Now, UNOS is open to all centers
through a sort of OPTN mechanism. The National Kidney Registry figured out how to
finance its efforts, and that seems to be working, so it could continue.

Dr. Walsh noted that it is helpful to hear that the Work Group envisions KPD as separate
from the OPTN and SRTR and that it would require a separate organ transplant
contractor working through HRSA. He asked the ACOT to consider the specifics of a
centralized oversight body and to weigh the pros and cons of such an approach. He asked
whether organizations would be concerned about a conflict of interest if one national
group conducts its own operations and also oversees others.
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Arthur Matas, M.D., wondered why KPD donors would be treated any differently from a
safety perspective than conventional donors. He added that as long as a national oversight
body clearly specifies what will be monitored and provides transparent criteria for
acceptable practices, there is no reason that dual systems cannot exist.

Dr. Segev said the Work Group envisioned the oversight body as functioning like the
SRTR, which reports to the OPTN. Alternatively, all the organizations could report to
HRSA. He said the contractor should not make decisions but rather flag programs for
review by HRSA or OPTN.

Dr. Segev agreed that donor safety issues are the same for any live-donor kidney
transplant, and they should be addressed by HRSA and the OPTN. He noted that payment
for KPD is more complicated than other types of donation. A national SAC would ensure
that all donors receive the same follow-up care; it would not provide KPD donors with
more benefits.

Dr. Fung called for amending the recommendation to fund appropriate follow up for all
living donors. Dr. Bar said the next presentation addresses living donors and would
likely raise the question about funding. He said that donor follow-up care and safety are
larger issues that should be addressed. Dr. Barr encouraged the ACOT members to
provide more detail and guidance to Mr. Walsh and colleagues about Recommendation
57. Ie asked whether the ACOT should refine the recommendation so that HRSA can act
on it. '

Mr. Walsh said the recommendation is detailed and complex. He appreciated Dr. Segev’s
interpretation that independent organizations could continue to operate even if there is a
national system. Mr, Walsh said HRSA must work within its authority, funding limits,
and regulatory structure to address the recommendation; going forward, the KPD Work
Group may be asked to provide expert advice. He noted that ACOT members so far have
indicated that any system should maintain balance and allow for innovation, but he called
for more input on the pros and cons of a single national KPD system.

Bryan Becker, M.D., pointed to the end-stage renal disease (ESRD) networks, which
operate under Federal government contracts and report data uniformly. He said that a
network is already in place for KPD, and participating organizations already provide
baseline data. Those data could feed into the work of an oversight group, building a
framework for performance improvement. Such oversight does not hamper creativity, but
it does hold participating organizations to a different level of performance and

" accountability. In response to Bernice Coleman, Ph.D., RN., Dr. Becker said that all the
ESRD networks feed data into a single repository, which allows assessment of standard
practices.

Dr. Gerber agreed that the ESRD networks are a good model. He worried that other

approaches could quash innovation. He also raised concerns about an organization that
operates a registry taking the role of contractor, because that would require it to take on
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an additional administrative burden. He liked the idea of an independent contractor. Dr.
Gerber pointed out that organic models emerged for ESRD because no one model fit all
the networks.

In response to Dr. Segev, Dr. Gerber elaborated that the recommendation requires a lot
more work in gathering and analyzing data. He was concerned that the existing registry
groups do not have the capacity to oversee others. Dr, Segev said other have also
indicated that a single national contractor that manages the SAC and other administrative
aspects should not be in charge of oversight because of the potential conflict of interest
and because they may lack the capacity. He suggested providing funding to the OPTN to
allow its Membership and Professional Standards Committee to take on some of the
oversight role, or another HRSA-designated entity could do so.

Mr. Alexander noted that the infrastructure for peer review, patient safety, surgery
standards, and other issues are already in place through the OPTN, so he did not see the
need for a separate contractor. Dr. Gerber responded that the OPTN runs a registry and
therefore has a conflict of interest in overseeing another registry. He believes there is a
compelling case for establishing a firewall between registry operations and oversight of
competing organizations.

Mr. Alexander said there is a working allocation system for deceased donors, so he
questioned why such a system could not be established for KPD. He also asked why the
community would want to have more than one KPD system. Dr. Becker said there are not
vet uniform standards around KPD, which increases the potential for disparities.
Independent judgment is critical to improving performance, he noted.

Dr. Gerber pointed out that if one of the existing KPD systems were recognized as
superior, it would be in widespread use now. The approach is still in the early stages of
innovation. Moving to a single center now would shortchange patients, he said. Mr.
Walsh acknowledged the concern about quashing innovation. In previous discussions,
concerns were raised about how to create a framework for the biggest pool possible,

Dr. Segev said that, ideally, a national contractor would have resources to build a model
that would attract most organizations, thus facilitating a transition to a single system.
There are some single centers that have established good mechanisms for KPD. Dr.
Segev noted that UNOS has its own registry, and any effort to drive the National Kidney
Registry out would have a negative effect on patients. He emphasized that the
recommendation allows for the competitive, creative spirit that drives single centers.

Stephen W. Crawford, M.D., said local programs tend to choose a system that works best
locally; by that logic, it is unlikely that a system would develop that would look at
national issues. Dr. Gerber said that transplant centers face the same situation, and
coordination is needed. Ms. Glazier argued that, unlike the transplant centers, a KPD
system would focus on distribution of resources. The goal is to maintain utility, equity,
and transparency, which is difficult without bringing all the players together at some
point.
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Dr. Segev emphasized that he did not want to place more regulatory burden on KPD but
rather create a framework to ensure that KPD is well studied and well used. He favors a
national program, but smaller, effective systems could quickly emerge. Dr. Barr asked
whether it would be necessary to request more money from Congress to support a KPD
system, but Mr. Walsh could not speak to the question. Dr. Segev said it would be
reasonable for transplant centers to pay for some of the costs of a KPD system. Other
funding could come from SAC arrangements, he said.

Dr. Eason questioned whether organizations that are already part of an effective
consortium would be willing to pay another body to provide more oversight, especially
when the OPTN already provides some oversight. He said the suggestion on the table
could drive up costs. Dr. Segev said centers currently negotiate the costs for every KPD
transplant on a case-by-case basis. A central contractor would create a standard method
for reimbursement. :

Dr. Barr noted that the ACOT members all agree with the spirit of the recommendation
and will continue to advise on its implementation, adding expertise as needed. He said the
ACOT should come to consensus on the next step. Because the OPTN is the model
program for deceased donors, HRSA could provide the OPTN with additional funding to
oversee KPD. Dr. Fung agreed that the OPTN is a functional system, and he would prefer
it to a separate analytic structure.

Action Ftem :

Dr. Barr and Ms. Stroup will reach out to ACOT members and other experts who
may have insight to contribute about the implementation of Recommendation 57,
Dz. Barr encouraged members to let him know if they want to take part in that
discussion.

Living Donation

Long-Term Kidney Donor Outcomes

Arthur Matas, M.D., ACOT Member

Dr. Matas said that the concern for donor health has been expressed in laws about organ
donation, in HRSA guidance, and by the ACOT in recommendations made in 2002, 2005,
and 2007. However, there has been no follow up on these calls to study and address the
long-term health of donors.

In 2010, HRSA, NIH, and others sponsored a conference on living donor follow up that
brought together a wide range of stakeholders. They concluded that systematic collection
and reporting of long-term follow-up information on donors is needed to ensure fully
informed consent for future potential donors, to improve evaluation and provide reliable
counseling for potential donors, and to identify problems in time for effective
intervention. The conference yielded recommendations for data collection:

e Complete data should be collected in the following circumstances:
-——Perioperative complications at 3 months
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—Long-term cardiovascular disease or ESRD mortality
—Long-term follow up on predetfined endpoints for disease-related and
psychosocial disabilities

¢ For certain subgroups, intermediate-term outcomes should be assessed for
specified donor characteristics and donation characteristics. Within those
subgroups, certain medical, psychosocial, and socioeconomic outcomes should be
assessed.

Dr. Matas explained the importance of better understanding long-term outcomes.
Removal of one kidney is associated with a 20-30% decrease in renal function. In the
general population, a mild decrease in renal function is associated with increased risk of
cardiovascular disease or mortality and renal failure. It is possible that nephrectomy
increases those risks among donors.

Past studies are hampered by short duration, as transplants from living donors is a
relatively new phenomenon; the small number of living donor transplants that occurred in
the early years of transplantation; the wide age range of donors; and the difficulty of
identifying a control group.

Historically, living donors have been compared with the general population. Until 2013,
studies have consistently found no difference in mortality between donors and healthy
control subjects. Kidney failure and precursors of ESRD occur at the same rate in both
populations. The risk for type-2 diabetes also appears to be the same. Women who
become pregnant after donation and their children do well, except for the increased risk
of gestational diabetes and preeclampsia associated with pregnancy.

Recent studies have compared donors with a selected population of healthy controls
rather than the general population, reasoning that donors are selected from among the
healthy population. Compared with normal, healthy controls, donors have an increased
risk of mortality (all causes), cardiovascular mortality, and ESRD. The two groups begin
to show differences in mortality at about 15 years in to the follow up.

A closer look at nine donors in one study who developed ESRD (out of 1,901 donor
subjects) revealed that all were first-degree relatives. The median time from donation to
ESRD was 18 years, and the relative risk of ESRD was 11.4 compared with non-donors.

A study of ESRD in a much larger set of U.S. donors and controls found the risk of
kidney diseases was 10 times higher among donors, even though the absolute rate of
disease was still small. For donors in this study, the lifetime risk of ESRD was better than
that of the general population.

Dr. Matas said both studies concluded that the absolute risk of disease following donation
is low and living donation should still be promoted. However, these studies are the first to
show increased risk for living donors. The methodology of both studies has been
criticized.
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Dr. Matas said the most important finding in both studies was that the risk of ESRD for
donors is higher among those who are related to the recipient, although the causes of
ESRD in these donors were not always hereditary. Because kidney disease usually starts
in middle age, a) normal young donors are at higher long-term risk than normal older
donors and b) those with low normal glomerular filtration rates (GFR) are at risk for
ESRD when kidney disease starts. Dr. Matas called for a long-term study in the United
States to determine whether donation increases the risk of kidney disease.

Studies of psychosocial outcomes have all compared donors with the general population,
ot with selected healthy controls. In general, donors fare better than the general
population, although there are some reports of decreased quality of life, usually related to
complications of the donation or to the short survival time of the recipient. Donors have a
lower rate of depression than the general population, but some report depression that they
relate to the donation.

Many donors complain about the financial burden associated with donation, including
donors with insurance and those who are employed. A survey of donors found that many
covered expenses by using their savings, grant funding, loans from tamily, fundraisers,
and even bank loans. Dr. Matas stressed that the transplant community must address the
financial burden on donors. :

Almost all of the research is limited by small numbers, and there are few data on donors
who are not Caucasian or who fall into the recently expanded criteria for donation (older
donors, obese donors, donors with hypertension). Both the government and the transplant
community agree on the need for more long-term research.

Dr. Matas called for the following:

s Ongoing, extended follow up of medical and psychosocial outcomes among
current donor populations, with appropriate controls, to clearly define the risks
associated with donation

e long-term studies of medical and psychosocial outcomes in certain subgroups to
clearly define the risks associated with donation

e A system to evaluate and care for donors who develop medical or psychosocial
problems related to donation

e A system that ensures that donation is not a financial burden

Considerations for Long-Term Study and Care of Living Donors

Bryan Becker, M.D., ACOT Member

Dr. Becker explained that the demographics of the U.S. population are changing, and so
will those of future donors, but most long-term data come from Caucasians. Moreover,
the prevalence of obesity and diabetes are both increasing rapidly in the United States, so
the transplant community needs to address new issues of potential donor assessment,
selection, and follow up that have not been part of the process to date.

Data indicate that the donation procedure is safe and few significant complications oceur
in the in first 2 years after donation. But chronic conditions and other events can take
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their toll in the face of reduced kidney mass. The existing data may not be reliable for
answering future questions.

Dr. Becker pointed out that State legislation on living donors varies, and follow up has
not been defined in a uniform way even with existing resources. As Dr. Matas said, the
ACOT has recommended long-term follow up numerous times. The transplant
community does a good job with the immediate process, from education of potential
donors to low complication rates associated with donation procedures. Dr. Becker asked
whether the “back end”—that is, long-term follow up—should be as intensive as the front
end, and, if so, how that should happen.

Other relevant issues to address include the lack of a standardized approach to follow up
beyond the basic requirements, the lack of engagement with donors to reform the health
care system, and the failure to look to donors as potential sources of important
information about paticnt satisfaction and value. Dr. Becker said the transplant
community should continue education efforts but also begin managing long-term donor
relationships.

Dr. Becker pointed out that money is an obstacle to more and better data collection. He
noted that about 5,200 people were living donors in 2014, and the health care system
does not focus intensely on any other condition that affects so few people. He
emphasized that although the numbers are small, living donors are an important and
vulnerable population. New technology and social media offer cost-effective
opportunities to reach donors that did not exist even 5 years ago. Dr. Becker concluded
that the transplant community stands at a critical juncture in which it must decide whether
and how to engage living donors.

Discussion :

Dr. Fung asked who is accountable for ensuring long-term donor follow up. He noted that
organizations like the American Kidney Foundation can make recommendations for
minimal follow up, but he asked how the ACOT could translate its recommendations into
a mandate. Dr. Matas responded that the real barrier is cost. Many donors do not have
insurance and so do not get follow-up tests. He called for some mechanism to ensure that
donors are evaluated at least every couple of years in a local center, so they do not have
to travel far.

Dr. Gerber said it is incumbent on all those in the transplant community to look after
donors, but in reality, the amount of follow up depends on location, and connecting
donors with follow up can be hard. Even in the general health care system, compliance is
about 50%. Dr. Gerber said efforts must be taken to make follow up easier on donors.
The economic impact of donation is like a glacier, he said, in that it is much larger than it
appears. Consideration must be given to the indirect and later costs, such as the cost of
gas for travel to a center for follow-up testing 2 years after a donation, which offers no
immediate benefit to the donor, such as preventive care.
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Cynthia P. Puryear said that as a donor, she found the data alarming. She said she took a
month off of work to donate at her own expense, and she had one follow-up visit 10 days
after donation. Ms. Puryear reported that she has had no contact from the transplant
center since then (7 years ago). She called for a bridge that provides some assurance to
donors of some sort of follow up. Donors should not have to bear their burden alone. Ms.
Puryear said she did not have an answet but urged continued efforts to address the
problem.

Dr. Gerber and Dr. Matas both cited models in other countries that cover some costs for
donors, such as lost wages and child care, but even those do not include long-term follow
up. Dr. Matas said that even when problems are identified, there are no good mechanisms
for accepting that the problems are related to donation and addressing them.

Dr. Barr said it is important to expand the minimum long-term follow up to at least 5-10
years, when complications might realistically be expected to appear. Despite the fact that
only about 5,000 people donate per yeat, those people are extraordinary, he said, so long-
term follow up is the right thing to do. The logistics and financing, however, are
problematic. Creative approaches, such as better use of electronic data and virtual
clectronic medical records, are encouraging. The Bone Marrow Registry is an example of
a very detailed database, but it is very expensive to maintain, said Dr. Barr.

Dr. Barr said the public comments to the ACOT indicate strong feelings around this issue.
Because there is pressure on HRSA to push harder for donation, it is necessary to find a
balance. He asked what the ACOT can do. Mr. Walsh acknowledged that the ACOT has
weighed in, and he said that HRSA is very interested in having more and better long-term
data. Mr. Walsh said his perception of the day’s discussion is that the ACOT agrees with
the conference recommendations described by Dr. Matas, but he asked for additional
specifics about the types of data that should be collected. Dr. Matas clarified that the
conference recommendations called for complete, comprehensive data on a small number
of endpoints (not a representative sample).

Dr. Crawford stated that he was playing the devil’s advocate when he asked whether the
results of long-term data would have an economic impact on transplant centers in the

long run. He pointed out that donors would be unlikely to change their minds on the basis
of long-term data. He questioned how much money the transplant community was willing
to spend to get those data. Dr. Matas responded that it is the duty of the transplant
community to collect data for the informed consent of future donors. Currently, donors
are told that donation is safe, which is generally true, but the transplant community must
prove that it is true. Long-term data are needed, for example, to counsel young donots. Dr.
Matas agreed that long-term follow up is expensive and doing it well is even more costly.

Ms. Glazier noted that as efforts are underway to increase the number of living donors,
the community is obligated to be honest. Dr. Barr emphasized that for the sake of truly
informed consent, more information is needed on more donors, such as those of non-
Cancasian race/ethnicity, and the risk factors they may face. .
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Dr. Coleman said that data are key to building trust. Subsequently, the return on
investment in long-term follow up comes from increasing the whole donor pool. The
ability to present Jong-term data from donors who are still alive would have a huge return
on investment, she said.

Dr. Becker said one financial argument could be the long-term savings of transplant over
dialysis. Dr. Crawford pointed out that private payers do not cover dialysis after 6
months; the costs are picked up by Medicare. He said that to convince private payers to
cover more costs for living donors, he needed an argument that addresses the bottom line,
clearly stating why it is important to fund long-term follow up.

Dr. Barr said Ms. Purser’s experience alone should make the case for better long-term
follow up. Mr. Walsh expressed shock that Ms. Puryear was never contacted. Dr. Gerber
said he believes more transplant centers are held accountable now, at least for short-term
follow up, then they were when Ms. Puryear donated 7 years ago. A participant said the
requirement to track donors for 2 years just went into effect.

Dr. Barr asked that HRSA provide more guidance on what the ACOT can do. Mr. Walsh
said HRSA. is reviewing the ACOT’s recommendations and recognizes the importance of
the issue. Today’s discussion reassures him that HRSA has not overlooked some
important aspect of the issue, he said. Dr. Barr reiterated that the changing population
demographics and recent studies indicating possible risks of donation underscore the
need for long-term follow up. It is now up to HRSA to implement the recommendations
of the ACOT and others.

