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Presenter Notes
Presentation Notes
Our next item is the proposed normothermic regional perfusion policy.

Before we begin, I want to thank everyone from the public who sent comments ahead of this meeting. People have raised concerns about NRP itself, about acting before public comment, and about whether their input will make a difference once implementation starts. I appreciate those concerns, and we need to address them.

For me, this has always been about safety. NRP recoveries are taking place while we are having this discussion. We need to consider what happens if we wait, as well as what happens if we act.

Today, we are being asked to consider safety requirements for NRP and whether those requirements should move forward through emergency action, with public comment during a phased rollout. That is a decision for this Board.

PJ Geraghty presented the proposed NRP policy in open session on September 29. Today, he will walk us through the proposal before I discuss the rationale for emergency action and the proposed implementation plan.

PJ, thank you for your leadership and the work you and the group have put into this over the past year. Please take us through the proposal.
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NRP Workgroup Objective and Charges

e Develop safeguards to ensure patient safety and improve family experience for
donors undergoing NRP

e Propose OPTN policies, policy definitions, data collection, technical and quality
standards, and standard practices that address patient safety for organ
procurement organizations (OPOs) using NRP in patients from whom organs may be
procured

e Propose OPTN data collection regarding the attempted and/or successful use of
NRP in patients from whom organs may be procured
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Presenter Notes
Presentation Notes
The Workgroup was established to develop recommendations focused on patient safety and family experience.

The Workgroup was charged with developing proposed policy requirements, technical and quality standards, standard practices, and data collection related to NRP.

The Workgroup includes surgical, OPO, patient, ethics, and other relevant perspectives.

In developing the proposal, the Workgroup considered current practices, reported safety concerns, existing OPTN requirements, ethical considerations, and potential safeguards.


Development Timeline for Proposed NRP Policy

September 27, 2024 O

HRSA directed OPTN to investigate
specific incidents involving potential
violations of multiple OPTN policies

HRSA requested additional
information regarding relevant

OPTN policies

October 8, 2024

March 5, 2025

HRSA directed OPTN to develop
standards of practice for the
utilization of NRP to ensure patient

safety

HRSA directed OPTN to propose data
collection protocols for the

monitoring of NRP

OPTN provided the requested

information to HRSA
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April 30, 2025

September 26, 2025

HRSA directed the OPTN Board of
Directors to establish an NRP
workgroup focused on patient safety
and the experience of families of
patients undergoing NRP

OPTN provided the requested

information to HRSA
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https://www.hrsa.gov/sites/default/files/hrsa/optn/nrp-hrsa-response-memo-to-optn-sept-2025.pdf

Development Timeline for Proposed NRP Policy (cont’d)

October 23, 2025 November 21, 2025 October 19, 2026
NRP Workgroup convened HRSA and OPTN issued a NRP Workgroup voted to
and held its first meeting message to ensure safety advance the NRP policy
and reliability in NRP proposal for Board
protocols consideration
November 6, 2025 September 29, 2026 November 6, 2026
HRSA and OPTN issued a Board received a preview of Board consideration of NRP
critical safety concern in proposed NRP policy at its policy proposal
donation after circulatory meeting in Rockville,
. death (DCD)procedures . Maryland .
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https://www.hrsa.gov/sites/default/files/hrsa/optn/nrp-hrsa-response-memo-to-optn-sept-2025.pdf

Policies to be Updated

Policy 2.2 OPO Responsibilities

e Clarify and reorder steps to better reflect the stages of the donation process

Policy 2.3 Required Disclosure Information for the Donor or Donor’s Agent

e Include a reference to Policy 2.15.N.i Authorization for NRP

Policy 2.15 Requirements for Controlled Donation after Circulatory Death (DCD) Protocols

e Establish requirements governing the use of NRP as part of the controlled DCD process
e Proposed requirements would address, among other matters:
e Authorization for NRP and specified surgical practices related to patient safety
e Specified surgical practices related to patient safety
* Proposed requirements would also require OPOs to upload information related to NRP to OPTN data systems.

Policy 18.5 Reporting of Patient Safety Events

e Establish additional reporting requirements for specified patient safety events associated with NRP
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Proposed NRP Policy Safeguards

e Patient Safety

o Establish vascular safeguards intended to prevent cerebral reperfusion
o Prohibit paralytic agents during NRP

o Require an immediate response if cerebral perfusion, a physical response, or another sign of life is
suspected

e Authorization and Disclosure
o Establish consistent disclosures regarding NRP

o Require disclosures to be communicated in understandable language and appropriately documented

 Communication and Accountability

o Require team communication before NRP is initiated

o Clarify roles and escalation processes

o Establish documentation and patient-safety reporting requirements
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Presenter Notes
Presentation Notes
The proposal establishes safeguards in three broad areas.

First are direct patient-safety requirements intended to prevent cerebral reperfusion and require an immediate response if a concern arises.

These include vascular safeguards and a prohibition on paralytic agents during NRP.

