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Meeting Summary
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Conference Call

Aneesha Shetty, MD, Chair
The OPTN Living Donor Decision Data Workgroup (“Workgroup”) met via Cisco WebEx teleconference
on 09/05/2024 to discuss the following agenda items:
1. Scientific Registry of Transplant Recipients (SRTR) Data Elements Presentation
2. OPTN Living Donor Decision Data Elements Discussion
The following is a summary of the Committee’s discussions:

1. SRTR Data Elements Presentation

No decisions were made.

Summary of Presentation:

The Chair briefly reviewed the data collection project, highlighting how the data elements from SRTR
can be transferred over to the OPTN. Further, she discussed how the OPTN will create a workflow to
collect this data. The SRTR went into their presentation on current SRTR decision data collection.

Figure 1: SRTR decision data on kidney-related reasons for declination



Image 2: SRTR decision data on liver-related reasons for declination

The SRTR representative showed the SRTR kidney and liver data collection forms, which outlines the
data elements that the Workgroup will review for the OPTN. The SRTR representative also reviewed the
most common donation declination reasons for kidney and liver (listed above).

Summary of discussion:

A workgroup member asked if there were decision declination reasons chosen less than 5 times. The
SRTR said they would be able to check this information. A member asked to clarify if this donation
decision data is to be collected after evaluation, and it was confirmed that potential donors who reach
this stage have already passed evaluation. The workgroup and SRTR discussed the time burden of
completing donation decision collection forms, with SRTR stating this form usually takes an average of 9
minutes to complete. SRTR stated that 10 pilot programs took part in the Living Donor Collective
program.

2. OPTN Living Donor Decision Data Elements Discussion

The workgroup reached consensus on 20 data elements listed below.

Summary of Presentation:

Staff presented options for data collection, such as combining or altering data element categories. The
Chair also reminded the workgroup that they need to keep in mind the goal or finding barriers to living
donation, as well as analyzing long-term outcomes.

Summary of discussion:

A member asked about recording decision data for each center involved in a paired kidney donation.
OPTN research staff stated that decisions are currently only recorded for where their organ was donated
even if they had a possible match previously. The workgroup reviewed each of the data elements. A
member asked about whether some of this data should already be ruled out in evaluation, and
members answered that there may be instances where not everything is ruled out before the donation
decision stage.

e Unable to provide informed consent - The workgroup will continue discussing “unable to
provide informed consent” to decide if this should be included as its own data element

e Concern for future pregnancy and childbirth - The workgroup agreed that “concern for future
pregnancy and childbirth” is important and that people may be ruled out for donation if they are



planning to get pregnant in the near future. The workgroup considered this included in both
medical and donor choice categories. They suggested that this be collected for both liver and
kidney.

Possible current or future malignancy or cancer - The workgroup recommended including
“possible current or future malignancy or cancer,” in the OPTN data collection. The group
discussed if this should be medical-only or donation decision for future malignancy and agreed
that this should be a medical reason. The workgroup discussed splitting up cancer and
malignancy, and decided to continue discussing this. They suggested that this be collected for
both liver and kidney.

Liver disease - The workgroup recommended keeping “liver disease” and apply it to both liver
and kidney donation.

Lung disease - The workgroup recommended to keep lung disease and pare down the definition
to include “lung disease” alone, as they stated that this is already inclusive. It will be collected
for both liver and kidney.

The workgroup chose to keep “cardiovascular disease” as-is, as they said it is already inclusive of
necessary data collection, and suggested collecting for both liver and kidney.

Increased risk of bleeding or clotting - For “increased risk of bleeding or clotting,” the
workgroup suggested to change this to “hematologic reasons,” to be more inclusive of
hematologic medical issues. They suggested this to be applied to both liver and kidney.

Various liver data elements - The workgroup kept all liver-specific data elements as-is, including
“vascular or biliary anatomic abnormalities on imaging,” “inadequate liver volumes on imaging,”
“other unfavorable abnormalities on imaging,” “donor liver steatosis on imaging or biopsy,” and
“other biopsy abnormalities,” as they were noted to be the most common reasons for rejection
of liver donation.

Diabetes - For “diabetes,” the workgroup recommended to split up into Type 1 and Type 2
because of where these reasons may be recorded in the evaluation process. Suggested for both
kidney and liver.

Concern for risk of developing diabetes or prediabetes - For “concern for risk of developing
diabetes or prediabetes” the workgroup removed “metabolic syndrome,” as this is covered in
other elements. Suggested for both kidney and liver.

Obesity - The workgroup left “obesity” as-is, suggested for both kidney and liver. The workgroup
discussed possibly including BMI, but recognized the differences in obesity measurements
between centers, and weight/BMI are collected at the registration phase.

Hypertension, prehypertension - The workgroup suggested removing “borderline high blood
pressure” from the data elements and changed it into “hypertension, prehypertension, or poor
blood pressure control,” and suggested this to be collected for both liver and kidney. The
workgroup suggested this to expand blood pressure measurements to be collected if a center
considers someone to have “poorly controlled blood pressure.”

High cholesterol, high triglycerides, or other lipid abnormalities — This element was left as-in
and was suggested for both liver and kidney. The workgroup decided that there may be
instances where “high triglycerides” may be present without other aspects of metabolic
syndrome, so this element should be left alone.

Immunological incompatibility with the intended recipient including blood group
incompatibility - The workgroup removed “HLA antibodies” as this is a separate concept from
blood group incompatibility. This was suggested for both liver and kidney.
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High cholesterol, high triglycerides or
other lipid abnormalities Both

Immunologic incompatibility with the
intended recipient including blood
group incompatibility Both

Immunologic incompatibility with the
intended recipient including blood
group incompatibility or HLA antibodies

Next steps:

The workgroup will continue these conversations at upcoming meetings.

Upcoming Meetings:

e September 19%", 2024
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