Action Item
Dr. Barr asked HIRSA to consider whether the ACOT should establish a living
donor work group.

Brain Death Determination: Review and Reconsideration of Recommendation 56
Thomas A. Nakagawa, M.D., ACOT Member, and Alexandra K. Glazier, J.D., M.P.H.,
ACOT Member

Ms. Glazier reminded the group that in 2011, the ACOT recommended standardization of
neurologic death using existing national adult and pediatric guidelines given inconsistent
practices and the lack of a national registry. The full recommendation is available online
(http://www.organdonor.gov/legislation/acotrecs3637.html). Ms. Glazier pointed to a
recent high-profile legal case about how to manage a patient following brain death
(Winkfield v. Children’s Hospital Oakland et al., also known as the McMath case).

Ms. Glazier said death is defined by State law. Every State has enacted the Uniform
Death Determination Act, which defines death, but questions remain about how death is
diagnosed. Definitions seek to balance the need for certainty with some flexibility for
accepted medical practice, which changes over time. Ms. Glazier summarized some of
the legal issues involved and highlighted some of the ramifications of the McMath case.

ACOT Meeting Summary, March 12—-13, 2015 ' 25




The potential consequences of requiring hospitals to continue to provide support of a
body that has been declared legaily dead include inappropriate use of medical resources
(when donation is not planned), emotional conflicts for families and providers, and fewer
recovered organs for donation. Ms. Glazier and Dr. Nakagawa asked the ACOT to
consider whether Recommendation 56 should be amended or revised to address when
medical therapy should cease once a patient is declared dead and organ donation is not
planned. Ms. Glazier noted that revising the recommendation could be seen as a conflict
of interest, in which case other organizations could address the issue. '

Discussion

In response to Dr. Barr, Mr. Walsh said HRSA is proceeding cautiously because of the
sensitive nature of the issues under consideration, and he does not yet have a response to
the ACOT regarding Recommendation 56. Ms. Glazier said that inconsistency in clinical
practices affects the ability to increase the availability of organs for donation. Dr.
Nakagawa pointed out that cases of brain death in the United States are declining,
perhaps because fewer adults suffer from stroke and because more patients are withdrawn
from medical treatment before brain death occurs.

Ms. Glazier said the ACOT may be the only Federal advisory committee addressing brain
death determination, and Dr. Barr said that the ACOT has a mechanism for reaching the
[IHS Secretary, unlike other organizations. Ms. Glazier emphasized that the unresolved
question revolves around hospitals’ obligations following a declaration of death, which
she thought would have to be addressed by a mandate from CMS.

In response to Dr. Coleman, Ms. Glazier acknowledged that she was not sure that
implementation of the ACOT’s Recommendation 57 would have prevented the McMath
case from going to court, but if hospitals have a policy in place, they may be able to avoid
such escalation. Dr. Coleman said enforcement of hospital protocols and CMS guidelines
is unclear. Dr. Nakagawa said that at the least, hospitals should be aware of potential
issues and should have policies in place on determination of death.

Questions arose about which entities have the authority to address this issue. Ms. Glazier
said CMS likely can have a major impact, but she agreed that the American Medical
Association and The Joint Commission have strong influence on providers and hospitals.
Emily Levine of the HHS Office of General Counsel confirmed that the ACOT can
always reword 1ts recommendation.

Dr. McDiarmid believed that the ACOT has a conflict of interest and that what happens
after death is declared is beyond the scope of the ACOT. She suggested other groups that
advise on hospital policy should address the issue. Mr. Walsh said that amending the
recommendation by adding the phrase “medical therapy should cease once a patient is
declared dead and organ donation is not planned” is significantly different from
recommending that the Secretary encourage hospitals to follow consistent guidelines.

Ms. Glazier said that the proposed phrase addresses organ donation and therefore
connects directly with the role of the ACOT. However, she recognized the potential
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conflict of interest. Ms. Levine noted that the ACOT charter allows the group to advise
on a broad range of topics, and it is up to the ACOT to decide whether the proposed
addition goes beyond its scope. She added that the Presidential Commission for the Study
of Bioethical Issues may be in a position to address the topic.

Sylvia Caley, J.D., M.B.A., R.N., said the biggest problem she sees around brain death
determination is ineffective communication. Dr. Coleman added that such problems arise
in all hospitals, not just those serving indigent populations. Ms. Caley called for better
communication, especially in hospitals with more vulnerable patients. Dr. Nakagawa
agreed, but noted that some do not accept any declaration of death until the heart stops,
even if brain death is declared.

Dr. Barr posited that Recommendation 56 could be amended and circulated to the ACOT
members for review and a vote, but there was no motion in support of such action.

DAY TWO—MARCH 13, 2015

Overview of the Office of Human Research Protections (OHRP)

Irene Stith-Coleman, Ph.D., OHRP

Dr. Stith-Coleman described the mission and organization of the OHRP, which provides
leadership in protecting the rights, welfare, and well-being of subjects involved in
research conducted or supported by HHS. The OHRP offers guidance and educational
programs and materials; it also maintains regulatory oversight. The OHRP has four
components:

e The Office of the Director provides training for institutions involved in
international research and includes the Secretary’s Advisory Committee on
Human Research.

e The Division of Compliance Oversight evaluates written, substantive indications
of non-compliance with IS regulations, which typically involves mvestigation
or on-site evaluation. The OTIRP determines whether regulatory actions are
needed to protect human subjects.

e The Division of Education and Development provides guidance, education, and
resources to institutions and individuals and participates in professional and
academic conferences. It also offers quality improvement consultations to
mstitutions.

o The Division of Policy and Assurances prepares policies, guidance, and
interpretation of regulatory requirements, disseminating information to the
research community. It coordinates efforts among the 15 agencies and
departments that have signed on to the Common Rule (the Federal Policy for the
Protection of Human Subjects). It also administers the Federalwide Assurance
process and institutional review board (IRB) registration.

Discussion
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Dr. Barr said that working with the OHRP may be helpful in developing protocols to
improve the quality and quantity of donated organs. Ms. Glazier asked how the OHRP
selects topics to address with guidance. Dr. Stith-Coleman said new guidance can result
from suggestions of the Secretary’s Advisory Committee or from questions posed to the
OHRP from various sources. She noted that the FDA has human subjects protections
regulations almost identical to those of the OYIRP, and the two agencies often coordinate,
sometime providing parallel or joint guidance. In response to Ms. Glazier, Dr. Stith-
Coleman said a recommendation from the ACOT on human subjects research would

come to the OHRP for consideration and possible guidance development.

Action Items
Dr. Barr said the ACOT staff will determine whether the Donor Management
Research Work Group should engage with the OHRP directly or indirectly.

Dr. Barr will talk with Dr. Laura St. Martin, the FDA liaison to the ACOT, about
working with the FDA regarding human subjects protection issues.

Donor Intervention Research Work Group

David Gerber, M.D., Work Group Co-Chair

Dr. Gerber explained that the Work Group grew out of the Donor Management and
Research Work Group to address how to procure more organs from deceased donors.
Currently, the number of ideal donors is insufficient, and more organs are coming as a
result of donation after cardiac death (DCD) and from marginal and expanded criteria
donors (ECDs). Dr. Gerber said the quality and quantity of organs for transplant must
improve, because inferior organ quality is associated with morbidity and mortality for

recipients.

To increase the number of organs available, efforts should focus on mitigating waiting

list candidates’ morbidity and mortality. To improve the quality, efforts should mitigate
recipient morbidity and mortality.

The Work Group secks to address some of the scientific, ethical, logistic, and regulatory
obstacles to improving organ quality and quantity, taking into account the concerns of all
the stakeholder groups. At present, no infrastructure exists to support effective donor
infervention studies. The magnitude and complexity of the challenges require guidelines
and processes to facilitate safe, effective clinical trials in deceased donors, and those
guidelines and processes should be applicable to all U.5. institutions.

The Work Group is focusing on identifying key elements of protocol and oversight, how
to share information, donor authorization for research, ethical considerations, risks 1o
recipients, recipient consent, and follow up. It has identified some existing mechanisms
to facilitate research.

There is a strong need for guidance to support the initiation and growth of donor research

activities. Some efforts are underway by other organizations (e.g., the Institute of
Medicine has funding for a planning meeting on the topic). The Work Group has mapped
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out the steps of a potential protocol, linking them to supportive resources. For the
protocol, the Work Group aims to flesh out, for example, the process for review of
scientific merit and how to ensure appropriate oversight, including human research
protections. Dr. Gerber said questions remain about defining and stratifying the risks of
research; whether risks vary by organ or approach; and whether research would affect
allocation. Collecting data, monitoring safety, and communicating safety concerns in real
time are also important issues to be addressed.

Other topics discussed by the Work Group include whether to seek authorization under
the Uniform Anatomical Gift Act (UAGA) for the dual purposes of transplant and
research, how to define OPO standards for review and participation, and donor hospital
considerations. Regarding transplant, the Work Group has addressed the need for a
framework to quantify risk, communication strategies to ensure the receiving team has
important information about the protocol, and informed consent of the recipient.

Discussion

Ms. Glazier said deceased donors are not considered human subjects under the Common
Rule, but the UAGA does have standards. She said the ACOT can help by examining
how best to navigate existing rules and what can be improved to facilitate more clinical
trials. More clarification is needed around existing regulations, such as when a recipient
is considered a human subject. In the short-term, said Ms. Glazier, the ACOT could
request more guidance about existing regulations.

Another option, Ms. Glazier continued, is to develop a different pathway for donor
research under the existing regulations, just as emergency medicine has done. Such an
approach could include getting pre-consent on the basis of risk stratification, so that
recipients agree in advance to accept an organ that has been subject to an intervention.

Mr. Alexander said the risk stratification strategy makes sense. Some ethical issues of
informed consent remain, he said. For example, there may be instances in which a
recipient who refuses to give consent, even for a low-risk study, has limited access to
organs. Ms. Glazier said the Work Group concluded that consent and access must be
balanced against the need to advance the science in the field. At present, recipients are
aware that they may have less access to an organ if they are unwilling to accept one from
an ECD.

Dr. Gerber pointed out that the research would target a pool of donors that does not exist
now, so access may not be affected. Mr. Alexander felt that point should be emphasized,
and Dr. Gerber agreed that efforts to develop guidance for DCD research should not
affect existing research activities. Ms. Glazier said there must be a commitment from the
field around the vital need for research to increase the quality of available organs.

Dr. Gerber noted the need for a national, transparent model with the same requirements
of participation for all. Mr. Alexander agreed that, given the new allocation policy,
regional models would not be feasible. Dr. Barr stressed the need to get buy-in from
OPOs and transplant centers. Under current regulations, there is no leeway to conduct
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research, even on low-risk interventions that raise no objections. Guidance and protocols
must also specify how to set up higher-risk intervention studies that do not have a
significant impact on the donor pool or allocation. On the flipside, said a participant, the
current standard of care may not be helpful to recipients.

In response to Dr. Eason, Ms. Glazier said the Work Group is focusing on research in

which death is declared so that the donor is not considered a human subject. Dr. Barr said |
there is growing research on ex vivo perfusion, and ex vivo lung perfusion may be |
approved by the FDA soon. i

Dr. Matas reminded the ACOT of the concerns raised earlier in the meeting about how
center-specific reporting requirements affect innovation. Dr. Gerber said that as new
research protocols emerge, the transplant community will have to educate potential
recipients about risks and address numerous other factors.

Ms. Glazier suggested that, as a first step, the ACOT should ask the OHRP to clarify ‘[ |
existing guidance. Dr. Barr believed the Work Group could reach out to OHRP without a 1
formal ACOT recommendation. ‘
Action Item
The Donor Intervention Research Work Group will work with the OHRP to
clarify existing guidance.

HOPE Act: Follow Up and Discussion of Criteria, HHS/NIH Update

Jonah Odim, M.B.A., M.D., Ph.D.

Dr. Odim said the HOPE Act allows the transplant of organs from HIV-positive donors to
HIV-positive recipients. The HHS Secretary directed NIH to develop guidance on
implementation of the law and criteria to enable research to move forward. The National
Institute of Allergy and Infectious Diseases (NIAID), HRSA, the CDC, the FDA, and the
professional community have been in discussions. The NIAID Work Group has
developed criteria that are in the clearance process now and will be published in the
Federal Register for public review.

The evidence base for developing the criteria is slim, said Dr. Odim. A few centers in
South Africa have transplanted organs from HIV-positive donors to HIV-positive
recipients. Recent data from South Africa demonstrated very good outcomes with kidney
transplantation in this setting when compared with the general population. The rate of
rejection in these data is much lower than that seen in the U.S. population of HIV-
positive organ recipients, said Dr. Odim.

The NIAID Work Group determined that the use of antiretroviral and
immunosuppressive drugs is complicated, so the best place to begin research is in centers
that already have experience transplanting HIV -negative organs to HIV-positive
recipients. In the United States, centers only have such experience with liver and kidney
transplantation. Research criteria address the following categories:
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e Donor eligibility

o Recipient eligibility

e Transplant program qualifications
o QPO responsibilities

Prevention of inadvertent HIV transmission
e Outcome measures: waiting list, donor organs (deceased and living), living donors
(post donation), and transplant recipients

Dr. Odim said the NIAID Work Group felt that living donors should be included in the
research criteria, but the transplant community is divided. He asked for guidance from the
ACOT on donor issues. South African researchers did not use living donors in their study,
but they do have substantial experience with kidney transplants from living donors.

The criteria for recipient eligibility are similar to those in the South African study and
require laboratory evidence that the recipient does not have AIDS. The criteria for
transplant program qualifications emphasize experience and expertise. The Work Group
struggled to define experience, said Dr. Odim, finally agreeing that evidence of at least
five HIV-negative-to-HIV-positive transplants over 4 years provided sufficient evidence.
A local IRB must serve as the final arbiter of experience for a trial.

The OPO responsibilities relate to consent, standard operating procedures, and handling
infected tissues or organs. Preventing inadvertent HIV transmission is a key concern, SO
the criteria spell out requirements. The outcome measures are those the Work Group felt
constituted the minimum data set needed to enable the Secretary to evaluate programs
after 2 years. Dr. Odim described some of the specifics of the proposed outcome
measures. Monitoring the rejection rate is particularly important given the high rate of
rejection of HIV-negative-to-HIV-positive transplants in the United States.

Dr. Odim said there was considerable debate within the Work Group on several topics,
and he welcomed ACOT input on them:

e Are pre-implant biopsies useful or necessary? The South African research team
conducted biopsies and found evidence that could signal accelerated loss of
kidney function. In the United States, mandating biopsies is a contentious issue,
and questions arise about who would conduct them, manage the results, and
archive the findings.

o Should living donors be included? Many transplant nephrologists believe living
donors should be excluded. Other Work Group members said the matter would be
addressed by the courts if the research criteria do not.

e How should the Secretary gather the data needed to conduct the 2-year evaluation
mandated by the HOPE Act?

Discussion :

Dr. Odim clarified that the NIAID Work Group included representatives from the
National Institute of Diabetes and Digestive and Kidney Diseases, the CDC, the FDA,
ATDS and infectious disease experts, and transplant experts. As the Work Group reached
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consensus, it presented its proposals at professional meetings to gather more input from
the community,

Dr. Fung said the South African experience did not shed light on the evolution of
matching genotypes between donors and recipients. If pre-implant biopsies are mandated,
it would be important to understand whether there are genotype differences between
donors and recipients that require attention. The long-term implications of genotype
differences should be better understood.

Dr. Odim said the underlying concern relates to transplanting a different strain of disease.
Transplant physicians only have 3 days to evaluate a deceased donor; assays for
genotyping are difficult to do and take 3 weeks or more. Setting national criteria for
genotyping is problematic given the long window needed. Dr. Odim worried that if the
criteria are too detailed, research would not go forward.,

In response to Dr. Fung, Dr. Odim said that the NTH is interested in funding this research.
Once the criteria are finalized, it will be up to the transplant community to propose
research projects. Responding to a participant, Dr. Odim said there is some experience
with pediatric patients, but only with HIV-negative-to-HIV-positive transplants.

Dr. Odim asked Dr. Matas for his thoughts on living donors. Dr. Matas said he had
concerns about whether the operative risk of donation would be higher for HIV-positive
donors and whether there are long-term impacts of donation on HIV. He was not sure
whether experts can predict the rate of ESRD in HIV-positive vs. HIV-negative patients,
regardless of donation. He pointed out that there is increased risk of ESRD among certain
groups, such as African Americans, and those at higher risk should be studied. However,
Dr. Matas said, he was Ieery about donations from people who are already at high risk,
and he did not think such donations would significantly affect the availability of organs.

Dr. Klassen, a transplant nephrologist, said he did not believe that living donation is
warranted because of the potential for renal disease and the lack of good data that the
benefits outweigh the risks. Dr. Barr said more research is critical to answer these
questions; he proposed research go forward in stages—first addressing long-term
outcomes among the current population of living donors, and later looking at HIV-
posttive living donors.

Dr. Odim said he was intrigued by the presentation addressing the implications of donor
research on transplant recipients. The NIAID Work Group debated the potential effects of
access to HIV-positive organs on those HIV-positive people on the waiting list. The
Work Group also questioned whether transplant centers that accept HIV-positive organs
would have more or less access to organs in general.

Dr. Gerber stated that centers must be able to exclude these transplant cases from their
outcomes reporting, because they require risk-taking and innovation. Dr. Barr said risk
adjustment is a concern in all transplant settings, even in routine cases. Dr. Gerber added
that transparency is vital to ensure that bad studies are terminated.
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Dr. Odim asked Ajay Israni, M.D., of SRTR to comment on evaluation of centers. Dr.
Israni said the community has been clear about the need for risk stratification, and the
DAC is looking at risk factors. If risk data are gathered, they could be incorporated into
modeling and assessed.

