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March 31, 2026

The Honorable Mehmet Oz, MD
Administrator

Centers for Medicare & Medicaid Services
Department of Health and Human Services
7500 Security Boulevard

Baltimore, MD 21244-1850

Re: CMS 3409-P [RIN 0938-AV65]
Dear Administrator Oz:

On behalf of the more than 37,000,000 Americans living with kidney diseases and the nearly
22,000 nephrologists, scientists, and other kidney health care professionals who are members
of the American Society of Nephrology (ASN), thank you for your leadership on, and
commitment to, kidney health. Dedicated to maximizing access to kidney transplantation for
every American who could benefit, ASN appreciates the opportunity to comment on “Medicare
and Medicaid Programs; Organ Procurement Organizations Conditions for Coverage: Revisions
to the Conditions for Coverage.”

ASN was supportive of the 2020 final rule that introduced more objective measurement and
greater accountability for Organ Procurement Organizations (OPOs). At the time, the society
also recognized that aspects of the final rule would need to be updated over time."" Overall,
ASN believes this proposed rule is an important step in that direction. ASN commends the OPO
community on its overall gains in procurement since the new system was finalized in 2020. The
recent increase in transplants was made possible by their efforts and improved performance as
a community. While the system will continue to need refinement over time, this advancement
speaks to the effectiveness of increased accountability in driving performance improvement.”

Overall, ASN:

e Celebrates the OPO community’s growth in organ procurement over the last several
years, efforts that have saved thousands of lives.

e Commends CMS for issuing a proposed rule that moves towards greater clarity on OPO
evaluation, re-certification, de-certification, and transitions, as this clarity is essential to
ensure that patients, families, and communities have predictable, continuous, high-
quality organ recovery operations.

e Applauds CMS for developing processes for potentially certifying new OPOs and
soliciting input from stakeholders.

e Supports developing new definitions, though notes that these efforts will likely have a
more profound effect on organ supply (and, ultimately, patient access to transplant) if
they are instituted together with more holistic changes across the system to align
incentives for multiple stakeholders.

e Agrees with CMS’ proposal to label donor service areas (DSAs) by performance tier, as
opposed to labeling OPOs by performance tier.



Clarifying pancreata used for islet cell research

ASN is aware that since the final rule was promulgated in 2020 there has been a substantial
increase in the number of pancreata recovered for research purposes, and related concerns
from both the administration and the community that this growth may not be consistent with the
intent of increasing access to transplantation or advancing research.""'CMS proposes that a
pancreas that is used for islet cell research (but not transplanted to a patient) would count
towards the donation rate outcome measure, but would not be included in the transplantation
rate outcome measure, whereas a pancreatic islet allotransplant to a patient on the OPTN
waiting list would be included in both the transplantation rate outcome measure and the
donation rate outcome measure. ASN believes this is a reasonable clarification.

However, the society encourages CMS to closely monitor changes in procurement and use of
pancreata for research and transplantation following this change to identify any unintended
consequences. ASN also encourages CMS to engage with leaders in the field of pancreas
research and transplantation, such as those whose research is cited in the proposed rule, to
attain their impression of the effect of these changes in close to real-time.

Creating a new definition for adverse events

CMS notes a concern that the current definition of "adverse events" may be interpreted as an
exhaustive list, not a list of examples, potentially contributing to under-reporting of “an untoward,
undesirable”, a “usually unanticipated event that causes death or serious injury or the risk
thereof.” Protecting patient safety is an integral component of maintaining public trust in the
transplant system. This must include identifying adverse events as adverse events to trigger an
analysis of what occurred and prevent the situation from happening again. Therefore, ASN
supports CMS’s proposal to remove the specific list from the current definition of “adverse
events,” and instead shift to a revised list of examples in OPO Quality Assessment Performance
Improvement (QAPI) requirements. This shift appropriately encourages OPOs to think broadly
about what might constitute an event that should prompt QAPI activities and potentially have a
more expansive focus on ensuring patient safety.

Creating a new definition for medically complex organs and medically complex donors

For some of the nearly 100,000 people on the kidney transplant waitlist, even marginal organs
could confer a better quality of life and longer life (as well as cost savings to the system) as
compared to dialysis."""' (Research also suggests that many patients who would benefit from
kidney transplantation as compared to dialysis do not even attain waitlisting status, and the
need is larger than the waitlist alone would suggest. Increasingly, patients who might benefit
from a transplant are also removed from the waitlist. ** xi xii. xV) |n this context, procuring and
using as many viable kidneys as possible, in alignment with patients’ individual risk-benefit
preferences, is an important goal.

Organs from donors with less preferred characteristics may be perceived as less valuable for
organ transplantation, based on factors such as the age, health, and DCD status of the donor.
CMS notes that “declining to use these organs contributes to the chronic undersupply of
transplantable organs, as well as potentially increasing mortality and decreasing quality of life
for ESRD patients.” CMS cites a concern that OPOs may not be pursuing procurement from
potential donors whose organs may be considered marginal.



