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Introduction

The OPTN Pancreas Transplantation Committee (the Committee) met via Cisco WebEx teleconference
on 01/31/2024 to discuss the following agenda items:

1. Special Public Comment Presentation: Expedited Placement Variance
The following is a summary of the Committee’s discussions.
1. Special Public Comment Presentation: Expedited Placement Variance

The Committee received a presentation on the OPTN Executive Committee’s Expedited Placement
Variance proposal.

Summary of discussion:

The Committee’s feedback will be synthesized into a formal statement that will be submitted for
public comment.

The Committee voiced support for the proposal and provided some questions and feedback for
consideration.

The Committee suggested that there be various ways to monitor the variances received as well as the
evaluation of the variances once implemented. As variances are being received, it should be determined
what variances are similar and could be combined. Acknowledging that regions vary, if variances
submitted are similar to specific regions, those variances should be available for those respective
regions to work on together. Additionally, monitoring should also include identifying variances that may
not be working for some programs. Data on allocations out of sequence and non-utilization should be
evaluated to determine the causes of these instances. There should be acknowledgement that the
timeline in monitoring changes/impacts of these variances can vary by organ type. For example,
variances related to kidney may accumulate more data in a faster timeframe than a variance related to
pancreas due to the sample size evaluated.

A member asked if this proposal would apply to all organs or if it was organ specific. Staff clarified that
this proposal was written to include all organ types, although some feedback has been limited to kidney.
Staff added that these variances would be monitored and that if programs are submitting protocols, the
OPTN Executive Committee could combine and develop one variance for programs to opt in on.

Another member asked how this proposal differs to out of sequence allocation practices that are
currently happening. Staff replied that the variances would be evaluated to determine which protocols
work and could potentially become policy to avoid deviation from policy.



A member asked how many policies the variances may result in. Staff stated that there was no limit, and
that the proposal is not limited to just organ procurement organizations (OPOs) submitting protocols.
The member then asked for clarity on the review process for the protocols would be and what would
the timeline be for reviewing these protocols. Staff stated that the Executive Committee would be
reviewing the variances that come in and that the timeline for this review is to be determined.

Another member advised there should be some monitoring to identify if a variance is not working for a
program. Additionally, evaluation of these variances should include data/information on out of
sequence allocation by OPOs that result in non-use of organs.

A member cautioned that monitoring of these variances should be dependent on what organ type the
variance if focused on. For example, a variance related to pancreas would require more time to monitor
changes than kidney due to the population being smaller.

Another member inquired about facilitated pancreas and what the process may be in creating a variance
around this. Staff replied that the expectation for the variances is to not make programming changes,
however, it is possible that the Committee could take some aspects to the current policy to develop a
variance.

The Committee suggested consultation with organ specific Committees to review and have the
opportunity to provide their expertise/input early on in the process. This would also give Committees an
idea of what protocols could be utilized in the future.

The Committee acknowledged the merits of the variances by providing a structured approach in
studying how these systems could work and making efforts to avoid unintended consequences.

Next steps:

The Committee’s feedback will be synthesized into a formal statement that will be submitted for public
comment.

Upcoming Meetings

e February 5, 2024
e February 26, 2024
e March 8, 2024 (in-person)
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