Dr. Barr said collaboration between centers, CMS, SRTR, OPTN, and others would be
needed. Mr. McLaughlin clarified that the OPTN would determine how to flag HIV
transplant research. for monitoring, the SRTR would report on it, and HRSA would
exercise authority over it. He said HRSA could opt to separate some data from regular
patient outcomes. Dr. Barr said other requests to exempt some cases from outcomes
evaluation have fallen on deaf ears; the message has not reached SRTR. Mr. McLaughlin
pointed out that research conducted under the HOPE Act would be treated differently
than other OPTN activities (as would donor research protocols, Dr. Barr added).

Mr. McLaughlin said OPTN would need to determine how to collect research data, which
it does not do now. Dr. Barr noted that the endpoints described in the proposed criteria
are more granular than the data typically collected by the OPTN. Mr. Walsh observed
that the [HIOPE Act states that HIV-positive transplantation will go forward under a
research protocol for now and that the OPTN has a role in evaluation in collaboration
with the Secretary. In addition, said Mr. Walsh, there is discussion about multi-center
collaborations to coordinate such transplants.

Dr. Klassen did not believe that the OPTN has the capacity to collect research data now.
Dr. Gerber added that research protocols deviate from standard practice, but it is
important to gather and share data. Dr. Odim said that if NIH funds the research, it would
require investigators to have a mechanism for collecting and reviewing data, and it would
provide some oversight. He wondered how the community would learn about studies
funded by other organizations.

Dr. Matas said the discussion was mixing two separate points: the mechanisms for data
collection on the one hand and the need to exclude research data from center-specific
reporting on the other. Dr. Gerber said the ACOT could make recommendations to the
Secretary about how research activities are reviewed, whether donor- ot recipient-related,
and that recommendation could guide the OPTN.

Ms. Levine said that under the HOPE Act, all HIV-positive-to-HIV-positive transplants
must be conducted under NIH research criteria until the Secretary reviews the scientific
data with the OPTN and determines otherwise. She asked how to collect the data the
Secretary needs to make that determination. Dr. Odim agreed that the NIH would like
guidance from the ACOT on this question.

Action Item

Dr. Barr will oversee the creation of an ACOT Work Group to advise NIH on the
criteria for HIV-positive-to-HIV-positive transplant criteria. Dr. Odim will
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identify members of the NIAID Work Group who can serve as liaisons to the new
ACOT Work Group.

Preliminary Results of CMS Mitigating Factors Reviews and Systems Improvement
Focused Reviews of CMS Requirement for Quality Assessment and Performance
Improvement (FQAPI) Systems in Solid Organ Transplant Programs

Thomas Hamilton, CMS

Mr. Hamilton explained that when transplants were first covered, CMS set thresholds for
transplant patient survival rates and later adopted the SRTR and OPTN approaches to
harmonize data collection. With the first CMS Conditions of Participation in 2007,
programs had to have program and management structures consistent with appropriate,
effective care and demonstrate the ability to gather and apply performance improvement
data.

Comparing the CMS and OPTN outcome measures, M. Hamilton noted that programs
are not in violation unless they fail to meet all three of CMS’ minimum measures for
graft and patient survival. A program may be flagged for review, but it would not receive
a conditional-level citation unless the same substandard performance persists in
subsequent SRTR reports. Mr. Hamilton said CMS aims to position its outcome measures
in a way that backs up the OPTN peer review process. He said CMS 13 working with
HRSA and the SRTR to track the differences in the outcome criteria and will decide
whether to adopt new criteria. He noted that CMS cannot change its standard until a body
of evidence supports such a change.

In adopting its regulations, CMS considered how it could best back up the OPTN and
how to reinforce the tradition of continuous quality improvement (CQI) in the transplant
community. In the Conditions of Participation, CMS inctuded the FQAPT to reinforce
CQL They also build in the mitigating factors approval process for citations and include a
systems improvement agreement process that gives programs more time to implement
changes.

Backing up the OPTN are CMS’ patient and graft survival outcome measurcs. At any
given time, 8—11% of programs have a single SRTR report that raises a flag. Only about
3_5% have two of five SRTR reports showing statistically significant outcomes that raise
flags and thus merit a condition-level citation. Once a program is flagged, CMS assumes
that the OPTN peer review process kicks in, and the program addresses the issue. By
building in this tolerance, Mr. Hamilton said, CMS can focus on persistent outliers.

The mitigating factors approval process allows CMS to consider, for example, the effects
of natural disaster on program outcomes. The process allows programs 210 days to
recognize substandard performance, assess the root causes, design and implement an
intervention, and demonstrate improvement. In some cases, an SRTR report will show
improvement midway, and the mitigating factors process is ended.

The most important mitigating factor is evidence of a program addressing its own
problem successfully, said Mr. Hamilton. The regulation has been amended to state
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explicitly that documented performance improvement constitutes grounds for CMS to
grant approval based on mitigating factors if all criteria are met. The systems ‘
improvement agreement process is also spelled out clearly in the regulations.

M. Hamilton pointed out that CMS recognizes innovation as a mitigating factor. That is,
i the effects of an innovative service skew the overall results, it may be appropriate to
separate those effects before evaluating the outcomes the general patient population.

The regulation explicitly recognizes innovation as grounds for mitigating factor approval,
but there is still no forma) process for doing so, said Mr. Hamilton. He said the ACOT
may wish to advise on setting up a process. Mr. Hamilton recommended that a third party,
outside of the transplant center, endorses an innovative model, acts as an arbiter, and
identifies the individuals who would be affected and whose data should be pulled out. If
there were some mechanism to identify innovative practices and separate data in advance,
transplant centers could avoid being cited in the first place. Risk adjustment models are
needed to support such an approach.

To obtain mitigating factors approval, a program must demonstrate substantial
improvements that address the root cause(s) of the problem. It must show that
performance improvement plans have been implemented and institutionalized and that
they are sustainable. Finally, it must provide evidence of improved outcome that support
a finding of current compliance.

Almost all programs cited apply for mitigating factors approval, and many mect the
criteria outright. Some implement changes but are unable to provide outcomes data; such
programs usually enter into a systems improvement agrecment with CMS, which allows
an additional 12 months for data collection provided the program agrees to a performance
improvement regimen. Some programs achieve compliance before the 210-day deadline
and so no longer require approval. A few programs withdraw from CMS program
participation rather than face termination.

The most important element of a system improvement agreement is on-site evaluation.
Such agreements are established only when the circumstances seem promising for
improvement and strong institutional support is evident.

The FQAPI is an important aspect of regulation that ensures that hospitals have internal
capacity to monitor their performance and improve outcomes, said Mr. Hamilton. ldeally,
the FQAPI infrastructure integrates lessons learned from best practices, process
improvement, and innovation, codifying them into standard practices. Mr. Hamilton
outlined the major aspects of the FQAPL, which embody the principles of CQI (e.g.,
performance measurement, analysis, implementation of changes, and follow-through).

Mr. Hamilton provided examples of ways in which programs have applied data analysis
to better understand their outcomes and improve performance. In one case, for example,
the hospital believed its poor outcomes resulted from their use of organs from ECDs.
Data analysis showed the same poor outcomes applied to recipients of organs from
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standard donors, and the program went on to identify and fix system and practice flaws
affecting outcomes.

In another case, five of nine recent deaths were related to non-compliance. Closer
evaluation revealed the program offered little preparation or education to recipients,
Better root cause analysis might have identified problems earlier.

Mr. Hamilton observed that every hospital evaluated with persistent substandard
outcomes had staffing issues, and improving performance involved stronger statfing with
support from hospital leadership. Improving the use of electronic health records is also
very helpful, especially in large organizations, to identify transplant recipients who return
for care and to notify the transplant program.

Performance can be enhanced by using multi-disciplinary teams. For example,
coordinating and training intensive care nurses about fransplant issues is key to
improving performance. Similarly, transplant programs tend to rely on one group of
specialists to care for their patients but those specialists may not have specific training in
transplant care. Identifying a subset of specialists, providing them with targeted training,
and adjusting schedules to ensure that one of those specialists is available benefits
transplant programs.

In another case reviewed by CMS, a program attributed its substandard outcomes to a
population with a large number of African Americans and high rates of cardiovascular
disease. While the characterization of the population was accurate, review also showed
that the hospital did little testing or intervention before transplant, and no transplant
specialists were involved in clearance. By adopting more interventions up front, the
program improved rapidly.

One program aftributed its failure to improve despite reform efforts to a single, poor
surgeon. Analysis revealed that the surgeon was not significantly worse than peers; in
fact, even the best surgeon had poor outcomes at 1 year. By addressing underlying factors,
the program succeeded in bringing its outcomes up to national averages.

Mr. Hamilton said CMS analyzes its own efforts to assess effectiveness, Evidence
suggests that programs that receive mitigating factors approval continue to perform
similar to those that have never been cited for substandard outcomes. Programs that
required system improvement agreements appear to improve and do better over time, Mr.
Hamnilton cautioned that these data are preliminary.

Mr. Hamilton described several national trends, noting that sustained improvement in 1-
year survival rates likely reflect continuous learning and improvement efforts of
transplant programs. He said CMS may be helping poorly performing programs improve,
but the national averages are getting better, so transplant programs should be proud. He
concluded that CMS aims to promote synergy and avoid duplicating efforts; he hoped
that all regulatory and oversight bodies would work together to reinforce each other’s
efforts to improve care for recipients.
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Discussion -

Dr. Eason said iransplant centers are improving, and that explains some of the better
outcomes. However, some are becoming more selective, excluding risky patients to avoid
being flagged on center-specific reports. He asked whether CMS applies similar
requirements to OPOs, which should be improving their donor management, informed
consent, and other processes, Mr. Hamilton said he has heard anecdotally about the
impact of risk aversion, but he has not seen good stndies demonstrating it. He wondered
whether other programs pick up the slack when one becomes more selective; he noted
that the number of transplants overall has not gone down and still correlates highly with
the number of organs recovered. Mr. Hamilton sald a new national strategy to improve
organ availability may be needed.

Regarding innovative practices, Mr. Hamilton said he hoped CMS could work with the
ACOT, the OPTN, and others to promote innovation—for example, designating a
program to test the use of organs that are now discarded.

Dr. Matas pointed out that donations have not increased over the past decade. He believes
programs are reluctant to conduct trials for several reasons. Even before CMS cites a
program, poor outcomes related to innovative practices can lead to a program losing its
center-of-excellence designation, which means losing money. Mr. Hamilton responded
that CMS has the capacity to work with programs upfront to support demonstration
projects, such as drug testing, and separate out trial participants’ outcomes from those of
other patients. However, he acknowledged that doing so would not address concerns of
private payers.

Dr. Matas said private payers have a lot of influence on the field. Getting private payers
to agree to work upfront with programs to support innovative trials is essential to short-
and long-term outcomes, he said. Dr. Gerber said much work needs to be done to
simplify reporting around innovative research. The FQAPT results in a good end-product,
but programs need to become much more efficient about reporting. Dr. Gerber said
centers would be responsive to working with CMS on minimizing the burden of data
collection and reporting.

Mr. Hamilton said CMS reevaluates its reporting requirements frequently to ensure it is
collecting valuable data, Regarding OPOs, he said OPOs undergo registration once every
4 years, while other programs have continuous, ongoing review. There is no “redemption”
process in place for OPOs that perform poorly. Mr. Hamilton called on the transplant
community to recommend better ways to harmonize metrics across OPOs and transplant
centers, saying that CMS is a willing partner.

Dr. Barr said conversations between HRSA and CMS should include representatives
from OPOs who can provide feedback. The ACOT could facilitate such conversations,
which could lead to formal changes. Dr. Barr noted that because of allocation changes,
multi-organ transplants do not get counted, which has encouraged a huge increase in re-
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transplants or transplants of more than one organ at once. He hoped that attention would
be given to how CMS and private payers address that issue.

Dr. Fung said incentives should be established to encourage better OPO performance.
Now, all the onus for performance improvement falls on the transplant centers. Dr. Barr
said the ACOT may be able to create a work group to address that topic.

Vascularized Composite Allografts (VCAs)

Suzanne McDiarmid, M.D., ACOT Member

Dr. McDiarmmd gave an overview of the emerging field of hand and face transplants, or
VCAs. In the United States, 28 such procedures have occurred to date in 11 programs.
Recent military conflicts highlighted the need; a number of veterans are eligible, and Dr.
McDiarmid expected the Department of Defense will be a strong partner in the field. She
called VCA life-altering. ‘

The new American Society of Reconstructive Transplantation partnered with the AOPO
and the American Society of Transplant Surgeons (AS'TS) to request oversight of VCA
under the OPTN. In 2013, HHS defined VCAs as organs and requested that a committee
define policies for VCAs under the OPTN by July 2014. The VCA Transplantation
Committee quickly proposed revisions to the UNOS OPTN Board to revise existing
policies to include VCAs. Because of the extremely short deadline, the policies were
approved by the Board and implemented for a finite time (through June 2015). Public
comments will be gathered and presented to the Board, which will revise the policies as
needed.

The proposal to the Board defined VCAs, established membership requirements for VCA
transplant programs, created a VCA allocation system, and developed donor
authorization procedures. It also outlined exemptions from certain bylaws and policies
not applicable to VCAs. Dr. McDiarmid described each of these aspects of the proposal
in more detail. She noted that in some cases, living donors can provide, for example,
abdominal wall segments for use in scalp or breast reconstruction. The HHS Secretary
allowed living donation under the definition of VCAs.

The allocation process is relatively simple, because there are not enough data to support
the utility of more complex testing and assessment. Separate, specific, written donor
authorization is required for VCA donation, and the policy is consistent with UAGA and
State laws. Among other requirements, members must identify what kind of VCAs they
plan to conduct.

The VCA Transplantation Committee also addressed data collection and submission
requirements for VCAs. A proposal was put out for public comment in fall 2014. Tt
directs the OPTN to collect and disseminate data on VCAs in the United States. The
proposal will be presented to the Board in June 2015, The Committee is also working on
proposals around membership requirements (e.g., education, training, and certification
requirements for surgeons) similar to those for solid organ transplant programs.
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The Committee also seeks to raise awareness and educate stakeholders about the potential
for living donor VCAs, a topic which sparked interest quickly among public commenters.
It is developing a guidance document and resources that mirror those for living donors in
general, Dr. McDiarmid said it must be clear to the public that the same ethical principles
apply to living donors of VCAs, that donor safety is paramount, and that the risk—benefit
ratio changes when a transplant is not considered life-saving. Finally, the Committee is
also working on improving the allocation process and better defining graft failure.

Discussion

Dr. Barr thanked Dr. McDiarmid and the Committee for their efforts. He noted that an
ACOT recommendation to the Secretary helped make the new VCA policy a reality. He
asked how allocation would be affected when a patient has multiple needs, e.g., both a
face and hand. Dr. McDiarmid responded that the number of transplants now is so small
that it would be premature to craft policies that are very specific. The few programs
considering face and hand transplants have reached agreements with OPOs, which has
heen effective. There have been no efforts yet to prioritize transplants.

Dr. Barr asked whether rapid advances in prosthetics affect the VCA field. Dr.
MeDiarmid said the evolution in technology has been astounding, but the decision is a
very personal one. Some recipients feel the best prosthesis will never be as good as a
sensate hand. Dr. McDiarmid added that transplant programs take very seriously the risk
of immunosuppression, which can be fatal, and work to educate candidates about that risk.

Public Comment

Josh Morrison, Executive Director of Waitlist Zero and a transplant recipient, read a
letter to HRSA signed by more than 400 living kidney donors.! The signatoties supported
efforts to increase living donations in an effort to eliminate the waiting list. They said
they did not make the decision to donate lightly and accepted that no surgery is without
risk. They were glad to donate, as are most living donors. Fewer than one in 20 donors
regret their decision, and the signatories sympathized with those who did. However, the
long-term risks of donation are manageable, while the impact of donation on the recipient
is striking. Only increasing the number of living kidney donors will address the lack of
organs available for transplant. Education and promotion of living donation can only
improve informed consent. The signatories called for better education of the public,
expanded access to donation, expanded follow up, provision of health insurance for
donors, and reimbursement of donor expenses. Some recipients may need additional
{ransplants, and many people are in need of transplants now. Donation may not be the
right choice for everyone, but the signatories were glad about their choice to donate and
hoped more people would do so (see Appendix A and Appendix B).

Harvey Mysel of the recently founded Coalition to Promote Living Donation, founder of
the Living Kidney Donors Network, and a two-time kidney transplant recipient, said the
Coalition is eager to include OPOs, transplant centers, and other non-profit organizations.
Ie noted that the number of transplants from living kidney donors in 2014 was at its

I The letter was not provided to HRSA. The contents of the letter are paraphrased here.
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lowest since 2000, In eight of the past 10 years, living donations decreased from the
previous year. These numbers should raise a red flag. In 2000, 35,000 people with ESRD
were awaiting a kidney transplant. Today, that number is 100,000. Clearly, policies are
needed to improve living donation. Major changes are positive and possible. The
Coalition believes that living donations could be increased through comprehensive
education of the public, universal access to donation, and better treatment of donors (who
currently bear the cost of travel and other expenses). Better follow up and study of donors
should be a realistic goal. Two years of follow up is not nearly enough. Donors should
get health insurance to alleviate their risks and avoid future gaps in care. Treating donors
better will save dollars. Promoting donation does not apply coercion; the best method is
through better education. The best encouragement for living donation is reducing the
medical and financial burden on donors. Living kidney donation is not the best choice for
all, but it is an admirable one with tremendous potential consequences for the United
States and the public. The government should support living kidney donation
wholeheartedly.

Sigrid Frye Revere, President of the Center for Ethical Solutions, said she speaks not as
an advocate of living kidney dopation but rather an advocate for living kidney donors.
She said she tried to donate her kidney to a friend and cleared the medical and
psychological screening but was refused for socioeconomic reasons, and her friend died.
Ms. Revere presented a TED talk on her experience, which inspired the creation of two
new organizations. One is Stop Organ Trafficking Now, which aims to influence how
living donors are treated. Stop Organ Trafficking Now created a politically feasible
proposal, modeled after initiatives in Australia, Israel, and Ireland that compensate
donors for lost wages and living expenses. This proposal draws on those models and
includes other ideas to protect living kidney donors. The proposal would save Medicare
money, requires limited startup costs, requires limited bureaucratic changes, and requires
no appropriations. Ms. Revere provided a background document for the ACOT’s
consideration (see Appendix C).