ASN concurs that underutilization of marginal organs that would nonetheless confer survival and
quality of life benefits to people with kidney failure as compared to dialysis is a substantial
problem—but it is important to recognize that it is a problem with many contributing factors.”
The society encourages CMS to undertake a more holistic examination of the reasons these
organs may be under-procured and under-utilized, which include misaligned incentives across
numerous stakeholders and the absence of a systemic emphasis on elucidating patient
preferences in organ offer decisions.

For example, transplant programs are held to tremendously high-performance standards, with
most programs exceeding 90% on one year-graft and patient survival (key OPTN metrics).
Because these success rates are close to maximized and even a small percentage change in
outcomes that may not be clinically impactful can affect a program’s status with OPTN, some
programs may at times be conservative in organ offer acceptance.*' Considering the

high mortality rate of patients who remain on the waiting list as compared to patients who
receive a kidney transplant, this approach may not optimally serve an individual patient, but may
be viewed as necessary to serve the greater good of keeping a program “in good standing” with
OPTN and open to perform transplants at all. In the context of this proposed rule, incentives for
transplant centers to transplant the most optimal kidneys to maintain high performance
standards are at odds with OPOs’ incentives to procure and place as many kidneys as possible,
including marginal kidneys.

Additionally, patient preferences may not be routinely accounted for in responses to organ offers
made by OPOs. Health professionals receiving organ offers might not recognize that some
patients would prefer accepting a lower-quality kidney if it allows them to come off dialysis
sooner. Unfortunately, that preference is often not accounted for, which potentially contributes to
the under-utilization of marginal kidneys. ASN has previously encouraged a national emphasis
on, and a mechanism to, better account for patient preferences in organ offer decision-making
and believes it may contribute to better alignment in the system and more appropriate organ
utilization. (The society also notes that variation in expertise and volume between transplant
centers means that some programs are capable and comfortable transplanting more complex
organs and patients than others.)

Despite these pressures, transplant programs have made remarkable progress in the last
decade in transplanting more complex kidneys and more complex recipients—organs and
people who would never have been considered candidates in the past, such as HIV+, HCV+,
and DCD donor kidneys. "l This accomplishment on the part of both the OPOs who procured
and placed the kidneys as well as the transplant programs that successfully transplanted them
warrants acknowledgement and celebration.

With the goal of increasing focus on procuring and placing complex kidneys from complex
donors, CMS proposes to define the term “medically complex organ,” as an organ from a
“medically complex donor,” including those with a KDPI score of 50 or greater and from DCD
donors, for OPO QAPI purposes. CMS proposes to include these organs and donors in OPOs’
QAPI programs (such as efforts optimizing opportunities to recover and place these organs for
transplant).

Having a definition of “medically complex donors” is reasonable, as is encouraging focus on
placing them through QAPI, but ASN suggests a more detailed definition be developed than
proposed in this rule. This step could be accomplished based on feedback and input from
stakeholders with expertise in procurement and transplantation in this proposed rule, and/or in
subsequent rulemaking. ASN notes that a KDPI score of 50, which CMMI proposes as the floor



for the definition of a medically complex organ would not generally be considered a medically
complex organ. For example, current criteria for placement of a kidney through the existing
accelerated placement pathway is a KDPI of 85. A lower threshold that more closely approaches
a KDPI of 85, such as a KDPI of 70 (CMS’ proposed alternative to 50), might be more suitable.

However, based on the complexity of factors that contribute to organ underutilization, ASN is
unsure that revised definitions and greater emphasis on QAPI will meaningfully move the needle
for patients on its own. If CMS continues to pursue this concept, the society suggests that it be
undertaken as part of a system-wide effort to align incentives between OPOs and transplant
centers and promote more patient-centric decision-making.

Creating a new definition for unsound medical practices

Recent feedback and events have prompted CMS to propose a definition in the OPO conditions
for coverage for “unsound medical practices,” which the conditions for coverage reference as
grounds for immediate termination but do not presently define. CMS proposed that the term
“unsound medical practices,” would “refer to failures by OPOs that create an imminent threat to
patient health and safety or pose a risk to patients or the public. These practices include, but are
not limited to, failures in governance; patient or potential donor evaluation and management;
and procurement, allocation, and transport practices and procedures.”

ASN conceptually supports more concretely defining “unsound medical practices,” that could
result in immediate termination, but suggests that CMS more clearly delineate the difference
between “adverse events” and “unsound medical practices.” For example, the proposed rule
could be interpreted to suggest that “adverse events”, refer to so-called “never events,” and
“‘unsound medical practices,” refer to systemic or ongoing policies or approaches (which could
potentially give rise to adverse events), but ultimately it is unclear. Greater clarity and granularity
are critical because these definitions result in two very different outcomes: “unsound medical
practices” could result in immediate OPO termination whereas “adverse events” trigger an
appropriate assessment and QAPI process.

