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CMS Proposing Organ Procurement Organizations (OPOs)
Conditions for Coverage Revisions

The Centers for Medicare and Medicaid Services (CMS) are releasing a proposed rule that is intended
to strengthen the federal oversight of Organ Procurement Organizations (OPQOs), the framework for
upcoming re-certification cycles, and increase the number of viable organs that reach patients in need.

A copy of the 197-page document is currently available on the Federal Register website at:
https://public-inspection.federalregister.gov/2026-01833.pdf. Publication is scheduled for January 30.
A 60-day comment period is provided.

CMS notes that there are 55 OPOs each reporting to a single a specific geographic area, or donation
service area (DSA).

Comments
We are providing page numbers in red.

As noted above, there are only 55 OPOs. Therefore, while this is an important Medicare subject, its
applicability is somewhat limited. Nonetheless see section L below. It is requiring OPOs to have written
agreements with hospitals and critical care hospitals including the reporting of much data.

Provisions of the Proposed Regulations (Page 31)
A. Definitions (§ 486.302)

CMS is proposing to revise its current regulations defining the terms “adverse event,” “donor,”
“medically complex donors,” “medically complex organs,” “organ,” and “unsound medical practices” at
§ 486.302 to provide greater clarity.

”w

1. Adverse Event (Page 32)

Section 486.302 currently defines “adverse event” as “an untoward, undesirable, and usually
unanticipated event that causes death or serious injury or the risk thereof. As applied to OPOs,
adverse events include, but are not limited to, transmission of disease from a donor to a beneficiary,
avoidable loss of a medically suitable potential donor for whom consent for donation has been
obtained, or delivery to a transplant center of the wrong organ or an organ whose blood type does not
match the blood type of the intended beneficiary.”
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https://public-inspection.federalregister.gov/2026-01833.pdf

CMS is proposing to remove the second sentence of the current definition and move a revised list of
examples to § 486.348(c) in the Quality Assessment and Performance Improvement (QAPI)

(§ 486.348) QAPI requirements. If this change is finalized as proposed, OPOs should continue to
identify “adverse events” according to the definition in § 486.302, regardless of whether the incident is
covered in the examples that the agency is proposing to insert into § 486.348(c).

2. Donor (Page 33)

CMS proposes to revise the definition of the term “donor” to state that an individual from whom only
the pancreas is procured and is used for islet cell transplantation or for islet cell research is included in
the definition of “donor.”

3. Organ (Page 38)

Organs that are transplanted into patients on the Organ Procurement and Transplantation Network
(OPTN) waiting list as part of research are explicitly included in the organ transplantation rate.

CMS proposes to revise the definition of the term “organ” in a way that would no longer include
pancreata used for islet cell research, unless the research is islet cell transplantation that occurs under
a research protocol.

4. Medically Complex Donors and Medically Complex Organs (Page 40)

CMS is proposing to both define and utilize the terms “"medically complex donors” and “medically
complex organs.”

CMS is proposing to define the term “medically complex donor” in § 486.302 as a donor whose medical
history requires special or additional considerations to identify the best recipient for the organs.

CMS is also proposing to define the term “medically complex organ" as an organ procured from a
“medically complex donor”.

In the QAPI CfC set out at section § 486.348, CMS proposes to require that OPOs must track
procurement and placement of these organs, assess their policies and procedures regarding medically
complex donors and organs, and ensure they are optimizing the recovery and placement of those organs
for transplant.

CMS is proposing that the term medically complex donors include those with a Kidney Donor Profile
Index (KDPI) score of 50 or greater. However, CMS is specifically soliciting comments on what score
should the KDPI be considered elevated so that the potential donor would be considered “medically
complex” and may revise the proposed KDPI score threshold in the final rule in response to comments
received.

5. Unsound Medical Practices (Page 45)

CMS proposes at § 486.302, to add a definition for “unsound medical practices.” CMS proposes 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
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limited to, failures in governance; patient or potential donor evaluation and management; and
procurement, allocation, and transport practices and procedures. Some examples of unsound medical
practices include, but are not limited to, failure to ensure the potential donor is declared dead according
to applicable State law and hospital policies; negligent or deliberate failure to perform necessary and
customary tests to determine whether a potential donor meets exclusionary criteria, such as certain
malignancies or active infections; and pursuing patients with inappropriately high neurologic function as
potential donors. CMS says its intent is to ensure that instances of actions that constitute unsound
medical practices are addressed appropriately and that OPOs continue to provide high quality care to
patients, potential donors and potential transplant recipients.