Ms. Revere said her TED talk also inspired creation of the American Living Organ Donor
Fund (ALODF), the only public charity she knew of that advocates and provides services
to all types of donors and only to donors. Most organizations serve both donors and
recipients. Ms. Revere provided the ACOT with AL.ODF’s informational pamphlet. Its
website offers information about individual State laws and regulations affecting donors.
The ALODF also sponsors a private online support group via Facebook for donors and
those considering donation. The ALODF implemented a network of volunteers and
mentors to help with some expenses and other services, such as transportation. It created
a fund for living donors. Currently, donors can get some financial assistance from the
National Living Donor Assistance Center for transportation to a transplant center, but
they often feel abandoned after their donation. Ms. Revere said the ALODF’s pilot
project has made 34 transplants possible, but 50 more people are waiting for help. She
believed the experience of ALODF could inform future efforts that the ACOT may want
to pursue.
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Finally, Ms. Revere said her TED talk was about solving the kidney shortage. Taking
better care of living kidney donors will result in more donors. While she said increasing
the number of donors is not her priority, the approach she offers is an ethical way to do so.

The comments of Rebecca Hays of the American Society of Transplantation can be
found in Appendix D. The comments of Richard Formica, M.D., of the American
Society of Transplantation can be found in Appendix E.

Written comments were also submitted by Peter Stock, ML.D., Ph.D., president of ASTS
(see Appendix F), and Christine Wright (see Appendix G). “An Open Letter to HHS
Secretary Burwell on Ethically Increasing Organ Donation,” published online in
Transplantation Direct on March 6, 2015, is in Appendix H.

Gene Ridolfi, executive director of the Washington University in St. Louis and Barnes-
Jewish Hospital Transplant Center, addressed the impact of KPD on transplant centers.
He and his colleagues support KPD, but the resources required are significant. His center
often invests dedicated resources for KPD, but much time is spent on coordinating events
that never result in transplant. Mr. Ridolfi called for focusing on advancing process
efficiencies of KPD to ensure greater success of KPD and less time invested in events
that do not move forward.

New Business

Dr. Fung suggested the ACOT recommend a cost-benefit analysis of the use of belatacept
for kidney transplantation involving ECDs. Dr. Fung will submit a proposal for
consideration by HRSA and FDA to conduct a long-term cost-benefit analysis.

Dr. Matas suggested that the ACOT establish work groups to address long-term follow up
of living donors and the conflict between innovation and the need to ensure good center-
specific results (which affect reimbursement).

Action Item
Dr. Barr agreed that the ACOT should consider creating a work group to address
long-term follow up of living donors.

Adjournment ‘

Dr. Barr encouraged members to email him with ideas about new work groups or if they
would like to participate in an existing work group. Planning for the next ACOT meeting
is underway. Dr. Barr adjourned the meeting at 12:40 p.m.
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Appendix A

WaitList Zero
666 5% Avenue
New York, NY, 10103

Mark Barr

Chairman

Advisory Committee on Transplantation
5600 Fishers Lane

Rockville, MD 20857

Dr. Barr,

The number of transplants from living kidney donors in 2014 was the lowest on
record since 1999, fifteen years ago. That year, about 35,000 ESRD patients were
waiting for a transplant. Today more than 100,000 are. Clearly, policies to revitalize
living kidney donation are needed.

The past decade of deceased donation policy shows that major positive changes are
possible. The number of eligible deceased donors has decreased from 12,000
annually in 2002 to 9,000 today, yet even amidst that challenging environment,
sustained effort to increase deceased donation has yielded exemplary results. Since
the creation the Organ Donation Breakthrough Collaborative in 2003, the amount of
deceased donor kidney transplants has risen by more than 3,000. In that time, the
conversion rate of eligible deceased donors to actual donors has risen from about
50% to over 75%, achieving the Collaborative’s publicly stated goals. A similar
breakthrough is needed for living donation.

That is why we have come together to form the Coalition to Promote Living Kidney
Donation. We believe sincerely in fighting to increase deceased donation, but on its
~ own deceased donation will never be enough to end the shortage. It is only by
promoting living donation that we can provide hope to all of the patients on the
waitlist as well as the tens of thousands more who suffer from ESRD, are medically
suitable for transplantation, but never even make it onto the list.

Promoting living kidney donation means making it easy for patients to ask fora
transplant and easy and attractive for people to donate. That requires supporting
patients through comprehensive transplant education for them, their families and
the public. It requires universal access to paired kidney donation.

It also means ensuring the best possible treatment for donors. Currently donors are
left to to bear the cost of their own lost wages, travel, childcare, and other expenses
related to donation. That needs to change. Better follow-up care and study of donors
needs to be ensured in a way that is realistic about donors own schedules and the
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demands on their time. Donors should be provided health insurance to alleviate
risks of donation and to avoid gaps in coverage.

Treating donors and patients better will increase transplant and thus save American
lives and taxpayer dollars. But promoting donation does not imply coercion or
exploitation. Quite the opposite. The best way of maintaining and strengthening
informed consent is through excellent patient education. The best way of ensuring
donors do not regret donation is reducing its financial and medical burden.

Living kidney donation is not the right decision for every American, nor even for
most, but it is admirable and an act of public service. It is a choice with
tremendously positive consequences for the American public, and it is one the U.S.
government should support wholeheartedly.

Sincerely,

The Coalition to Promote Living Kidney Donation

DIALYSIS
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Appendix B

WaitList Zero
666 58 Avenue
New York, NY, 10103

Mary K. Wakefield, PhD, RN

Admimstrator

Health Resources and Qervices Administration
5600 Fishers Lane

Rockville, MD 20857

Re: Living Kidney Donors in Support of Donation

We the undersigned kidney donors support efforts to increase living kidney
donation.

We did not make our choice to donate lightly. With the help of transplant
professionals, we carefully weighed the risks and rewards. The medical
professionals we worked with never pressured us to donate. Quite the
opposite— they worked hard and in good faith to educate us to make our own
informed choice. We are grateful for their support.

We are glad we chose to donate, as are most donors. No surgery is without 118k
or potential disappointment, but studies have repeatedly found that fewer
than one in 20 donors regret their decision. Our hearts go out to those who
regret donating® More must be done to reduce their number. Nevertheless,
theirs is not the normal donor experience.

The long-term risks of kidney donation are real but manageable:

e a three in 10,000 chance of dying during surgerys

e anincrease to a 1% lifetime risk of kidney failure (the general
population has a 39 risk but kidney donors start off healthier); and

o for female donors, a 6% increase in the risk of preeclampsia during
pregnancy.

Donation neither reduces life expectancy nor prevents donors from living
normal, healthy lives.

The positive impact of the recipient dwarfs the expected cost to the donor. A
living donor kidney lasts an average of fourteen years. By contrast, the five-
year survival rate of dialysis is about the same as brain cancer. The impact of
a transplant is so striking that recipients often look noticeably healthier as
soon as they emerge from surgery. ' ‘
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Thousands of Americans die each year because of the kidney transplant
- shortage. Increases 1 deceased donation can never be sufficient to meet this
need. Tt is only by increasing living kidney donation that we can save these

patients.

Education and promotion among potential living donors can only improve
informed consent. We support policies to:

Better educate the public, patients, and their families about transplant;
Expand access to paired kidney donation;

Expand follow-up study and care; and

Reduce the costs of donation by reimbursing donor lost wages and travel

expenses and by providing health insurance to donors.

¢ &

Each of these measures would support transplant and increase donation
without reducing our system’s strong current commitment to informed
consent.

The very patients to whom we donated may need another transplant in the
future. More than a hundred thousand patients just like them need a
transplant today. Donation is not the right choice for everyone or, indeed, for
most people. But we are glad of the choice we made, and we hope it 1s one that
more Americans will be able to make in the future.

Signed, %/( e W | Mﬂ@mm

Marie Speicher Halsy Panze¥a
Living Kidney Donor Living Kidney Donor
[ 3]
"—"!'." -
W ( "-"% KM%
Robin Ward " Karrie Viscogliosi
Living Kidney Donor Living Kidney Donor
%A [958
déremy Roman Robert States

Living Kidney Donor Living Kidney Donor
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Crystal Hazlett Christine Perez
Living Kidney Donor Living Kidney Donor
Barbara Wolf Anne Crew
Living Kidney Donor Living Kidney Donor
V7 Jeffery Smith | " Debbic Glover
Living Xidney Donor meg Kldney Donor
~ Lauren Stark Gabriel Bennett
Living Kidney Donor Living Kidney Donor
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Maxgy Gorrell Anne Mannetté-Wright
Living Kidney Donor Laving Kidney Donor
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Tiffaty LeRoux Philecia McCaln
Living Kidney Donor Living Kidney Donor
Jubel Caldwell Wiiyne Trznadel
L1V1ng Kidney Donor Living Kidney Donor
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Diane Brockington 7 tha Tomas

Living Kidney Donor meg Kidney Donor



Appendix B (continued)

(O Dbson-)

Wende Shurin
Living Kidney Donor
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Diane Bookhafkn
Living Kidney Donor
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Lorena Rodrigue
Living Kidney Donor
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Jamie Tenorio
Living Kidney Donor
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Erica Castaneda
Living Kidney Donor
Living Kidney Donor

, Mary Mequio
Living Kidney Donor

Carole Moore
Living Kidney Donor

Yo A 20l

Kari Alexander
Living Kidney Donor

)

Jenna Bromberg
Living Kidney Donor

Cheryl Manley
Living Kidney Donor

By

Sunshine Solaas
Laving Kidney Donor
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John Atkinson
Living Kidney Donor

LaDonna Strowbridge
Living Kidney Donor
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Jill Laker
Living Kidney Donor

Mo s o

Linda Szczesny
Living Kidney Donor
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Anne Hotz
Living Kidney Donor

Jennifer Adams
Living Kidney Donor
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Christina Toedtemeier
Living Kidney Donor
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Wendie Levy
Living Kidney Donor

Karen Christiansen
Living Kidney Donor

Mary Rodriguez
Living Kidney Donor

Hon L frecke

Lorie Triantos
Living Kidney Donor
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Kayle Seitz
Living Kidney Donor

e

Joe Vohs
Living Kidney Donor

A

Gina Stravinsky
Living Kidney Donor
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Lisa McKeown
Living Kidney Donor

Karen Michul
Living Kidney Donor
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Maria Blackburn
L1V1ng Kidney Donor
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Sara Toffoli
Living Kidney Donor

Cathy Schroeder
Living Kidney Donor

Christa Gahagan
Living Kidney Donor
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Robert Rosser
Living Kidney Donor

Tom Chaklos
Living Kidney Donor
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Michelle Hilt
Living Kidney Donor
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Sandra Lowe
Living Kidney Donor
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John Dyson
Liaving Kidney Donor

Jane Wingquist
Living Kidney Donor

Dawid Fox
Living Kidney Donor
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Gina Ormond
Living Kidney Donor

Desor

Lawrence Mitchell
Living Kidney Donor
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Jason Jones
Living Kidney Donor

7

Kristine Speckmann
Living Kidney Donor

Eric Parrie
Living Kidney Donor

bl Iy

Bobby Melnick
Living Kidney Donor
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Kime McEarlane

Kim .MC.F%ﬂ,%P?

“Tiving Kidney Donor

Robert Iveland

Matthen Zuckerman

Matthew Zuckerman
Living Kidney Donor

Joh Bedard

Robert Ireland
Living Kidney Donor

Patricia Shapivo

John Bedard
Living Kidney Donor

Johw Hodges

Patricia Shapiro

Living Kidney Donor

Anne  Patnode

John Hodges
Living Kidney Donor

Christina Steenbergein

Anne Patnode
Living Kidney Donor

Mart‘mleaﬁaﬂam

Christina Steenbergen
Living Kidney Donor

Lyni Bolduc

Marivel Magallanes
Living Kidney Donor

Dont Todd

Lynn Bolduc
Living Kidney Donor

Diane arbemflo—Coo&'nﬁ

Doni Todd
Living Kidney Donor

Glown Maxy Co[b}l

Diane Ortenzio-Cooling
Living Kidney Donor

Cork;v Parucet

Glenn Mary Colby
Living Kidney Donor

Corky Parmet
Living Kidney Donor
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jey Dowwes

Lisa Mccrea

Joy Downes

Living Kidney Donor Living Kidney Donor -
Amy Morris Tanya Mallack
Amy Morris TanyaMallach
Laving Kidney Donor Living Kidney Donor
Patricia Thowas Allante Mitchell
Patricia Thomas Allante Mitchell
Living Kidney Donor Living Kidney Donor
Nicole.  Harvis . Donsa Smith
Nicole Harris Donna Smith
Living Kidney Donor Living Kidney Donor
Robyw Couchs Danielle fewoll
Robyn Couch Danielle Jewell
Living Kidney Donor Living Kidney Donor
Linda  Case Hannah Malligan
Linda Case Hannah Mulhgan
Living Kidney Donor Living Kidney Donor
Douglas Asofsky Judith Peck
Douglas Asofsky Judith Peck
Living Kidney Donor Living Kidney Donor
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Judie.  Naviw

Julie Navin
Living Kidney Donor

Nastrado Patih

Teresa Kosse

Teresa Kosse
Living Kidney Donor

Patti Nortos

Namrata Patil
Living Kidney Donor

Karer VMW@/

KarenVanWhy
Living Kidney Donor

Monica Arce

Patti Norton
Living Kidney Donox

Shansa Baker

Monica Arce
Living Kidney Donor

Geri Emuna

Shanna Baker
Living Kidney Donor

Lénela, Sneads

Linda Snead
Living Kidney Donor

Joelle  Flenrimont

Geri Emma
Living Kidney Donor

Lisa Buentello

Lisa Buentello
Living Kidney Donor

Christine Clinkenbeard:

Joelle Fleurimont
Living Kidney Donor

Yoonse Alexander

Christine Clinkenbeard

Living Kidney Donor

Yvonne Alexander
Living Kidney Donor

Candy Camphell

Candy Campbell
Living Kidney Donor
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Emily Millevitle Tevesa Navickas
Emily Milleville Teresa Navickas
Living Kidney Donor Living Kidney Donor
Kathleen Romeyn Melissa Bratt

Kathleen Romeyn Melissa Bratt
Living Kidney Donor Living Kidney Donor
Eryr L:mceﬁrd/ Caumilla Spicer
Eryn Lunceford Camilla Spicer
Living Kidney Donor Living Kidney Donor
Ivanna Lomeli-Peres Tarer,  Talwmage

Ivanna Lomeli-Perez Taren Talmage
Living Kidney Donor Living Kidney Donor
Tiffany Ayers Cynthia Allery
Tiffany Ayers Cynthia Allery
Living Kidney Donor Living Kidney Donor

Kewtne  Trawvers

Kevin Travers
Living Kidney Donor

Diane Mamuitg Lowax

Evika  Decotean

Diane Manning Lomax

Living Kidney Donor

Erika Decoteau
Living Kidney Donor

Jessica, Lawer

Jessica Lauer
Living Kidney Donor



Appendix B (continued)

William Fralix

Evine  Sochocky
William Fralix Erin Sochocky
Living Kidney Donor Living Kidney Donor
Kathy Gelsler Angelina Nappler
Kathy Geisler Angelina Nappier
Living Kidney Donor Living Kidney Donor
Jasons " seales Saumunel Silshy
Jason Seales Samuel Silsby
Living Kidney Donor Living Kidney Donor
vikz Laz Anne  Camphell
Vikz Laz Anne Campbell
Living Kidney Donor Living Kidney Donor
Efipabeth Williams Cara Yesawich
Elizabeth Williams Cara Yesawich
Living Kidney Donor Living Kidney Donor
Julie  Oberhand: Dale Hanlow
Julie Oberhand Dale Hanlon
Living Kidney Donor Living Kidney Donor
Astit Mavie fMones Elézabetty Jopce
Ann Marie Mones Elizabeth Joyce
Living Kidney Donor Living Kidney Donor
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Kendal McDonald

Kerry Palmer
Living Kidney Donor

Betty  Springer

Kendal McDonald
Living Kidney Donor

Lisa Bmim}g

Betty Springer
Living Kidney Donor

Marcela Speert

Marcela Speert
Living Kidney Donor

Ashley Hopng

Lisa Branting
Laving Kidney Donor

Love Hmzlnﬁ:r

Ashley Hoyng
Living Kidney Donor

_fkelg/ Ateirson

Lori Hennings
Living Kidney Donor

Phillip. Butler

Shelly Atkinson
Living Kidney Donor

Arta Ward,

Phillip Butler
Living Kidney Donor

Michelle decelle

Arta Ward
Living Kidney Donor

Arhla;v Try

Michelle deCelle
Living Kidney Donor

Kristie Lentmon

Ashley Try
Living Kidney Donor

Kristie Lemmon
Living Kidney Donor

Doloves Golden

Dolores Golden
Living Kidney Donor
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Susan Hill
Living Kidney Donor
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Raopaum

KC Ward
Living Kidney Donor

Jasor,  Nothdurft

Roopal Shah
Living Kidney Donor

Kaila  Lua-ksan

Jason Nothdurft

Living Kidney Donor

Anﬁrﬁ& Sayer

Kaila Luukwan
Living Kidney Donor

Rebecea Hovland

Angie Sayer
Living Kidney Donor

MWMM[&F

Rebecca Hoviand
Living Kidney Donor

Joe Knotts

Larry Miller
Living Kidney Donor

Nancy Counch

Joe Knotts
Living Kidney Donor

David  Margentine

Nancy Couch
Living Kidney Donor

Toni Krebbs

David Margentino
Living Kidney Donor

Barbara, Cobten

Barbara Cohen
Living Kidney Donor

Stacy Prochuowr

Toni Krebbs
Living Kidney Donor

Stacy Prochnow
Living Kidney Donor
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Alex Franges