Second are authorization and disclosure requirements intended to promote consistent, understandable communication and appropriate documentation.

Third are communication and accountability requirements intended to establish clear team expectations, escalation processes, documentation, and patient-safety reporting.

For today’s discussion, I want to focus on the safeguards most directly tied to patient safety rather than review every provision in the proposal.

Not every provision necessarily has the same implementation requirements or urgency.

One of the implementation questions under consideration is whether certain patient-safety safeguards could be implemented immediately, while provisions requiring operational, technology, or data-system changes would follow on a phased basis.

The full materials provided next week will include the complete policy language and additional detail on the proposed implementation approach.


NRP Implementation Plan

John C. Magee, MD, OPIN President
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Presenter Notes
Presentation Notes
Thank you, PJ.

I want to explain why I think we need to act now, and how we can do that while providing a meaningful opportunity for public comment.



Policy Pathways for Board Consideration

* Routine Pathway

o Public comment and adjudication of comments precedes Board approval
o Implementation follows Board approval

o Timeline from public comment to Board approval is typically 6-12 months

 Emergency Pathway (Policy E.7, OPTN Management and Membership Policies)

o Necessitated by a pending statutory or regulatory change, an emergent public health issue or
patient safety factors, or a new medical device of technology that affects organ allocation

o Emergency policy will expire within 12 months of the policy’s effective date

o Distributed for public comment within six months of approval, lasting at least 30 days

* Proposed Approach

o Emergency adoption with phased implementation and public comment beginning November 13
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Presenter Notes
Presentation Notes
Our Management and Membership Policies provide a pathway for this. Under E.7, the Board can adopt a policy before public comment when specified criteria are met, including patient safety factors.

There are requirements that come with that authority. 

The proposal must include an expiration date no more than 12 months after its effective date and go out for public comment within six months of approval for at least 30 days.

We need to decide whether the safety concerns before us warrant using that pathway.



Why Emergency Action is Proposed

* November 2025: OPTN and HRSA issued a safety notice addressing unintended brain
reperfusion during NRP.

* May 2026: The OPTN President communicated updated recommendations that reinforced
safeguards against brain reperfusion, prohibited paralytic agents that could mask signs of life,
and clarified response and reporting expectations.

* Continuing concerns: Patient safety concerns have persisted, with increased MPSC
investigations.

* Risk of delay: NRP will continue while additional safety requirements await implementation.

Recommendation to Approve as Emergency Action

Send out for public comment on November 13, 2026. Begin implementing urgent surgical
safeguards in approximately 30 days (early December). Implement Phase 2 after the public
comment period.
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Presenter Notes
Presentation Notes
Addressing NRP  has always been about patient safety.

We issued a safety notice with HRSA in November 2025 addressing unintended brain reperfusion during NRP. In May, I sent another communication reinforcing and refining those recommendations.

We have continued to see safety concerns and increased MPSC investigations. I participate in those meetings as President, and I can tell you this remains a current patient safety issue.

NRP recoveries continue while we work through the policy process. If we follow the regular pathway, those recoveries will continue without these additional requirements for a longer period. We need to consider what that delay means for patient safety and our responsibility to respond to known concerns.

I believe we need to move from recommendations to enforceable safeguards. That is why I am proposing emergency action, with the urgent safety requirements implemented first and public comment beginning during preparations for implementation.



Proposed NRP Policy Phased Implementation Plan

November 6,2026

Board vote

November 13,2026

Release for public comment

~December 6,2026

Implementation Phase 1 (approx. 30
days after vote): Surgical techniques;
routine documentation;reporting
requirements for patient safety events

OPTN Restricted

Winter/Spring 2027

Implementation Phase 2 (3-6 months
after publiccomment): Communication
requirements; authorization
requirements; documentation of plan
return donor to the care ofthe hospital

December 28,2026

Public comment period ends
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Presenter Notes
Presentation Notes
The proposal is to implement the policy in two phases.

Public comment would open November 13 and close December 28. 

The first phase would take effect December 6, while public comment is still open. 

The second phase would follow public comment, in Winter/Spring 2027.



Urgent Implementation — Phase 1 (~30 days post-vote)

Surgical techniques

* NRP must not begin until after 5 minutes have elapsed after pulselessness and the
donor is pronounced dead by the hospital patient care team

e The NRP team must take all necessary steps to prevent blood flow to the brain
(secure, transect, and vent blood vessels at risk of perfusing the brain)

e Paralytic agents must not be used in the context of NRP

Routine documentation

* For all actual/attempted recoveries using NRP, OPO must upload DCD flowsheet and
operative note within 24 hours [requirement expands to include documentation of
pre-withdrawal huddle when this is implemented]
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Presentation Notes
The first phase focuses on the surgical safeguards we believe are needed urgently. These include measures intended to prevent blood flow to the brain, the prohibition on paralytic agents during NRP, and routine documentation.