B. Requirements for Certification (§ 486.303) (Page 46)

Section 486.303(e) requires that to be “certified as a qualified organ procurement organization,” an
organization must have “been re-certified as an OPO under the Medicare program from January 1, 2002
through December 31, 2005.”

CMS is proposing to remove § 486.303(e).
C. Designation of one OPO for Each Service Area (§ 486.308) (Page 49)

CMS intends to clarify how an OPO is assigned to a DSA and how CMS determines the OPO designation
period.

CMS proposes to revise § 486.308(a) and (b). Currently, § 486.308(a) states that, "CMS designates
only one OPO per service area. A service area is open for competition when the OPO for the service area
is de-certified and all administrative appeals under § 486.314 are exhausted.”

CMS proposes to address all instances when a DSA is open for competition by;

¢ Amending § 486.308(b)(1) to reflect that a DSA becomes open for competition when an OPQ'’s
DSA is assigned tier 3 status in the final assessment period and all administrative appeals are
exhausted. An OPQ’s DSA is assigned tier 3 status if it has outcome measures currently
described at § 486.318(e)(6) (tier 3), redesignated as proposed § 486.318(b)(6), and §
486.316(a)(3).

¢ Conforming changes at § 486.308(b)(2) to clarify that an OPO’s DSA is open for competition
when the DSA is assigned to tier 2 for the outcome measures in the final assessment period, as
currently described at § 486.318(e)(5), proposed to be redesignated to § 486.318(b)(5), and §
486.316(a)(2).

¢ Adding § 486.308(b)(3), stating that an OPQO’s DSAs are open for competition when the OPO is
not in compliance with the process performance measures at §§ 486.320 through 486.360, as
specified at § 486.312(a)(1) and § 486.316(b)(1), all administrative appeals are exhausted, and
the OPO is pending de-certification.

e Finally, at new § 486.308(b)(4) a DSA would be open for competition when an OPO requests to
voluntarily terminate its agreement to participate as specified in § 486.312(a), redesignated as
proposed § 486.311(a)(2). However, this provision would not apply to a voluntary termination
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associated with an OPO’s change in control or ownership or service area as specified at §
486.310, in which case the OPO is voluntarily terminating its agreement to participate in a
merger with another OPO.

D. Designation of an OPO to More Than One Service Area (§ 486.309) (Page 54)

CMS is proposing that an OPO may be responsible for more than one DSA when a new DSA is added
following a change in control, ownership, or service area as specified at § 486.310, as result of a
competition as specified at § 486.316, or following a voluntary or involuntary termination of an OPQO’s
agreement as specified at § 486.311(a)(2) or § 486.312(a) respectively, or there is insufficient time to
conduct a competition as specified at proposed § 486.308(a)(4).

E. Non-renewal of Agreement (§ 486.311) and De-certification (§ 486.312) (Page 60)

OPOs are designated to DSAs that are assigned as either tier 1, tier 2, or tier 3 based upon their
performance on the outcome measures set forth in § 486.318 and their re-certification survey.

An important distinction between tier 3 DSAs and tier 2 DSAs is that only tier 3 DSAs reflect that the
OPO is out of compliance with the outcome measures for that DSA. Therefore, an OPO with all of its

DSAs in tier 3 may be de-certified. Alternatively, an OPO with a tier 2 DSA is in compliance with the
outcome measures for that DSA, and provided it is also in compliance the process performance
measures, is re-certified as meeting the performance standards to be a qualified OPO and will have its
agreement renewed provided it is successful in a competition for that or another open DSA.

CMS proposes that it will not renew an agreement with an OPO if the OPO is subject to a competition (as
set forth at § 486.316(a)(2)), the OPO is unsuccessful in the competition, and the OPO is no longer
designated to any DSA.

CMS proposes at § 486.311(b) that it would provide notification to the OPO at least 90 days before the
effective date of the non-renewal and that the notice would state the reasons for non-renewal and
include the end date of the agreement.

F. Appeals (§ 486.314) (Page 66)

CMS proposes to revise the introductory text at § 486.314 to allow an OPO to appeal a decertification as
described at § 486.312(a) or the removal of a designation to a tier 3 DSA without de-certification as
described at § 486.316(b)(2)(iii)(B).

CMS proposes to modify the time periods in this section for existing requirements from “business days”
to “calendar days.” CMS also proposes to use “calendar days” for all proposed requirements.

Currently, the OPO has 15 business days from receipt of the notice to request reconsideration from CMS.
If the OPO does not request a reconsideration within those 15 business days, the OPO has no right to
further administrative review. CMS proposes to change this to 20 calendar days as set forth in proposed
§ 486.314(b)(1).