Teresa Kieffer
Living Kidney Donor

Lasva Robb

Alex Franges
Living Kidney Donor

Kwtbergz Hill

Laura Robb
Living Kidney Donor

Kelly Eischer

Kelly Fischer
Living Kidney Donor

Breans Faﬁ.«m«

Kimberly Hill
Living Kidney Donor

Teressa Eppr.rﬁht

Angie Sayer
Living Kidney Donor

Mary Brooks

Teressa Eppright
Living Kidney Donor

Brian,  Carber

Mary Brooks
Living Kidney Donor

Mavk  Swmith

Brian Carter
Living Kidney Donor

Annalisa Clecotts

Mark Smith
Living Kidney Donor

Barry Benecke

Annalisa Ciccotto
Living Kidney Donor

Sheketa Daniels

Barry Benecke
Living Kidney Donor

Sheketa Daniels
Living Kidney Donor

Bob Watking

Bob Watkins
Living Kidney Donor




Appendix B (continued)

Willle  Greewt

Willie Green

Living Kidney Donor -

Kwthy Kreiter

Lary Knight

Kathy Kreiter
Living Kidney Donor

Leta Rﬂqu.eL—Le&

Larry Knight
Living Kidney Donor -

Chuck ~ Johwmson

Leta Raquel-Lee
Living Kidney Donor

Melissa Carvera

Chuck Johnson
Living Kidney Donor

Downia Pelrson

Melissa Carrera
Living Kidney Donor

Richard Chisholm

Donna Pehrson
Living Kidney Donor

Tatiana Evosa

Richard Chisholm
Living Kidney Donor

Rovi. Block

Tatiana Erosa
Living Kidney Donor

Jeremy Balthis

Rori Block
Living Kidney Donor

Amy Ford

Jeremy Balthis
Living Kidney Donor

!teplwul& Ledesma

Amy Ford
Living Kidney Donor

Stephanie Ledesma
Living Kidney Donor

Vanessa Freemai

Vanessa Freeman
Living Kidney Donor
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Brigitte Dysart Sam Tostado
Brigitte Dysart Sam Tostado
Living Kidney Donor Living Kidney Donor
Alicia,  Rodriguez Jenuifer Day
Alicia Rodriguezr Jennifer Day
Living Kidney Donor Living Kidney Donor
Edaw  McPherson Nicholas jacobs
Edan McPherson Nicholas Jacobs
Living Kidney Donor Living Kidney Donor
Alescander Bevger Barbara Osgood:
Alexander Berger Barbara Osgood
Living Kidney Donor Living Kidney Donor
Evie Viera Linda  Bramblett
Evie Viera Linda Bramblett
Living Kidney Donor Living Kidney Donor
Joseph Koomas Auey Maliborski
Joseph Koomas Amy Maliborski
Living Kidney Donor Living Kidney Donor
Virginia Mayer Teri Thomas
Virginia Mayer Teri Thomas
Living Kidney Donor Living Kidney Donor
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Michelle Thowas

Michelle Thomas
Laving Kidney Donor

Rewuber Miller

Kathy campbels

Reuben Miller
Living Kidney Donor

Kc’mﬁeré/ Bryant

Kathy Campbell
Living Kidney Donor

Tracy Brtltii&rﬁkam

Kimberly Bryant
Living Kidney Donor

Martha Weaver

Tracy Brittingham
Living Kidney Donor

J’tag/a&mdéey

‘Martha Weaver
Living Kidney Donor

Tami  Batlar

Stacy Chandler

Laving Kidney Donor

Aichele Bw/wfer—ffoyt

Tami Bailar
Living Kidney Donor

Agﬁfwﬂo Fernandes,

Michele Burhofer-Hoyt
Living Kidney Donor

Pable  Servitella

Alfredo Fernandez
Living Kidney Donor

Rehomore Spivey

Pablo Serritella
Living Kidney Donor

Sharow Elachi

Rehomore Spivey
Living Kidney Donor

Sharon Elachi
Living Kidney Donor

Beth Lake

Beth Lake
Living Kidney Donor
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Daniel Harding Cynthin Witker
Daniel Harding Cynthia Witker
Living Kidney Donor Living Kidney Donor
Ted Gﬂfdiﬂﬁ Lisa King

Ted Garding Lisa King
Living Kidney Donor Living Kidney Donor
Kimberly Soeitt Susan,  Glanstefani
Kimberly Smith Susan Gianstefani
Living Kidney Donor Living Kidney Donor
Zoe Vaughter Charles Vancleof
Zoe Vaughter Charles VanCleef
Living Kidney Donor Living Kidney Donor
Rechelle Benoit Shantel Magner
Rochelle Benoit Shantel Magner
Living Kidney Donor Living Kidney Donor
Lauven Naccarells Gloview  Trevino
Lauren Naccarelh Gloria Trevino
Living Kidney Donor Laving Kidney Donor
Heleorntas McKinney Debbi&ffwg%rf
Heleena McKinney Debbie Steinfort
Living Kidney Donor Living Kidney Donor
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Erik Masor,

Erik Mason
Living Kidney Donor

Nanngt[é;

Maureen, Bon.ce}/

Nancy Ellis
Living Kidney Donor

Jodwne Thorw

Maureen Boncey
Living Kidney Donor

Lawri  Bosrdwar

JoAnne Thorn
Living Kidney Donor

Jewsifer Navaks

Lauri Boardman
Living Kidney Donor

_ﬁfeplmt!chumfwr

Jennifer Naraki
Living Kidney Donor

Lisa Twoimey

Stephen Schumacher
Living Kidney Donor

Jasmes proggins

Lisa Twomey
Living Kidney Donor

Amy.fwier

James Spraggins
Living Kidney Donor

Roxanne Mills

Roxanne Mills
Living Kidney Donor

Jeinifer tope

Amy Sevier
Living Kidney Donor

Kirte stark

Jennifer Hope
Living Kidney Donor

Sumanre Robirson

Kirk Stark
Living Kidney Donor

Suzanne Robinson
Living Kidney Donor
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Bresda Hanson

Daniel Scheer
Living Kidney Donor

Kavewn,  Webb

Brenda Hanson
Living Kidney Donor

Isabel  Dogsantos

KarenWebb
Living Kidney Donor

Laurie Braverman

Tsabel Dossantos
Living Kidney Donor

M aryrose Ba/ﬁuwuv

Laurie Braverman
Living Kidney Donor

Donna, Waldrow Gillispée

Maryrose Bargmann
Living Kidney Donor

David  Smithy

Donna Waldron Gillispie

Living Kidney Donor

Dai F. Marrmg/

David Smith
Living Kidney Donor

Evika.  Fedorowski

Dan F. Morrissey
Living Kidney Donor

Bernadette Morrissey

Bernadette Morrissey
Living Kidney Donor

Ligna ~ Thowas

Erﬂ{a Fedorowski
Living Kidney Donor

Susan,  Wedel

Liana Thomas
Living Kidney Donor

Vickie Napier

Susan Wedel
Living Kidney Donor

Carvie Mclaii

Vickie Napierr
Living Kidney Donor

Carrie Mclain
Living Kidney Donor

Scott Clovder

Scott Clouder
Living Kidney Donor
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Nicole  Stvowmaty

Nicole Stromath
Living Kidney Donor

Rebecca Nolan

Margaret Dwﬁm

Rebecca Nolan
- Living Kidney Donor

Ange{a/ Leone-Hess

Margaret Devinney
Laving Kidney Donor

Sharon Weniz

Angela Leone-Hess
Living Kidney Donor

Ann Lundeer,

Sharon Wentz
Living Kidney Donor

ng/ Kent

Ann Lundeen
Living Kidney Donor

Elizabeth Mctakon

Judy Kent
Living Kidney Donor

A Famver

Ad Fawver
Living Kidney Donor

Karel  Zaleski

Elizabeth McMahon
Living Kidney Donor

Rachel Goemaere

Karel Zaleéki
Living Kidney Donor

Kuﬁy me

Rachel Goemaere
Living Kidney Donor

Joe Runtiey

Kathy Panozzo
Living Kidney Donor

_ftm:ey Greja;:y .

Joe Rumney
Living Kidney Donor

Ryan Davies

Stacey Gregory
Living Kidney Donor

Laleise Curtiss

Ryan Davies
Living Kidney Donor

Laleise Curtiss
Living Kidney Donor
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Jim Kintz Shewvic  Barber
Jim Kintz Sherri Barber
Living Kidney Donor Living Kidney Donor
Angelica Padilla Kari Robbins
Angelica Padilla Kari Robhins
Living Kidney Donor Living Kidney Donor
Paular Kok Jady Anderson
Paula Kok Judy Anderson
Living Kidney Donor Living Kidney Donor -
© Carol  Seften Shari  Weber
Carol Setten Shari Weber
Living Kidney Donor Living Kidney Donor
Eunice Meadoux Andrear Memillan
Eunice Meadoux Andrew Mcmillan
Living Kidney Donor Living Kidney Donor
Mary  Ehlert Krist  Noone
Mary Ehlert Kristi Noone
Living Kidney Donor Laving Kidney Donor
Heldi  Colewman Cortts  Williaws
Heidi Coleman Curtis Williams
Living Kidney Donor Laving Kidney Donor
Michelle Ewen, Richard, Daniels
Michelle Ewen - Richard Daniels
Living Kidney Donor Living Kidney Donor
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becky  MeKinnsy

Becky McKinney
Living Kidney Donor

Jessica Broww

Erica Lcepmamb

Jessica Brown
Living Kidney Donor

fte;;mx.‘& Grant

Erica Liepmann
Living Kidney Donor

Shanna Baker

Stephanie Grant
Living Kidney Donor

Judith Roweers

Shanna Baker
Living Kidney Donor

Johw Duff

Judith Romero
Living Kidney Donor

Stocktor Hall

Judy Anderson
Living Kidney Donor

Subsan qmmjw

Stockton Hall
Living Kidney Donor

Ci}/s‘tmfz Wallace

Susan Gianstefani
Living Kidney Donor

Edane  MePherson

Crystal Wallace
Living Kidney Donor

Gevards Hilbig

Edan McPherson
Living Kidney Donor

Kiny McEarlane

Gerard Hilbig
Living Kidney Donor

Ronald Tyer

Kim McFarlane
Living Kidney Donor

Kelly Gatin

Ronald Tyer
Living Kidney Donor

Kelly Gatlin
Living Kidney Donor

Willie  Greest

Willie Green
Living Kidney Donor
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Crisst  Flippen Matreen Boncey
Crissi Flippen Maureen Boncey
Living Kidney Donor - Living Kidney Donor
Lasi Young Lauvi  Boardnan
Lani Young Lauri Boardman
Living Kidney Donor Living Kidney Donor
Dallas  Morales. Stophen Schumacher
Dallas Morales Stephen Schumacher
Living Kidney Donor Living Kidney Donor
Lisa !c/w;g%!a? James Spragging
Jennifer Naraki James Spraggins
Living Kidney Donor Living Xidney Donor
Johw Dueff Roxasnne Mills
John Duff Roxanne Mills
Living Kidney Donor Living Kidney Donor
Teresa Hudsor Jeunifer Hope
Teresa Hudson Jennifer Hope
Living Kidney Donor Living Kidney Donor
Deborahy Comuming Sizanne Robisson,

Deborah mCummins
Living Kidney Donor

Suzanne Robinson
Living Kidney Donor




Appendix B (continued)

et

Gary Ross-Reynolds
Living Kidney Donor

Stan W‘U‘ifhscn

- B ewmire

Stan Wilkison
Living Kidney Donor

h

Kathleen M. Sanner
Living Kidney Donor

RSN

h
Jeff Friedrich
Living Kidney Donor

~ Michael Griffen
Living Kidney Donor

S

Christine O'Brien
Living Kidney Donor

Ra Ao,
Vodde p

Paul Mikolaycik

RaNae Vodder
Living Kidney Donor

s S

Living Kidney Donor
'!'“\-__:: . ‘,‘1‘:'—"' . o
John Duberg
Living Kidney Donor

D

Pitrice Hudson
Living Kidney Donor

Poradith N

Rachel Bloomer
Living Kidney Donor

@kﬁ“

Meredath Hagan
Living Kidney Donor

U UIRIS

“Kathy Madison
Living Kidney Donor

N

James Chittock
Living Kidney Donor

Jody Welsh
Living Kidney Donor

‘%WM%M

J enmfer Dorrance
Living Kidney Donor

e e
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Joshua Morrison
Living Kidney Donor

Thomas Kelly
Livi_ng Kidney Donor
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The SOTN Propeosal In Simplést Terms

+ Increase penalties for organ brokering at home and abroad.

» Follow original intent of NOTA and have Medicare help patients in greatest medical
need first and according to UNOS current wait list criteria by:

(a) [iaying expenses of donors willing to give to top match in their region, and
(b) paying the Organ Procurement Organizations (OPOs), which currently
match deceased donor organs with recipients, to arrange living matches as
well.

»  Allow 501(c)(3) public charities (and recipients themselves) to cover all donation
related expenses — The same expenses that carrently can be deducted from state
income taxes at the state level. Charities can help any donor, not just those giving to
front of the list.

» Create living donor registry that puts'donor AND one relative to the front of the list
at any time donor chooses.

... Rem _ g Donation
Please sign our Petition at www.StopOrganTraffickingNow.org
(The SOTN Act would apply to all living donors, including bone marrow and liver donors, but for
sirnplicity, we use living kidney donation as the example throughout this document. )

The Problem: There is a huge organ shortage. Over 100,000 of the 120,000 Americans waiting for
transplants need kidneys. Americans resort to purchasing organs on the black market because not enough
organs are available at home. Note: A third of all kidney transplants currently done in the United States
are through living donation. Even if every American agreed to be a deceased donor there would not be
nearly enough cadaver organs to fill the need. There are millions of potential living donors in the United
States.

The Solution; Make more living donor organs available at home and increase the penalties for illegal
transplant tourism. Removing barriers does not mean creating incentives; it means making donation
financially possible for those who otherwise can’t donate. Removing barriers to donation alone could
reduce the U.S. organ waiting list by as much as 30% in five years.

The SOTN Proposal:

1) Increase the criminal penalties associated with the brokering of / or sale of organs for transplant.
This will help stem the tide of Americans seeking organs illegally abroad. This will work best if
at the same time it becomes easier for Americans to find living organ donors at home.

2) Remove the financial disincentives that hinder living donation by establishing a federal benefit to
help donors cover the non-medical expenses inherent in any living organ donation. The federal
benefit established by this legislation should only apply to Americans willing to donate to people




Appendix C (continued)

at the top of the waiting list in their own transplant region. If patients make it to the top of the
transplant waiting. list, it is pretty clear they have exhausted all other options for getting an organ.
No one wants to wait longer than absolutely necessary because the longer patients are on the list,
the more the chance that they will develop health problems that disqualify them from getting a
transplant. Also, Medicare saves the most money by removing those at the top of the waiting list
because those are the patients who are at the highest risk of developing debilitating illnesses that
cost Medicare more than providing a transplant.

This could be done with a federally issued debit card. A debit card is currently the procedure used
by the National Living Donor Assistance Center to pay donors expenses. The problem with
NLDAC is that it helps the poorest of the poor — those who can show both they and their
recipients eam no more that 300% above the poverty line. The National Organ Transplant Act
(NOTA) was passed to create a system to help those in greatest medical need regardiess of
income. The SOTN proposal goes back to the original intent of NOTA. Also note that according
to the U.S. Census Bureau, only the top 8% of US earners have enough in discretionary funds in a
month to pay the average of $5,000 in out-of-pocket expenses donors pay to donate. Twenty
percent of Americans have no savings at all. This means 92% of Americans have to either spend
their savings or go into debt io donate. NLDAC only helps the poorest of these Americans and it
does so at a financial cost. The SOTN proposal is set up to belp more Americans and at a savings
to Medicare.

Consider as an example: Medicare now pays Organ Procurement Organizations (OPOs)
approximately $50,000 to retrieve and deliver a kidney. It currently pays OPOs $0 to include
living organ donors in its matching system. If Medicare paid OPOs $20,000 to test and list
information for living organ donors, Medicare could pay living organ donors’ out-of-pocket
nonmedical expenses up to $10,000. Then, Medicare would save $20,000 for every organ
transplant done with a living donor rather than a cadaveric organ. Adjustments would have to be
made in the calculation to account for hospital costs for living organ donor, but transplants done
with cadaveric organs tend to be more expensive anyway because it is harder to get the organ
started, they have a higher failure rate than living donor organs, and they last a shorter time than
organs from living donors. This is just a hypothetical example. The $50,000 comes from the
2013 book The Global Organ Shortage by economists Beard, Kaserman, and Osterkamp.

3) Allow charitable organizations to provide non-medical assistance to donors without fear of
violating the National Organ Transplant Act (NOTA). The federal benefit would only go to
donors willing to give to someone at the top of the waiting list, but charities could help any donor,
for example, a linchpin donor for a chain (domino or paired) donation or someone who wants to
donate to a family member or friend before that person even goes on dialysis.

4} Create a living donor registry that allows living donors to move themselves, and/or one relative,
to the front of the transplant waiting list in their region should they at some later date need an
organ themselves or for a relative. This provision removes a non-financial disincentive for
donation. Some people say they can’t donate to a friend or more distant relative because they fear
a closer relative may need an organ some day. This climinates the need to “save™ ones organ in
case someone very close needs one in the firtare.

Please note that Stop Organ Trafﬁcklng Now"s proposal removes the DISmcentwes that extst m

avaﬂabl __for _mericans who need fherh. And ¢ as__a welcomed add;tlonal.consequence reduce the
number of 'Amerlcans ‘resorting to illegal organ purchases on the black market.
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AMERICAN SOCIETY
OF TRANSPLANTATION

“Improving Human Life by Advancing the Field of Transplantation”
Living Donor Consensus Conference

On behalf of the American Society of Transplantation and the AST Live Donor Community of
Practice (LDCOP), we commend ACOT for prioritizing discussion of living organ donor care. We
write to affirm support of ACOT recommendation 49 to establish methods to track living donor
outcores and facilitate past living donors’ access to care. in addition, we wish to offer
background on a recent consensus conference that may shed further light on opportunities to
improve education, access, and care for those considering living donation.