Urgent Implementation — Phase 1 (~30 days post-vote),
cont’d

Reporting requirements for patient safety events

* Reportable events: (1) Pre-mortem cannulation is performed and the patient’s death
does not occur within the expected time frame; (2) An unplanned pause is requested
due to concern that perfusion may have been restored to the brain.

* Reportable events: There is withdrawal of life-sustaining support prior to the pre-
recovery huddle
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Presenter Notes
Presentation Notes
It also includes reporting requirements. We need these events reported so they can be reviewed and addressed.



Phase 2 Implementation (Winter/Spring 2027)

Communication requirements

* Pre-departure huddle:
* Includes OPO representative and lead surgeons from procurement and NRP teams

* Participants review surgical approach and verify surgical team members who will be
present

e Prior to withdrawal of life sustaining therapy (WLST) huddle:

e Includes OPO staff, donor hospital operating room staff, surgical procurement team, and
NRP team

e Participants (1) review how to raise concerns, how to initiate an unplanned pause,
surgical approach; and (2) confirm plan for how patient care will be transferred back to
the hospital healthcare team if a concern is raised
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Presenter Notes
Presentation Notes
The second phase addresses communication among the teams, including the required huddles.



Phase 2 Implementation (Winter/Spring 2027), cont’d

Authorization requirements

* Pre-mortem procedures (e.g., cannulation) require consent of the donor or donor’s agent

* OPOs may have a separate authorization form for NRP or include NRP authorization in their
standard authorization form for organ donation

* Disclosures regarding NRP must include the following information:

* NRP is performed to increase the likelihood that the organs will be utilized for transplant

* NRP restores perfusion to certain organs, and those organs are expected to resume
function

* There is a potential risk of restoring blood flow to the donor’s brain; the team will make
every effort to prevent this from happening
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Presenter Notes
Presentation Notes
It also addresses authorization and the information provided to donors and their families.



Phase 2 Implementation (Winter/Spring 2027)

Documentation of plan to return donor to the care of the

hospital

* OPOs must have a documented plan for how patient care will be transferred back to
the hospital healthcare team if concerns arise for cerebral perfusion or other
physical responses during the NRP process

OPTN Restricted



Presenter Notes
Presentation Notes
And it requires a documented plan for returning the donor to hospital care if concerns arise.

These changes take coordination among the OPO, the hospital, and the surgical teams. The second phase gives them additional preparation time and allows us to consider public comments before those requirements take effect.



Next Steps: Tentative Timeline Recap

* \/ote on Emergency Action: 11/6/26

o Notice to community regarding Board emergency action and phased
implementation timeline: 11/6/2026

* Public Comment Period (45 days): 11/13/26 —12/28/26
* Items for Phase 1, urgent implementation go into effect: 12/6/26

* Phase 2 of implementation will occur after public comment period
(Winter/Spring 2027)
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Presenter Notes
Presentation Notes
The approach I am recommending puts the urgent safeguards in place first and moves the remaining requirements forward after public comment.

I understand the concern that once organizations change their procedures, changing them again becomes harder. We need to take that seriously. If the comments identify something we need to change, we must be willing to change it, including a requirement that has already taken effect.

The policy will come back to this Board after public comment for consideration and reaffirmation.



Discussion
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Presenter Notes
Presentation Notes
I would now like to hear from the Board.

Do you agree that the safety concerns warrant emergency action? 

Have we identified the right requirements for the first phase? 

Are there problems with the sequence or dependencies between the two phases that we need to address?

What questions or concerns do you have?



Voting Recitals

« WHEREAS, on March 5, 2025, HRSA directed the OPTN to address patient safety for
organ procurement organizations using normothermic regional perfusion (NRP), and
on September 26, 2025, directed the Board to establish an NRP Workgroup to
develop recommendations addressing patient safety and family experience in
connection with the use of NRP;

« WHEREAS, the NRP Workgroup developed the proposed OPTN Normothermic
Regional Perfusion Policy (the “NRP Policy”), which would amend OPTN Policies 2.2,
2.3, 2.15, and 18.5 to establish requirements for NRP authorization, surgical
safeguards, pre-procurement communication, and patient safety event reporting;
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Voting Recitals

* WHEREAS, the Board has determined the NRP Policy addresses an
urgent patient safety need that warrants implementation as an
emergency action, with concurrent distribution for public comment
so the OPTN community may provide input without delaying these
patient safety protections; and

« WHEREAS, the Board has reviewed the NRP Policy and believes that its
approval as an emergency action is in the best interests of the OPTN.
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Voting Resolution Language

« NOW THEREFORE, BE IT RESOLVED, that the Board hereby: (i) approves the NRP
Policy, as developed by the NRP Workgroup, as an emergency action, to be
implemented in phases beginning on December 6, 2026; and (ii) directs that the
NRP Policy be distributed for public comment as soon as reasonably possible
following the date of this resolution, and returned to the Board following the
conclusion of the public comment period; and

e RESOLVED FURTHER, that the President and/or their designees are authorized to
take all actions necessary to implement this resolution.
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