CMS proposes at § 486.314(c) to reduce the number of days within which an OPO must request a
hearing before a CMS hearing officer from 40 business days to 15 calendar days.
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Comment

There are numerous changes in this section. Those impacted should review this material in greater
detail than the items reported above.

G. Re-certification and Competition (§ 486.316) (Page 74)

The current requirements at § 486.316 address OPO re-certification and competition. These
requirements do not currently address the potential situation of one OPO being designated to more than
one DSA and the impact this may have on the re-certification and competition processes. CMS proposes
to make conforming changes to this section to clarify the requirements related to OPO designation, re-
certification, and competition to also include situations when an OPO is designated to more than one
DSA.

H. Outcome Measures (§ 486.318) (Page 83)

This is another section with many detailed changes. For example, CMS says that the requirements for
the previous outcome measures that were superseded by the December 2020 final rule are located at §
486.318(a) through (c). These requirements are no longer in effect and have been superseded by new
requirements at § 486.318(d) through (f). CMS proposes to remove the obsolete requirements at
paragraphs (a) through (c) and to redesignate paragraphs (d) through (f) as paragraphs (a) through
(c). CMS proposes a conforming change at the proposed redesignated paragraph (a)(1) (currently
paragraph (d)(1)) by removing the reference to paragraph (d)(2) and replacing it with paragraph (a)(2).

I. Human Resources (§ 486.326) (Page 87)

CMS proposes to revise § 486.326(d), “Medical director,” to specify that an OPO’s medical director would
be a physician licensed in at least one of the States or territories within one of the OPQ's service areas
or as required by State or territory law or by the jurisdiction in which the OPO is located. CMS proposes
this change from “service area” to “service areas” to conform to a potential scenario of one OPO serving
more than one DSA at a time.

CMS proposes revising personnel qualifications for other OPO staff that engage in clinical practices,
whether they are in explicitly clinical positions or other positions in which clinical decision making or
actions are expected.

J. Information Management (§ 486.330) (Page 90)

CMS proposes that OPOs would maintain records regarding the disposition of organs recovered and sent
for bona fide research studies, including information identifying approval by an institutional review board
(IRB) or other formal authorizing body, as appropriate, research institution, principal investigator, and
contact information.

K. Quality Assessment and Performance Improvement (QAPI) (§ 486.348) (Page 91)

Section 486.348 requires OPOs to develop, implement, and maintain a comprehensive, data driven QAPI
program designed to monitor and evaluate performance of all donation services.
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L. Proposed Conforming Changes to § 486.322 Relationships with Hospitals, Critical Access
Hospitals, and Tissue Banks; § 486.324 Administration and Governing Body; and § 486.360
Emergency Preparedness (Page 97)

CMS proposes at § 486.322(a) to align the requirement to have a written agreement with 95 percent of
the Medicare and Medicaid participating hospitals and critical access hospitals (CAHs) with both a
ventilator and an operating room to specify that the written agreements must be with hospitals and
CAHs in each of its designated DSAs.

CMS also proposes conforming changes at § 486.324(a)(1), (a)(2), (a)(5), (b)(2), and (b)(8) to replace
the word “area” with “area(s)”.

Additionally, CMS proposes a conforming change at § 486.328(c) to require that data used for OPO
re-certification must include data for all deaths in all hospitals and CAHs in the OPQ’s donation service
area(s), unless a waiver has been granted.

Finally, CMS proposes two conforming changes to the emergency preparedness requirements for OPOs.
In § 486.360 CMS propose to revise paragraph (c)(1)(v) to require that OPOs have an emergency
communication plan with the names and contact information for transplant and donor hospitals in each
of the OPQ's DSAs.

Comment Solicitation and Discussion on Emerging Issues (Page 98)

CMS includes several discussions to address certain emerging issues related to patient safety and public
trust as well as soliciting public comment for potential future regulatory requirements.

Addressing conflicts of interest in organ and tissue procurement is vital to ensuring ethical conduct. CMS
is soliciting public comment on areas where conflicts may exist and how they may be addressed.

CMS is also including a comment solicitation on automated electronic referrals from donor hospitals to
OPOs as a follow-up to the CMS Health IT Request for Information and to explore any recent
developments in this area and gather information that may be helpful in potentially developing future
requirements.

Lastly, CMS provides an overview of Federal organ allocation requirements to address recent concerns
related to an increase in organ allocation out of sequence (AOQS), which reflects a deviation from
allocation policy and may only occur if necessary to prevent organ wastage due to discards. CMS
clarifies expectations for regulatory and policy compliance necessary for maintaining public trust.

CMS also discusses alternative approaches to the proposed policies on Designation of an OPO to More
Than One Service Area and Non-Renewal of Agreement.
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