The AST LDCOP is a group of clinicians with expertise in living donation formed in 2012. Its
mission is to advocate, support and advance knowledge to improve the education and care of
the live organ donor. The LDCOP initiated a consensus conference, held June 5-6, 2014, to
identify best practices and knowledge gaps pertaining to live donor kidney transplantation and
living kidney donation. The meeting aimed to identify:

e Approaches to improve access to donation and live donor kidney transplantation

e Optimal strategies for educating potential living donors about the currently known long-

term and short-term risks and benefits of live kidney donation
s Efficiency improvements for living donor evaluation processes
e Ways to reduce and remove financial and systemic barriers to live donation

The consensus conference participants made recommendations for education of clinicians,
donors and recipients, improvements in clinical practice, standards for transplant programs,
public policy recommendations, and research priorities. These recommendations have been
published in the American journal of Transplantation and an executive summary is enclosed. We
also have been working on an extensive dissemination plan to educate key stakeholders about
the recommendations and implement change.

Moving forward, we are eager to continue dialogue with all ESRD stakeholders—including past
living doners and those with ESRD—on these important issues. Again, thank you to the
leadership and members of ACOT for this opportunity to provide public comment on the
importance of living donation.

Presented By: Rebecca Hays, MSW
' On behalf of the AST Board of Directors and AST Live Donor Community of Practice
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AMERICAN SOCIETY
TRANSPLANTATION

“Improving Human Life by Advancing the Field of Transplantation”

AST — ACOT open letter

The American Society of Transplantation is an organization of transplant professionals;
physicians, surgeons, scientists, pharmacists, social workers, and others whose mission is to
improve the fives of people with organ failure.

It is accepted that living donor kidney transplantation saves lives, often providing the very best
possible outcome for the recipient. As advancements in the surgical technigue have reduced the
operative and perioperative risks to an absolute minimum, more family members, friends and
acquaintances have come forward to help their loved ones. The AST believes that the
cornerstone of safe living donor kidney transplantation is the education of donor and recipient
about the risks and benefits of living donor kidney transplantation. Additionally, the AST is
concerned there is inadequate education about living donor kidney transplantation and this lack
of education creates a barrier in access to living donor kidney transplantation for individuals in
disadvantaged socio-economic classes and more remote parts of the country. Finally, the AST
believes it is the responsibility of the transplant community and the governmental agencies
overseeing transplantation to work to eliminate barriers in access to living donor transplantation
for all members of society regardless of income, education or place of residence.

The growihg disparity between the number of patients in need of transplantation and
availability of transplantable organs has increased interest in living kidney donation. This
increased interest has resulted in individuals coming forward to be evaluated for kidney
donation who do not fit the classical definition of a kidney donor. The term used to describe this
type of donor is “the medically complex donor”. Such individuals may have pre-hypertension or
overt hypertension, early glucose intolerance or mild obesity. While a paternalistic approach to
evaluating these donors would be to decline them out of hand, it is becoming recognized that
their opinions should be accounted for in the donor evaluation process. After all these
individuals love and care for their potentia! recipient with the same intensity as a “medically
perfect donor” and have a right to assume risk to help someone they care about. However it is
here that the AST is concerned. There exists an incomplete understanding of live donor
outcomes and by allowing the medically complex donor to donate without the necessary
information to evaluate the risk, we may be in breach of our fiduciary responsibility to them.
Despite the long history of living organ donation, the information regarding medical and
psychosocial consequences is lacking. Moreover, the information that does exist, while helpful,
reflects only short-term outcomes which are not relevant for a donor who will five out a lifetime
and wishes to understand the long-term implications and risks associated with their decision to
donate. The AST recognizes that clinical experience informs us that living donation is
fundamentally safe in both the short and long term and therefore does not believe that the
current deficiency in understanding the long term outcomes of kidney donation should fimit the
existing practice. However the AST strongly befieves that the best way to honor these
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remarkable individuals as well as continue to improve transplantation is to begin to study the
guestion of long-term donor outcomes now.

The AST wishes to emphasize the following concerns and provide recommendations to address
them.

¢ There is an incomplete understanding of live kidney donor outcomes. Despite the long
history of living kidney donation, there is incomplete information regarding medical and
psychosocial consequences. This limits the ability to counsel potential donors. Short-term
follow-up is mandated by the OPTN at the center levei, though many centers struggle with
providing accurate data on all donors. Longer-term data is even more difficult to generate.
At the current time, there is no widely available mechanism to fund donor foilow up and
data analysis.

AST endorses:

1. Developing approaches to obtain meaningful, long-term outcomes data that can
be used to properly inform and educate potential living kidney donors about the
risks of donation.

2 That the above referenced outcome data be collected in a manner so that it can
be used to educate a donor about their unique risk based upon their individual
health characteristics.

3. Targeted efforts by the OPTN and other interested parties to define parameters
most likely to inform the living donor process, then collecting and analyzing data
in a cost effective manner that does not pose undue burden on transplant
centers or donots.

e There are educational deficiencies about that availability and benefits of living kidney
donation. While there is a growing awareness of the benefits of living donation, there are
regions of the country where the rate of living donation lags. While there may be justified
reasons for this, the AST is concerned that there is also a lack of educational materials
available to patients to assist them in the process of seeking referral for transpiantation and
understanding the option of living donor transplantation.

AST endorses:

1. Partnering with the Health Resources and Service Administration and other
interested parties to develop and disseminate educational materials about the
option of, the means to obtain, the associated risks and potential benefits of
living kidney donation.

2. Fully transparent education of the potential living donor regarding known risks
and benefits of donor testing, surgery, and long-term outcomes.

¢ There is no guarantee living kidney donors will have health insurance when it is needed.
Insurance coverage for the living kidney donor can become problematic in both the short-
and long-term. The cost of the surgical procedure and the care following the surgery are
generally covered by the recipient’s insurance, but only for a defined, and relatively brief,
period of time. More importantly, because data about health outcomes that reflects a time
frame relevant to the healthy kidney donor is lacking, ensuring the availability of health
“insurance when the kidney donor is likely to need it provide an important safety net. The
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AST believe ensuring the well-being of the living kidney donor is both a moral imperative
and an acknowledgment of what the donor has done for the recipient and society as a
whole.

The AST endorses:
1. Advocacy for access of living donors to health insurance.
2. Exploration of provision of insurance coverage for donors (such as Medicare
eligibility) to assure protection from financial expenses that might arise as a
conseguence of donation.

The American Society of Transplantation believes that by addressing the issues outlined above,
both the process and outcome of living organ donation in the United States can be improved.
Furthermore, the AST believes that living kidney donation can be advanced in an ethical fashion
with the necessary protection for potential living donors via the following additional measures:

e Educational programs to increase public awareness of the benefits of organ donation.

» Professional education programs addressing living donor issues and utilization.

« Promotion of kidney paired donation.

e Public recognition of organ donors and their families through Honors/Donor medals.

Presented By: Richard Formica, MD
On behalf of the AST Board of Directors
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American Society of Transpiant Surgeons
March 13, 2015

Mark Barr, MD

Chair, Advisory Committee on Organ Transplantation
5600 Fishers Lane

Rockviile, MD 20857

Dear Dr. Barr:

On behalf of the Executive Committee of the American Society of Transplant
Surgeons (ASTS), 1 want to commend the Advisory Committee on Organ
Transplantation {ACOT) for its work to enhance organ donation, ensure the system
is grounded in the best available medical science, assure the public that the system
is as effective and equitable as possible, and increase public confidence in the
integrity and effectiveness of the transplantation system. ASTS and its members
share these goals and are dedicated to saving and improving lives through
transplantation.

Over the last 13 years, ACOT has made 56 recommendations to the HHS Secretary,
many of which have influenced significant and positive changes within the
transplant community. Yet-despite these constructive recommendations and the
efforts of many, the number of people waiting for an organ transplant continues to’
grow, the number of donated organs has remained relatively stable, and the rate of
living donor kidney transplantation has fallen. As ACOT considers how to invest its
time and energy over the coming year, we encourage you to prioritize the issues of
living donor best practices, organ donation research, and transplant system
performance metrics. ASTS believes that your work in these key areas supports the
over-arching goals of ACOT and demonstrates leadership on key issues that best
serve donors, transplant candidates, transplant recipients, and society as a whole.

Living Donor Best Practices

Over the last 10 years, ACOT recommendations 42, 44, 45, and 49 (Appendix A)
have all addressed issues. related to living organ donors. Furthermore, the 2006 IOM
report, Organ Donation: Opportunities for Action, made specific recommendations
regarding living donation, including the creation of registries to study the short and
long-term medical and other outcomes of living donation. We know that living

donors not only have a potential medical risk, but many also face financial risks.
ASTS has long been an advocate for living donors, as evidenced by our role in the
creation and operation of the National Living Donor Assistance Center.

American Transplant Congress * May 2 - 6, 2015 « Philadelphia, PA
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Additionally, ASTS has participated in six consensus conferences on living donor issues since 2000. Of
note, in September 2010 the Living Kidney Donor Follow-up: State-of-the-Art and Future Directions
conference was convened to review the limitations of existing data on outcomes; assess and define the

need for long-term follow-up; identify potential system requirements, infrastructure, and costs of long-
term follow-up; and explore options for development and funding of data collection in the United
States. The conference concluded that enhancing knowledge of donor outcomes will require access to
health care facilities and financial resources to pay for medical and laboratory assessments. Whereas
the United States is unigue in that there are donors who still lack health coverage, this presents
significant hurdles to long-term outcomes studies. ASTS strongly supports meaningful follow-up and
outcomes studies and would welcome the opportunity to partner with ACOT, HRSA, CMS, OPTN, and the
broader transplant community to develop a formal approach to long-term outcomes studies.

Organ Donation Research

Logistical and regulatory barriers inhibit the clinical science of sustaining, preserving, and rehabilitating
and/or optimizing organs for donation in deceased donors through donor intervention research. The
issues are multifaceted, and despite two national conferences, pathways toward a solution remain
undefined. ASTS has engaged in discussions with the Institute of Medicine (lOM) regarding these
complexities. As an independent organization, the IOM has a demonstrated record of providing
unbiased and authoritative advice to decision makers and the public. We are pleased to report that the
Arnold Foundation has committed funds toward a stakeholder meeting to finalize the scope and
statement of task for an IOM study. Our goal is to facilitate a pathway to examine the gaps, barriers, and
opportunities for clinical research in deceased donors that aims to increase the quality and quantity of
donated organs. We urge ACOT to prioritize the efforts of the workgroup to complement these efforts
and provide much needed input into the array of ethical, policy, regulatory, and logistical issues that
currently obstruct innovate research designed to increase the quality and quantity of organs from
deceased donors.

Transplant System Performance Metrics

ACOT recommendations 52 and 55 (Appendix A) addressed the regulatory inconsistencies between
OPTN and CMS policies. ASTS was encouraged by the initial steps taken after recommendation 55, but
our initial enthusiasm has waned due to lack of apparent progress since then. ASTS strongly supports
performance evaluation and consequences for programs that under-perform but believes that OPTN
and CMS should unify and harmonize program evaluation processes to the extent possible. In past
communications to HRSA, CMS, and others, ASTS has outlined numerous approaches that could alleviate
the inconsistencies and avoid duplicate functions. HRSA and CMS have established policy regarding
participation in the OPTN or participation within CMS payment programs. There are numerous examples
of minor and major inconsistencies in these policies, and ASTS has repeatedly asked for harmonization
of apparently conflicting policies. Furthermore, the performance metrics for OPOs and transplant
centers should be re-aligned to support the collective goal of transplanting more organs, and survey
processes could be better coordinated, with an appropriate division of responsibility. It is our perception
that increasingly strict performance metrics have resulted in risk-averse behavior and avoidance of using
lesser quality, but suitable, organs. We would encourage SRTR re-evaluation of the risk stratification
flagging mechanisms to diminish the underutilization of existing organs. We urge ACOT to continue to
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push to resolve the misalignments, which in their current form waste scarce governmental and
institutional resources.

In conclusion, ASTS recognizes that the issues facing the field of transplantation are numerous and
diverse. ACOT plays an important role in prioritizing issues for the Secretary and effecting positive
change. As you look forward, ASTS urges ACOT to prioritize the issues of living donor best practices,
organ donation research, and transplant system performance metrics and would be pleased to work
with you on all of these initiatives,

Sincerely yours,

Voon G Shte

Peter G. Stock, MD, PhD
President

Presented by: Kimberly A, Gifford, MBA, ASTS Executive Director
On behalf of the Executive Committee of the American Society of Transplant Surgeons
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Appendix A: Previous ACOT Recommendations

Recommendation 42: ACOT recommends to the Secretary that the OPTN be asked to expeditiously
consider all issues associated with the development of a registry for matching living donors and
recipients, paying particular attention to informed consent and the monitoring of long-term outcomes
of the donors.

Recommendation 44: ACOT recommends to the Secretary that he promote collaboration between the
transplant community and the insurance industry to adopt standards of coverage for living organ donors
specifically relating to future adverse events (e.g., hernia repair, biliary tract reconstruction} resulting
from the donation.

Recommendation 45: ACOT recommends to the Secretary that he take action intended to provide
Medicare eligibility for any living donor who loses insurability as a result of disability on the basis of
previous organ donation.

Recommendation 49: ACOT recommends that the Secretary take actions to ensure that data on the
general health status of living donors are collected on a nationwide basis by a centralized entity. The
ACOT recommends that such data be collected, at a minimum, on an annual basis for a period of 10
years post-donation. The ACOT further recommends that the transplant program that performed a
donor’s transplant be principally responsible for the data submissions or ensure that another institution
providing ongoing medical care to, or follow up on, the donor collect and submit such data.

Recommendation 52: The ACOT recommends that the Secretary encourage HRSA and CMS to resolve
the regulatory inconsistencies between CMS and OPTN policies.

Recommendation 55: The ACOT recognizes that the current CMS and HRSA/OPTN structure creates
unnecessary burdens and inconsistent requirements on transplant centers (TCs) and organ procurement
organizations (OPOs) and that the current system lacks responsiveness to advances in TC and QPO
performance metrics. The ACOT recommends that the Secretary direct CMS and HRSA to confer with the
OPTN, SRTR, the OPO community, and TC representatives to conduct a comprehensive review of
regulatory and other requirements, and to promulgate regulatory and policy changes to requirements
for OPOs and TCs that unify mutual goals of increasing organ donation, improving recipient outcomes,
and reducing organ wastage and administrative burden on TCs and OPOs. These revisions should
include, but not be limited to, improved risk adjustment methodologies for TCs and a statistically sound
method for yield measures for QPOs. The ACOT recommends that this review be completed within one
year and that action be taken within two years.
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Comments of Christine Wright
The following is from OPTN’s Board of Directors, June 2003*:

“The Board directed UNOS to develop the methodology for providing living donors with
the information sent to the central registry on their behalf.

The Board directed UNOS to develop a standardized educational tool to be provided to
all potential living donors and recipients.”

“The Board recommended several measures involving the long term follow up of living
donors including the transplont center’s responsibility for follow-up data submission for
the first year after living donation, and the central registry/UNOS will collect follow-up
data, either from the center or the donor, from years two through nine, the long-term !
Jollow-up of living donors undertaken by a central regisiry used to conduct research
profects using sampled data, a unified registry approach; funding for the long-term
Jfollow-up registry; and informing donors prior to the surgery that data will be collected
after donation.”

Nearly 12 years has passed.

o Living donors still cannot access information submitted to OPTN on their behalf.

e There is no “standardized educational tool” for potential living donors (a checklist
is not a “tool”). -

o 60 years after the first living kidney donor transplant, we do not even have one
year of comprehensive data.

e No data exists at all after two years post-donation.

* No funding for a living donor registry (Despite ODRIA granting authority for the
creation of one in 2004).

Living kidney donors are unable to access the Medicare coverage given to them in the
1972 End-Stage Renal Disease Benefit, but Revere-Fry and her ilk would like the federal
government to assume the travel, lost wages and childcare costs for potential living
donors. Such consideration is given to no other patient population, including veterans of
our armed forces. Such a request is highly inappropriate, and creates a dangerously

slippery slope.

Meanwhile, three young men who refer to their organization as WaitlistZero have
presented ACOT with a petition encouraging the federal government to promote living
donation. Yet the statistics used in their missive are erroneous and misleading. This does
not reflect positively on the informed consent process of every living donor who signed.

ACOT Meeting Summary, March 12-13, 2015 50
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Living donors are patients, and we deserve the same protections and respect given to
those struggling with end-stage renal disease. The overwhelming push by the transplant
centers, transplant-related organizations, and OPTN, to increase living donor transplants
does nothing to keep living donors safe.

12 years ago, the Board of Directors set a direction; why has so little been accomplished

since then?

*Sce Page 7:
http://optn.transplant. hrsa.gov/SharedContentDocuments/Executive_Summary June 200
3.pdf
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An Open Letter to HHS Seéretary Burwell on

Ethically Increasing Organ Donation

Hon. Sylvia Mathews Burwell
Secretary of Health and Human Services
Washington, DC

Dear Madame Secretary:

En 1984, Congress passed the National Organ Trans-
plant Act (NOTA). That statute not only established
the Organ Procurement and Transplantation Network
but also enshrined in law a principle that had guided the
development of organ transplantation worldwide over
the previous 30 years: organs from living and deceased
donors are precious gifts, and should not be bought and
sold as market commodities.

