
 

The American Society of Transplantation (AST) responded to two items the Organ Procurement 
and Transplantation Network (OPTN) released during a special public comment cycle on 
December 19, 2025. The AST submitted the responses below to the OPTN via email at 
optnweb@hrsa.gov on January 18, 2025. 

1. HRSA Directive for OPTN Donation after Circulatory Death Policy Development 

The American Society of Transplantation (AST) recognizes and shares the concerns raised 
regarding aspects of the donation after circulatory death (DCD) process that have emerged 
through recent media reports and congressional hearings. AST supports ongoing efforts to 
strengthen donor safety and appreciates the intent of this proposal, while noting several 
areas that may benefit from further clarification. 

AST encourages HRSA/OPTN to promptly share this proposal and public comments with 
the appropriate Centers for Medicare & Medicaid Services (CMS) divisions responsible for 
hospital Conditions of Participation and Conditions for Coverage related to end-of-life care 
and organ donation. Continued collaboration between HRSA and CMS is essential, as many 
elements of the proposal pertain to the care of living patients, which appropriately falls under 
the responsibility of hospital-based health care teams rather than organ procurement 
organizations (OPOs). This longstanding separation of roles has been foundational to the 
transplant system and remains important as new DCD policies are considered. AST 
recommends that CMS consider updating existing CoP regulations to reflect new policy 
expectations and support consistent hospital–OPO collaboration. 

Hospitals do not establish DCD eligibility criteria, which are developed by OPOs, while 
hospitals retain responsibility for end-of-life care processes. Likewise, neurological 
assessment and monitoring of living patients are within the scope of hospital clinicians and 
not OPO staff. If additional monitoring requirements are contemplated, AST recommends 
consultation with the Society of Critical Care Medicine and clear guidance on documentation 
and training expectations. 

Decisions regarding withdrawal of life-sustaining therapies appropriately remain with the 
hospital care team in collaboration with the patient or surrogate decision maker. OPO 
communication with families is intended to provide information about donation opportunities 
and the general process, distinct from end-of-life decision-making. AST also strongly 
supports robust informed consent for any invasive pre-mortem procedures, managed by the 
patient’s health care team, with OPO documentation of completed consent. 

AST supports honoring requests for pauses at any point in the DCD process and 
emphasizes the importance of shared training for hospitals, OPOs, and transplant centers to 
ensure consistent implementation. Finally, AST strongly supports the proposed minimum 
five-minute waiting period of circulatory cessation prior to organ recovery, which reflects 
common practice and is supported by current evidence. 

 
 
 
 
 
 



 

2. HRSA Directive to Reduce the Risk of Donor Derived Rabies Transmission 

The American Society of Transplantation (AST) agrees that clear, well-defined donor 
screening criteria to identify potential rabies exposure could be valuable in preventing the 
exceedingly rare but potentially life-threatening transmission of rabies from donor to 
recipient. While AST supports this goal, certain aspects of the proposal would benefit from 
further clarification and discussion. 

AST is concerned that the proposed policy could unintentionally increase non-utilization of 
otherwise suitable organs. Historical experience with the former “Public Health Service 
Increased Risk” designation demonstrated that overly cautious consent requirements led to 
organ refusal and non-utilization, even when the absolute risk of transmission was low. 
Requiring similar consent language for rabies exposure, despite its extremely low 
epidemiologic risk, could produce comparable outcomes. To support balanced decision-
making that accounts for both transmission risk and waitlist morbidity and mortality, AST 
recommends that approval of this proposal includes educational resources for patients and 
transplant centers. AST also recommends explicitly stating in Policy 2.4 (Deceased Donor 
Medical and Behavioral History) that meeting rabies risk criteria does not preclude organ 
donation. 

AST acknowledges that consultation with the Centers for Disease Control and Prevention 
(CDC) may be helpful in assessing rabies risk; however, such consultation may also 
introduce delays that contribute to organ non-utilization. Clarification regarding expected 
response times for the CDC’s 24/7 consultation service would be valuable. AST further 
recommends development of a clear process map outlining steps from CDC notification to 
receipt of guidance and encourages OPTN to balance risk mitigation with operational 
feasibility and organ preservation. 

In addition, AST recommends that OPTN provide clear guidance on minimum 
documentation requirements for OPOs and transplant hospitals, including whether 
documentation of CDC contact alone is sufficient or if a brief exposure summary is also 
required. Clarification is also needed regarding whether CDC guidance is advisory or 
mandatory, and how CDC notification intersects with OPTN patient safety reporting. AST 
further recommends explicitly stating that incomplete or unavailable history alone should not 
be interpreted as elevated rabies risk (e.g., “history unavailable but no known exposure”). 

AST agrees that identification of donor rabies risk warrants appropriate post-transplant 
vigilance and consideration of rabies post-exposure prophylaxis when indicated. While AST 
appreciates alignment between deceased and living donor policies, additional clarification is 
requested regarding recommended deferral periods following qualifying exposures and 
guidance for donors with remote exposures who have completed appropriate post-exposure 
prophylaxis. AST also recommends greater specificity in defining potential rabies exposure 
from animal interactions, including clarification of “direct contact with bats” and classification 
of “stray/feral” cats. 

Finally, AST supports the proposed one- and two-year policy evaluations and strongly 
recommends earlier and more frequent assessments to ensure the policy achieves its 
intended goals without disproportionately increasing organ non-utilization among donors 
evaluated for rabies exposure  