Establishing details about OPO transitions

ASN supports ongoing accountability for OPOs and believes that having meaningful
consequences for failure to meet a performance floor is important in a system with life-and-
death stakes for the more than 100,000 Americans on the kidney transplant waitlist.
Competition, with appropriate structure and transparency of process, could play an important
role in creating meaningful consequences and ASN has previously encouraged CMS to address
whether and how new OPOs may be designated. The society thinks it is reasonable to create a
mechanism to potentially expand the pool of possible OPO contractors beyond the pool that
were recertified between 2002 and 2005. ASN recognizes that there has been an evolving
interpretation of the legalities around certification of new OPOs but conceptually supports it.

In this context, the society is pleased to see CMS start developing processes for potentially
certifying new OPOs and soliciting input from stakeholders. ASN does not have deep expertise
in OPO management and is therefore not in a position to opine in detail on OPO selection
criteria but supports its development. The society recommends that however CMS finalizes
these processes and criteria, a primacy should be placed on continued service to communities,
donors, and donor families. This focus should include:



e Communicating, clearly and transparently, the standards by which competitors for a DSA
will be judged for all stakeholders in the community, which will be important for building a
sense of trust in the selection process and outcomes.

¢ Providing detailed expectations about the process and timeline for transition of
responsibility from one OPO to another (whether that OPO is new or previously
established)

e Defining a detailed data and information technology handoff plan

e Establishing a communication plan between the outgoing OPO, the incoming OPO, local
donor hospitals, and the transplant centers within the DSA or that have historically
interacted most often with the DSA

ASN is heartened to see in the proposed rule that the number of OPOs that may face
decertification has decreased, based on CMS’ estimate that no more than 10 OPOs would
potentially expand to serve multiple DSAs following implementation of the December 2020 final
rule’s performance standards. Ideally, all OPOs could continue to improve their performance
and provide continued, high-quality service to their communities and minimize the need for
decertification altogether. The society encourages CMS, and the Department of Health and
Human Services more broadly, to provide as much data, information, or incentives to OPOs in a
timely fashion to enable their success during performance periods.

Labeling DSAs by tier status, not OPOs

CMS proposes to establish a new framework allowing a single OPO to be designated to serve
multiple DSAs. CMS also proposed to designate an individual DSA by tier, as opposed to
designating an OPO as a whole by tier. This change would allow an OPO to operate in a high-
performing (Tier 1) DSA, middle-performing (Tier 2) DSA, and/or an underperforming DSA
without being subject to decertification steps in each one. ASN supports labeling the
performance of the DSA rather than the OPO as a whole, as it may decrease disincentives for
high-performing OPOs to consider competing to provide service in a DSA with an outgoing
underperforming (Tier 3) OPO. Not only is this approach fair to an OPO on its face, but it may
also advance the goal of ensuring continued provision of procurement services to communities
with an outgoing underperforming (Tier 3) OPO.

Comment Solicitation and Discussion on Emerging Issues

Potential conflict of interest issues

ASN supports the creation of a clear Conflict of Interest (COIl) policy regarding OPOs. Their
creation will help to address concerns that have arisen over recent years regarding relationships
between OPOs and relevant organizations, such as hospitals and the broader healthcare
system environment. Having a public COl policy is an important aspect of bolstering and
maintaining public trust.

Automated electronic referrals from donor hospitals to OPOs

ASN is a proponent of instituting automated electronic referrals from donor hospitals to OPOs.
Based on discussions with OPOs that have voluntarily established automated electronic
referrals, the society understands that the practice has substantially increased efficiency for
donor hospitals (such as ICU staff time), facilitated the swift sharing of relevant information
needed to inform OPO decision-making, and supported an increase in organ recovery.™



At the same time, ASN supports protecting the privacy and healthcare data security of all
Americans, including those being evaluated as potential donors and those who go on to be
organ donors. In the future, ASN believes that OPOs should be HIPAA-compliant entities.
Especially as automated sharing of potential organ donors’ information between donor hospitals
and OPOs via electronic medical records happens more widely and the volume of data shared
with OPOs grows, this change is all the more important. Ensuring data protection and privacy
for potential organ donors is an important component of maintaining public trust in the organ
donation system.

CMS reviews federal organ allocation rules and “clarifies expectations for regulatory and
policy compliance necessary for maintaining public trust

ASN appreciates CMS’ attention to organ allocation rules and the importance of adherence in
terms of maintaining public trust. ASN has previously expressed concerns about the growth in
allocation out of sequence and list-diving, and understands these practices as, in part,
responses to changes to, and inefficiencies in, the matching system.”* The kidney allocation
system has not kept pace with practice changes and transplant center or patient needs,
somewhat compromising its credibility to make timely matches. ™" This context may in part
have given rise to concerns that the allocation system puts certain organs at risk of nonuse,
driving some of the current trends in allocation out of sequence, and pointing to the need to
redesign or revamp the allocation system. "> A formal process for allocating truly hard to
place organs will be a critical component of a redesigned allocation system. ASN would be
pleased to work with other stakeholders in the kidney and transplant community to advance this
goal.

Again, thank you for the opportunity to provide comment. Please contact ASN Strategic Policy
Advisor to the CEO Rachel Meyer at rmeyer@asn-online.org to discuss this letter in more detail
with ASN.

Sincerely,

S w4l

Samir M. Parikh, MD, FASN
President
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