Bemove the Obstacles to Donation

The growing demand for transplants currently exceeds the
supply of donated organs. In the previous decade, a collabo-
rative effort among the Department of Health and Human
Services, organ procurement organizations, physicians, and
community groups produced a 25% increase in the number
of deceased donor organs. Yet, over the course of the past
ten years in the United States, the number of kidney trans-
plants (which account for more than two thirds of all trans-
plants) made possible by living donors has declined by
approximately by a thousand.

One major reason for this decline is that living donors in
the United States incur on average more than US. $6000 in
out-of-pocket costs. Potential donors may not be able to af-
ford these expenses and may either be unaware of, or not
meet the strict requirements for, programs that cover some
but not all of donors' financial costs and losses.

If the United States wants to increase organ donation, we
should begin by removing these financial disincentives. We
are aware that some people have recently called on the President
and Congress to repeal, or at Jeast suspend, NOTA's prohibition
on paying organ donors. However, when it looked at “Ways to
Reduce the Kidney Shortage” (September 2, 2014), the New
York Tirmes rightly conciuded that “there are lots of reforms
chat could be made without resorting to paying for kidneys.”
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Apnoint a New Task Force oh Urgan Bonation and
Transplantation

Thirty years ago, NOTA instructed your predecessor to es-
tablish a Task Force on Transplantation to address the then
current issues and to recommend rules for the ethical pro-
curement and distribution of organs. That body was charged
to prepare “an assessment of public and private efforts to
procure human organs for transplantation and an identifica-
tion of factors that diminish the number of organs available
for transplantation.” That task now needs to be revisited
for organ donation and transplantation.

We know that these disincentives include a range of finan-
cial burdens, such as the costs of travel and Jodging for med-
ical evaluation and surgery, lost wages, and the expense of
hiring a replacement to provide services to one's own depen-
dents dusing the period of organ removal and recuperation.
Concerns over safety also arise and can be addressed by life-
long follow-up for all fiving donors, with guaranteed provi-
sion of any donation-related medical care not fully covered
by donors' own health insurance. Likewise, donors' famifies
should be protected by the provision of insurance to cover
disability or death that results from having beena donor. Dis-
crimination against donors seeking to purchase their own in-
surance has been reported and must be outlawed.

HHS could charge your Task Force to develop pilot pro-
grams to test out means of removing the financial and other
obstacles to organ donation. The objective should be to en-
sure that being an organ donor is a financially neutral act—
one that neither enriches living donors or the families of
deceased donors nor burdens them with costs they would
not otherwise face. The task force can also address ineffi-
ciencies in current living donor programs and promulgate
best practices.

Covering these costs will actually save Medicare and pri-
vate insurees' money because kidney transplantation is not
only better for patients than long-term dialysis but costs
much less. Increasing the number of kidneys donated each
year means more transplants and less spending on end-
stage renal disease. Another way 10 lower spending and
reduce the number of patients needing transplants would
be to correct an anomaly of current regulations undes
which the antirejection drugs that recipients need to keep
their transplanted kidney working are only covered for
3 years. When that funding ends, those who are unable
1o afford the immunosuppressive medications may lose
their transplant and end up back on dialysis, hoping for
another transplant.

www.transplantaticndirect.com 1
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Financial Incentives for Donation Would Viclate
Clobal Standards and Will Kot Work

These are all matters that need urgent attention from a
new Task Force. And they are all steps that would enjoy
widespread support and would not contravene the law's pro-
hibition on giving “valuable consideration” in exchange for
an organ. In contrast, those who propose to begin pilot stud-
ies to provide financial benefits to incentivize organ donation
are asking that you directly contravene principles against fi-
nancially rewarding donors that were adopted, with strong
American support, by the World Health Organization in
1991 and renewed in 2010.*

The World Health Organization drew on decades of
global experience which shows that paying for organs inevi-
tably exploits the poor. Configuring financial benefits for do-
nors, such as funds for college education or retirement,
would not change the laws of economics, which apply in
the United States just as in any other country. The people
who are activated by such benefits would simply be engaging
in a financial transaction, trading the commodity they have (a
kidney) for a commodity they need {such as education, retire-
ment funds, or perhaps something more immediate, suchasa
mortgage payment).

Erom the United Stales:

Francis L. Delmonico, MD

Appendix H (continued)
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Given this experience, United Nations bodies and the
Council of Europe (by legally binding instruments aimed at
stopping organ trafficking} and medical professionals (such
as in the Declaration of Istanbul) have consistently opposed
financial incentives for organ donation, while encouraging
the removal of disincentives.>> Global experience has also
shown that paid donation replaces unpaid organ donation
rather than supplementing it.

We urge HHS to convene a Task Force on organ donation and
transplantation that will develop new ways to increase voluntary,
unpaid organ donation, through means such as removing the fi-
nancial burdens that deter donors rather than by adopting mea-
sures that will inevitably lead to human organs being treated as
commodities, both in the United States and around the world.
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Judith P. Swazey, PhD
Adjunct Professor of Social and Behavioral Sciences, Boston University Schools of Medicine and Public Health

Jane C. Tan MD, PhD :
Associate Professor of Medicine, Stanford School of Medicine & Interim Medical Director, Adult Kidney |
and Pancreas Transplantation, Stanford Health Care I

Paul Terasaki, PhD
Professor Emeritus of Surgery, David Geffen Schoel of Medicine at UCLA.

J- Richard Thistlethwaite, MD, PhD
Professor of Surgery, University of Chicago Medical Center

Stefan G. Tullius, MD, PhID
Professor of Surgery, Harvard Medical School & Chief, Division of Transplant Surgery, Brigham & Women's Hospital

Tushar Vachharajani, MD _
Professor of Medicine, Edward Via College of Osteopathic Medicine & Chief, Nephrology Section, W. G.
(Bill) Hefner VA Medical Center, Salisbury, NC

Joseph Vassalotti, MD
Chief Medical Officer, National Kidney Foundation
Associate Clinical Professor, Icahn School of Medicine at Mount Sinai

Jeffrey Veale, MD ‘ i
Associate Professor of Surgery, David Geffen School of Medicine at UCLA & Director of Kidney Exchange Program '

Flavio Vincenti, MD
Professor of Medicine & Medical Director of Kidney Transplant Program, University of California San Francisco

Alan Jay Weisbard, JD
Professor Emeritus of Law, University of Wisconsin & Former Executive Director, New Jersey Biocthics Commission

Daniel Wikler, PRD
Mary B. Saltenstall Professor of Ethics and Population Health, Harvard School of Public Health

Paul Root Wolpe, PhD
Asa Griggs Candler Professor of Bioethics & Director, Center for Ethics, Emory University

Julie Yabu, MD :
Assistant Professor of Medicine (Nephrology), Kidney Transplant Program, Stanford University Medical Center

Harold Yang, MD, PhD
Medical Director, Central Pennsylvania Transplant Associates, Pinnacle Health, Harrisburg
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Laurie Zoloth, PhD"

A McCormick Professor '09 & Professor of Religious Studies, Weinberg College of Arts and Sciences,
Professor of Medical Humanitics and Bioethics, Feinberg College of Medicine, Northwestern University
President, American Academy of Religion

From the Groan Procurement Organfzations of the US;

Charlie Alexander
CEO, The Living Legacy Foundation of Maryland

Lori Brigham
President & CEOQ, Washington Regional Transplant Community

Gordon Bowen
CEQ, LifeBanc, Cleveland, Ohio

Tim Brown
President & CEQ, Donor Network of Arizona

Jay Campbell
Executive Director, Wisconsin Donor Network

Kevin Cmunt
President/CEQ, Gift of Hope Organ and Tissue Donor Network, Itasca, Illinois

Suzanne Conrad
CEOQ, Iowa Donor Network

Danielle Cornell
Executive Director, LifeQuest Organ Recovery Services, Gainesville, Florida

Antonio De Vera
Executive Director, LifeLink Puerto Rico

Wayne Dunlap
Executive Director, New Mexico Denor Services

Sue Dunn, MBA
President & CEO, Donor Alliance, Denver. Colorado

Joe Ferreira
President/CEQ, Nevada Donor Network

Patrick Giordano
CEO, Texas Organ Sharing Alliance

Jill Grandas, RN
Corporate Executive Director, DCI Donor Services, Nashville, Tennessce

Susan Gunderson
CEQ, LifeSource Organ Procurement Organization, Minneapolis, Minnesota

Kellic Hanner
President/CEQ, Indiana Qrgan Procurement Organization

Kyle Herber
Executive Director, Nebraska Organ Recovery System

Kent Holloway
CEQ, Lifeline of OChio

Helen M. Irving
President & CEQ, New York Organ Donor Network

DCelmonico et al
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Appendix H (continued)

Tim Jankiewicz
Vice Pre51dent & Executive Director, LifeNet Health, Virginia Beach, Virginia

Monica ]ohnson
Executive Director, Sierra Donor Services, Sacramento, California

Lloyd H. Jordan, Jr.
President/CEQ, Carolina Donor Services .

Rob Kochik
Executive Director, Finger Lakes Doner Recovery Network, Rochester, New York

Stephen A. Kula, PhD
President & CEQ, Legacy of Life Hawai'i

Liz Lehr
Executive Director, LifeLink of Florida

Kathleen Lilly
Executive Director, LifeLink of Georgia

Richard S. Luskin
President and CEQ, New England Organ Bank, Waltham, Massachusetts

Barry C. Massa ‘
Executive Director, LifeCenter Organ Donor Network, Cincinnati, Ohio

Tom Mone, MS
CEQ, Onel.egacy Organ Procurement Agency & Founding Board Member, Living Donation California

Kevin A. Myer, MESA
President & CEQ, LifeGift, Houston, Texas

Howard Nathan
President and CEO, Gift of Life, Philadelphia, Pennsylvania

Patricia Niles
President/CEQ, Southwest Transplant Alliance, Dallas, Texas

Kevin J. O’Connor
President 8 CEQ, LifeCenter Northwest, Bellevue, Washington

Paul O’Flynn
Executive Director, Kentucky Organ Donor Affiliates

Jeffrey P. Orlowski
President/CEQ, LifeShare Transplant Donor Services of Oklahoma

Richard Pietroski
CEQ, Gift of Life Michigan

Kelly Ranum
Executive Director, Louisiana Organ Procurement Agency

Joseph §. Roth
President 8 CEO, NJ Sharing Networlk

Déeborah Savaria
CEQ, LifeChoice Donor Services, Windsor, Connecticut

Michael S. Seely
Executive Director, Pacific Northwest Transplant Bank
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Cindy Siljestrom
CEQ, California Transplant Donor Network, Oakland, California

Mark J. Simon
President & CEO, Upstate New York Transplant Services

Lisa Stocks, RN
Executive Director, Lifesharing, San Diego, California

Kevin Stump
CEQ, Mississippi Organ Recovery Agency

Michael Thibault, MBA
Executive Director, Center for Donation and Transplant, Albany, New York

Kim Van Frank, MBA
Executive Director, Mid-South Transplant Foundation, Cordova, Tennessee

From the World Heafth Organization:

Jose R. Nufiez, MDD, PhD

Medical Officer, Transplantation, Department of Service Delivery and Safety, World Health Organization-HQ,
Geneva, Switzerland

From the Infernational Communily:

Adeera Levin, MD

Professor of Medicine & Head, Division of Nephrology, University of British Columbia, Vancouver, Canada
Executive Director, BC Provincial Renal Agericy :

President-elect, International Society of Nephrology

Co-Chair, Board of Councillors, Declaration of Istanbul Custodian Group

Beatriz Dominguez-Gil, MD
Medical Officer, Organizacién Nacional de Trasplantes {ONT), Madrid, Spain
Member, Executive Committee, Declaration of Istanbul Custodian Group

Vivekanand Jha, MD, DM

Professor of Nephrology and James Martin Fellow, University of Oxford, United Kingdom
Executive Director, The George Institute for Global Health, India

Memnber, Executive Committee, Declaration of Istanbul Custodian Group

Elmi Muller, MD

Head, Adult Transplantation Service, Department of Surgery, University of Cape Town, Groote Schuur Hospital,

Cape Town, South Africa
Member, Executive Committee, Declaration of Istanbul Custodian Group

Omar Abboud, MD .
Professor of Medicine, Faculty of Medicine, University of Khartoum, Sudan

Mirio Abbud-Filho, MD, PhD
Professor of Medicine, Medical School of Sao Juse do Rio Preto, S3¢ Paulo, Brazil
Ex-President, Brazilian Transplant Association

Taieb Ben Abdaliah, MD
Charles-Nicotle Hospital, Tunis, Tunisia

Sadiq Abdulla, MD .
Associate Professor of Surgery, Arabian Gulf University
Head of Transplant Services, Ministry of Health, Bahrain

Josefina Alberia, MD

Professor of Transplantation, Universidad Nacional Auténoma de México
Senior Researcher in Transplantation, Instituto Nacional de Ciencias Médicas Salvador Zubirdn
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Richard D.M. Allen, MD :
Professor of Transplantation Surgery, University of Sydney & Director, Transplantation Services, Royal Prince Alfred

Hospital, Sydney !

Dr Mustafa Al-Mousawi |
Chairman, Organ Transplant Center, Kuwait & Consultant Surgeon & Head, Kuwait Organ Procurement,

Ministry of Health, Kuwait ‘ |
President, Kxrwait Transplant Society ,

Ibrahim Ainono, MD )
Professor of Urology and Renal Transplantation, Sana'a University, Sana‘a, Yemen

Ali Abdul Kareem Al Obaidli, MD :
Transplant Nephrologist & Chair, United Arab Emirates National Transplant Comrmittee
Vice President, Middle East Society of Transplantation

Mona Al-Rukhaimi, MB

Professor of Medicine, Dubai Medical College, UAE & Consultant Physician, Nephrologist & Director,
Alrukhaimi Polyclinic :

President, Emirates Medical Association Nephrology Society

Manuel Muro Amador, MD, PhD
Co-Director of Regional Histocompatibility Laboratory, Hospital Clinico Universitario Virgen de [a Arrixaca-TMIB, Murcia, Spain

Rafael Lépez Andiijar, MD, PhD
Head, Hepato-pancreato-biliary and Transplant Surgery, Hospital Universitari i Politécnic La Fe Valencia, Spain

Petr Bachleda, MD), PhD
Professor of Surgery, Department of Vascular Surgery, University Hospital, Olomouc, Czech Republic
President, Czech Transplant Society, Prague, Czechoslovakia

Alireza Bagheri MD, PhD
Assistant Professor of Medicine and Medical Ethics, Tehran University of Medical Sciences, Iran
Vice-Chairman, UNESCO International Bioethics Committee

M. A. Bakr, MD
Professor, Urology and Nephrology Center, Mansoura University, Mansoura, Egypt

¥bun L. Bamgboye, MBBS
Consultant Nephrologist, Clinical Director, St Nicholas Hospital Lagos, Nigeria
President, Nigerian Association of Nephrology & First Vice-President, Transplant Association of Nigeria

Marta Crespo Barrio, MD, PhD
Consultant Nephrologist, Nephrology Department, Hospital del Mar, Barcelona, Spain.

Nikola Biller-Andomo, MD, PhD '
Director, Institute of Biomedical Ethics and History of Medicine, University of Zurich, Switzerland

Miguel Camacho Bonilla, MD
Department of Nephrology, Edgardo Rebagliati ESSALUD National Hospital, Lima, Peru President of
Medical Association of Transplantation Coordinator — Peru

Michael A. Bos, MSoc.
Chair, Fthics Committee, Eurotransplant International Foundation, Netherlands

Behrooz Broumand, MDD
Professor of Medicine, fran University of Medical Sciences, Tehran, Iran

Mirela Busic, MD
Regional Health Director for South Eastern Europe Health Network, Ministry of Health, Croatia

Paul Calleja
Charge Nurse and Transplant Coordinator, Renal Unit, Mater Dei Hospital, Malta
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Alastair V. Campbell, PhD
Professor in Medical Ethics and Director, Centre for Biomedical Ethics, Yong Loo Lin School of Medicige,
National University of Singapore :

Josep M. Campistol, MD, PhD
Medical Director, Hospital Clinic, Univessity of Barcelona, Barcelona, Spain
President, Sociedad Catalana de Trasplantament

Marcelo Cantarovich, MD
Professor of Medicine & Associate Director, Multi-Organ Transplant Program, McGill University, Montreal

Daniel Casanova, MD, PhD -
Professor of Surgery, Hospital Universitario Marqués de Valdecilla-IDIVAL, Santander, Spain
Chairman, European Board of Transplantation, UEMS

Jeremy Chapman, MD

Clinical Professor, University of Sydney, Director, Renal and Urology Units, Chairman, ABMDR, Westmead Hospital,
Sydney, Australia . ‘ _

Past President, The Transplantation Society

Ricardo Correa-Rotter, MD
Secretary General, International Society of Nephrology
Head, Department of Nephrology, National Institute for Medical Science and Nutrition, Mexico

Alessandre Nanni Costa, MD
Director General, Italian National Transplant Centre, Rome, Italy

Emanuele Cozzi, MD, PhD
Director, Transplant Immunology Unit, Department of Transfusion Medicine, Padua University Hospital, Padova, Ialy

Marisa Crespo-Leiro, MD, PhD
Consultant Cardiologist, Cardiology Department, Hospital Universitario A Coruna, A Corufia, Spain

Alex Gutierrez-Dalmau, MD, PhD _
Consultant Nephrologist, Nephrology Department, Hospital Universitario Miguel Servet, Zaragoza, Spain

Prof. Leonardo D. de Castro, PhD

Programme Director, Centre for Biomedical Ethics, National University of Singapore
Chair, Philippine Health Research Ethics Board

Editor-in-Chief, Asian Bioethics Review

Javier Arias-Diaz, MD, PhD
Professor of Surgery, Universidad Complutense de Madrid 8 Deputy Director, Carlos I Institute of Health, Madrid, Spain

Fan Dittmer, MB, ChB .
Honorary Senior Lecturer, University of Auckland & Clinical Director, Auckland District Health Board Renal Service,

New Zealand

Jirn Eagan ‘
Director, Organ Donation and Transplantation, Ireland

Mahmoud El-Meteini, MD

Professor and Director, Organ Transplant Unit, Ain Shams University, Cairo, Egypt
Chair, Ethical Committee for Organ Sharing and Transplant, Cairo, Egypt

Miran Epstein, MD, PhD, MA
Reader in Medical Ethics and Law, Queen Mary, University of London, England

Riadh A.S. Fadhil, MD
Professor of Urology and Transplant Surgery & Director of Qatar Organ Doration Center, Doha, Qatar

John Feehally, MD, MA, DM _
Professor of Renal Medicine 8 Consuitant Nephrologist, University Hospitals of Leicester, United Kingdom

Copyright © 2018 The Authors. Transplantatien Direct. Published by Wolters Kiuwer Health, Inc.



14 Transplantation oi=ECT & 2015 Appendix H (continued)

Sergey Gautier, MD, PhD

Professor & Director, Federal Research Center of Transplantology and Artificial Organs
Head Transplantologist, Russian Ministry of Health

President, Russian Transplantation Society

Mohammed Benghanem Gharbi, MD

Professor of Nephrology, University Hospital Ibn Rochd, Casablanca, Morocco
Chair, ISN-Africa Regional Board

Past-President, Moroccan Society of Nephrology

Denis Glotz, MD
Professor of Nephrology & Head of Nephrology and Transplantation, University Paris Vand
Hoépital Saint-Louis, Paris, France

Mario Goitia-Duran, MD
Surgical Coordinator, Transplant Unit, Hospiral Univaile Cochabamba, Bolivia

Jongwon Ha, MD, PhD
Professor, Department of Surgery, Seoul Naticnal Umversrcy College of Medicine, Korea
President, Korea Organ Donation Agency

Pzaul Hardin, MD
Honorary Senior Clinical Lecturer, University of Oxford, United Kingdom

David Harnis, MD, BS
Professor of Medicine, University of Sydney & Nephrologist, Westmead Hospital, Aunstralia

‘Tomonori Hasegawa, MD, PhD
Department of Social Medicine, Toho University School of Medicine, Tokyo, Japan

Domingo Hernandez, MD, PhD
Head, Nephrology Department, Hospital Universitario Carlos Haya, Malaga, Spain

Christian Hiesse, MD

www. transplantationdirect.com

Professor of Nephrology, University Paris Hle de France Ouest & Nephrologist, Kidney Transplant Department,

Hbpital Foch Suresnes, France

Refaat Kamel, MD

Professor of Surgery, Ain Shams University, Consultant, Hepato-Gastroenterclogy, Dar Al Fouad
Hospital, Cairo, Egypt

Director, National Liver Transplant Program, Cairo, Egypt

Peter G. Kerr, MB, BS, PhD
Professor of Medicine and Nephrology, Monash University, Melbourne , Australia

Giinter Kirste, MD
Ebringen, Germany

Greg Knoll, MD
Professor of Medicine, University of Ottawa
Past President, Canadian Society of Transplantation

Takaalki Kobayashi, MD
Professor, Transplant Immunology, Nagoya University School of Medicine, Japan
President, International Xenotransplantation Association

Julian J. Koplin PhD (Candidate)
Centre for Human Bicethics, Monash University, Melbourne, Australia

Dirk R Kuypers, MD, PhD
Professor of Medicine, Head, Laboratory of Nephrology, Catholic University Leuven & Head,
Department of Nephrology and Renal Transplantation, University Hospitals Leuven, Beigmm

_Copyright © 2015 The Authors. Transplantation Direct. Published by Wolters Kluwer Health, Inc.
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Jacob Lavee, MD
Associate Professor of Surgery, Sackler Faculty of Medicine, Tel Aviv University, Iscael
Director, Heart Transplantation Unit, Sheba Medical Center, Tel Hashomer, Israel

Christophe Legendre, MD
Professor of Nephrology, Université Paris Descartes, France
Head, Adult Kidney Transplant Unit, Hopital Necker, Paris, France

Oscar Len, MD, PhD

Consultant, Infectious Diseases Department, Hospital Universitari Vall d'Hebron, Barcelona, Spain
President, GESITRA. {Group for Study of Infection in Transplantation), SEIMC {Spanish Society of Clinical
Microbiology and Infectious Diseases}

Josep Lloveras, MD

Emeritus Chief, Nephrology Department, Hospital del Mar, Autonomous University of Barcelona, Spain
Past President, Catalan Transplantation Society

Past Vice-President, The Transplantation Society

Marta Lopez-Fraga, PhD
Project Officer, Council of Europe Committee on Organ Donation and Transplantation

Marcos Lépez Hoyos, MD, PhD S

Head, Immunology Department & Director of Histocompatibility Laboratory, Hospital Universitario Marqués
de Valdecilla-IDIVAL, Santander, Spain

Secretary, Sociedad Espafiola de Trasplante, Spain

Susanne Lundin, PhD
Professor, Division of Ethnology, Department of Arts and Culrural Sciences, Lund University, Sweden

Stephen Lynch, MD
Professor of Surgery, University of Queensland 8 Chair of Surgery, Princess Alexandra Hospital,
Brishane, Australia

Raul Mallaina, MD

Medical Inspector, Social Security, Government of Spain

Scientific Officer, Department of Biological Standardisation, European Directorate for the Quality of Medicines &
HealthCare (EDQM), Council of Europe, Strasbourg, France

Marti Manyalich, MD
President, Donation and Transplantation Institute, Barcelona, Spain

Dominique Martin, MBES, BA, PhD
Lecturer in Health Ethics, Centre for Health Equity, University of Melbourne, Australia

Niiria Masnou, MD
Intensive Care Physician & Donor Transplant Coordinator, Hospital Universitari Vall d'Hebron,
Barcelona, Spain

Maria Matamoros, MD ‘
Director, Hepatobiliary and Transplant Center, Caja Costarricense del Seguro Social, San José, Costa Rica

Bruno Meiser, MD ‘

Professor, Department of Cardiac Surgery, University of Munich & Director, Transplant Center
Munich, Germany

President, Eurotransplant International Foundation, Leiden, Netherlands

Enisa Mesic, MD ‘
Nephrologist, Sef odjeljenja za hemodijalizu Klinika za interne bolesti, Tuzla, Bosnia

Farhat Moazam, MD, PhD

Professor & Chairperson, Center of Biomedical Ethics and Culture, Sindh Institute of Urology and Transplantation,
Karachi, Pakistan

Copyright © 2015 The Authors. Transplantation Direct. Published by Wolters Kluwer Health, Inc.
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Appendix H (continued)

Valentin Cucrvas Mons, MD, PhD
Professor of Medicine, Hospital Universitario Puerta de Hierro de Majadahonda, Madrid, Spain
President, Sociedad Espafiola de Trasplante

Jose Maria Morales, MD, PhD
Professor of Medicine, Instituto de Investigacién, Hospital Doce de Octubre, Madrid, Spain
President, Sociedad Madrilefia de Trasplante

S A. Anwar Nagvi, MD _
Professor of Urology, Sindh Institute of Urology and Transpantation, Karachi, Pakistan

Saraladevi Naicker, MD
Professor of Medicine, University of the Witwatersrand Medical School, Johannesburg, South Africa
President, South African Renal Society

Gregorio T, Obrador, MDD, MPH
Dean & Professor of Medicine, Faculty of Flealth Sciences and School of Medicine, Universidad Panamericana,
Mexico City, Mexico

Philip O’Connell, MD

Climical Professor in Medicine & Director, Transplant Medicine and Clinical Islet Transplant Program,
Westmead Hospital, Sydney, Australia

President, The Transplantation Society

Gerhard Opelz, MD
Professor of Immunology, University of Heidelberg, Germany
Past-President, The Transplantation Society

Ole @yen MD, PhD .
Consultant Transplant Surgeon, Department of Transplantation Medicine, Oslo University Hospital,
Norway

Bepita Padillz, MD
Nephrologist, National Kidney and Transplant Institute, Quezon City, Philippines
Past President, Philippine Society of Nephrology

Luis M. Pallardé, MD, PhD
Professor of Medicine & Head, Nephrology Department, Hospital Universitario Doctor Pesset, Valencia, Spain

Fernando Pardo, MD, PhD
Head, Hepato-pancreato-biliary and Transplant Surgery, Clinica Universidad de Navarra, Pamplona, Spain
President, Spanish Society of Liver Transplantation

Maiza Saavedra Pozo, MD
Chief, Transplant Unit, Hospital UNIVALLE and Hospital Viedma, Cochabamba, Bolivia
Past-President, Sociedad Boliviana de Trasplante de érganos y tejidos

G. V. Ramesh Prasad, MD
Professor, University of Toronto & Renal Transplant Program, St. Michael’s Hospital, Toronto, Canada

Milan Radovic, MD, PhDD
Professor of Internal Medicine (Nephrology), School of Medicine, University of Belgrade, Serbia
Head, Intensive Care Unit, Clinic of Nephrology, Clinical Centre of Serbia, Belgrade, Serbia

Gurch Randhawa, PhD
Professor of Diversity in Public Health & Director, Institute for Health Research, University of
Bedfordshire, Luton, England :

Giuseppe Remuzzi, MD

Professor of Nephrology, Director, Department of Inmunology and Clinical Transplantation & Director,
Division of Nephrology and Dialysis, Ospedali Riuniti di Bergamo, Italy

President, International Society of Nephrology
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Appendix H (continued)

Maria Crstina Ribeiro de Castro, MD
Associate Professor of Nephrology, University of Sio Paulo, Brazil
Past Councilor, The Transplantation Society 82 Past President, Brazilian Transplantation Society

$ Adibul Hasan Rizvi, MD _
Professor & Director, Sindh Institute and Urology and Transplantation, Karachi, Pakistan

Dolores Burgos Rodriguez, MD, PhD _
Consultant Nephrologist, Hospital Regional Universitario Mdlaga, Spain
President, Andalusian Society for Organ and Tissue Transplantation

Bernardo Rodriguez-Iturbe, MD
Profesor de Medicina y Jefe del Servicio de Nefrologfa, Universidad del Zulia 8z Hospital Universitario de
Maracaibo, Venezoela ‘

Antonio Roman, MD, PhD
Professor of Medicine & Medical Coordinator, Lung Transplant Program, Neumology Department,
Hospital Universitari Vall d"Hebron, Barcelona, Spain

Carlos Jiménez Romero, MD, PhD
Professor of Surgery & Head, Hepato-pancreato-biliary and Transplant Surgery, Hospital Doce de Octubre, Madrid, Spain

Bassam Saeed, MD
Director, Pediatric Nephrology Training Program, Kidney Hospital, Damascus, Syria
President-Elect, Middle East Society for Organ Transplantation

Riyad Said, MD
Director, Renal Transplant Program, Jordan Hospital, Amman, Jordan

Angel Salvatierra, MD, PhD
Head, Thoracic and Lung Transplant Surgery, Hospital Reina Soffa, Cérdoba, Spain

Daniel Serén, MD, PhD . :
Head, Nephrology Department, Hospital Universitari Vall d'Hebron, Barcelona, Spain
Vice president, Sociedad Espafiola de Trasplante

Mehmet Sukru Sever, MD
Department of Nephrology and Transplantation, Istanbul School of Medicine, Turkey

Faissal A.M. Shaheen, MBBCh, DSM
Senior Consultant Physician & Director General, Saudi Center for Organ Transplantation, Riyadh, Saudi Arabia
Founder & Director, Jeddah Kidney Center, King Fahd Hospital, Jeddah, Saudi Arabia

Sunil Shroff, MS, D_Urol
Professor of Urology & Transplantation, Sri Ramachandra Medical College Hospital, Chennai, India
President, Nephrology, Urology & Transplantation Society/South Asian Association Regional Cooperation

Harjit Singh, MBBS

Consultant Surgeon, Department of Hepato-Pancreato-Biliary and Liver Transplant Surgery, Hospital Selayang,
Kuala Lumpur, Malaysia

President, Malaysian Society of Transplantation

Margaret Somerville AM, AuzA{Pharm}, LLB(kons}, DCL
Samuel Gale Professor of Law, Professor Faculty of Medicine & Founding Director, Centre for Medicine,
Fthics and Law, McGill University, Montreal, Canada

Goce Spasovski, MD
University Department of Nephrology, Medical Faculty, University of Skopje, Macedonia

Antoine G. Stephan, MD

Clinical Professor, of Nephrology, Lebanese Americant University, Beirut, Lebanon
Vice-President, National Organization for Organ and Tissue Donation and Transplantation-Lebanon
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Appendix H (continued)

Vasant Sumethkul, MD _
Professor of Medicine & Chief of Kidney Transplant Unit, Ramathibodi Hospital, Mahidel University,
Bangkok, Thailand '

Roberto Tanus, MD
Past President, Latin American and Caribbean Society of Transplantation, Buenos Aires, Argentina

Annika Tibell, MD, PhD
Medical Director, Karolinska University Hospital, Stockholm, Sweden

Gia Tomadze, MD
Professor of Surgery, Georgian Association of Transplantologists, Thilisi, Georgia

Matthew Kwok-lung Tong, MBBS
Specialist in Nephrology, 813 Medical Center, Hong Kong, China

Daniel Fu-Chang Tsat, MD, PhD
Professor of Biocthics & Director, Center for Biomedical Ethics, National Taiwan University, Taiwan

Victor Sanchez Turrién, MD, PhD 7
Professor of Surgery & Head, Surgery Department, Hospital Universitario Puerta de Hierro de Majadahonda, Madrid, Spain
Treasurer, Sociedad Espaiiola de Trasplante

Kristof Van Assche, PhD, LLD
Postdoctoral Researcher (ethics and regulation of transplantation), Bioethics Institute, Ghent University, Belgium

A Vathsala, MD
Professor of Medicine, Yong Loo Lin School of Medicine, Singapore
President Elect, Asian Society of Transplantation

Lori J. West, MDD, DPhil

Professor of Pediatrics, Surgery and Immunology, University of Alberta & Interim Director, Alberta
Transplant Institute .

Director, Canadian National Transplant Research Program

Chih-Wei Yang, MD
Professor, Department of Nephrology, Chang Gung Memorial Hospital, Taipei, Taiwan

Kimberly Young
Director, Donatien and Transplantation, Canadian Blood Services
President, International Society for Organ Donation and Procurement

Victor Zota, MD
National Coordinator, National Transplant Agency, Chisinau, Romania

From Hed/Cansefo fhercamericanc de Donacicn y Trasplante:

Rafael Matesanz, MD

President, Red/Consejo Tberoamericano de Donacién y Trasplante

Director, Organizacién Nacional de Trasplantes, Ministry of Health, Social Policy and
Equality, Madrid, Spain

Carlos Soratti, MD
Vice president, Red/Consejo Iberoamericano de Donacién y Trasplante
President, Instituto Nacional Central Unico Coordinador de Abiacion e Implante, Buenos Aires, Argentina

Fduardo Martin Escobar, MD

Secretary, Red/Consejo Iberoamericano de Donacién y Trasplante

Medical Officer, Qrganizacién Nacional de Trasplantes, Ministry of Health, Social Policy and Equality,
Madrid, Spain

Salvador Aburto Morales, MD
General Director, Centro Nacional de Trasplantes, México DF, Mexico
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Appendix H (continued)

Diana Almeida Ubidia, MD
Executive Director, Instituto Nacional de Donacién y Trasplante, Ecuador

Milka Bengochea Montero, MD
Subdirector, Instituto Nacional de donacién y Trasplante de Células y Tejidos, Montevideo, Uruguay

Elsa del Carmen Berrios, MD
President, Sociedad Iberoamericana de Coordinadores de Trasplantes

Ana Catarina Campos Bolotinha, MD
Advisor, National Transplant Coordination, Instituto Portugués do Sangue e Da Transplantacio, Lisbon, Portugal

Cesar Jeremtas Cuero Zambrano, MD
Director, Organizacién Panamefia de Trasplantes, Ciudad de Panamd, Panama

Antonio Enamorado Casanova, MDD
National Transplant Coordinator, Ministry of Public Health, La Habana, Cuba

Hugo A. Espinoza, MD
President, Instituto Nacional de Ablacién y Trasplante, Asuncién, Paraguay

Cesar Antonio Flower Peroné, MD
Executive Director, Organizacién Nacional de Donacién y Trasplantes, Lima, Peru

Ruben Galeas, MD
Paediatric nephrologist & Secretary of Health, San Pedro de Sula, Honduras

Rudolf Garcia-Gallont, MD

Surgical Head, Public Health Transplant Programs, General Hospital and Roosevelt Hospital,
Guatemnala City

Advisor on Donation and Transplantation, Ministry of Public Health, Guatemala City

Eduardo Manrique Rodriguez Loza, MD
President, National Transplant Council, Ministry of Health, San Salvador, El Salvador

Fernando Raill Morales Billini, MD
Director, Instituto Nacional de Coordinacién de Trasplantes, Santo Domingo, Dominican Republic

Heder Murari Borba, MD ‘
National Coordinator, National Transplant System, Brasilia DF, Brazil

José Navas, MD :
President, Asociacién Latinoamericana de Banco de Tejidos :

Alejandro Nifio Murcia, MD :
President, Sociedad de Trasplante de América Latina y E] Caribe |

Silvia Marisol Paz Zambrana, MD :
Responsible Person, Kidney Health Programme, Ministry of Health, La Paz, Bolivia

Maria Dolores Pérez-Rosales, MD
Advisor, Blood Services and Organ Transplants, Medicines and Health Technologies/Health Services and
Systems, Pan American Health Organization, Washington, DC

José Luis Rojas, MD
National Transplant Coordinator, Ministry of Health, Santiago de Chile, Chile

Maria Angélica Salinas Nova, MD _
Coordinator, Donation and Transplantation Network, National Institute of Health, Bogotd, Colombia

Roselyn Serrano Vargas, MD
Executive Technical Secretary, Donation and Transplantation, Ministry of Health, San José, Costa Rica

[All affiliations are provided only for identification purposes and do not imply organizational endorsement.|
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