
 

 

 

American Society of Transplantation 

1000 Atrium Way, Suite 400 

Mount Laurel, NJ, 08054 

 

July 13, 2026 

 

Office of Management and Budget 

Via www.regulations.gov 

 

Subject: Docket No. OMB-2026-0034 for “Regulation for Federal Financial Assistance” 
 
On behalf of the American Society of Transplantation (AST), the largest professional transplant 
society in North America representing over 5,000 organ transplant health care professionals, I 
submit the following comments in response to the Regulation for Federal Financial Assistance 
proposed rule, docket OMB-2026-0034. 
 
The AST has significant concerns about several aspects of the Regulation for Federal Financial 
Assistance proposed rule. The administration's stated goals of competitiveness and better 
outcomes will not be served by the proposed rule, and these changes would be catastrophic to 
basic, translational, and clinical research progress in transplantation.  Below are our specific 
objections and their impact on transplant research. 
 
1) Discretionary termination (§200.340, §200.341). The prospect of ending multi-year 

awards due to perceived reduced pertinence to national interest would destabilize the entire 
research enterprise in the field of transplantation, impacting all aspects of biomedical 
research including long-term studies that are essential to improving the health of transplant 
candidates and recipients.   

• Specific impacts: Transplant trials enroll participants who consent to multi-year follow-
up, and these studies accrue greater value over time.  Many of the clinically meaningful 
endpoints (e.g., chronic allograft dysfunction, graft loss) are often later in the transplant 
course. The studies that would evaluate these endpoints require trial designs that follow 
patients over time without interruption.  
 
Current transplant research endeavors seek to improve patient access to life-saving 
transplant care across regions and provide valuable findings that inform transplant care 
across the country. For example, end-stage kidney disease and end-stage liver disease 
secondary to metabolic dysfunction are concentrated in the rural South and Midwest, 
where patients depend on multi-center research networks to improve transplant access 
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and outcomes. These patient populations, who already carry the highest burden of organ 
failure in the country yet are historically furthest from academic transplant centers, stand 
to be harmed the most by multi-site research destabilization. Terminating a study mid-
stream forfeits prior investment and directly threatens scientific yield. Basic, translational, 
and clinical science researchers in transplantation have funded studies that employ 
trained personnel (PhD students, research associates, post-doctoral fellows), who have 
spent years building research careers. Mid-stream termination of research funding would 
not only stall critical ongoing research, but would also decimate the next generation of 
scientists, both by terminating their ongoing work and by disincentivizing talented people 
from pursuing scientific careers in the future. This will have a devastating long-term 
negative impact on our scientific competitiveness as a nation. 

 
2) Political pre-issuance review (§200.205, §200.205 (d)). Shifting peer review to an 

effectively advisory role and routing funding through senior political appointees applying “the 
President’s policy priorities” replaces valuable scientific merit with political justification.   

• Specific impact: Expert review by certified transplant scientists, physicians, and 
methodologists is the only credible basis for assessing patient needs, best treatment 
approaches, and determining scientific rigor and priorities in this field. Political 
appointees lack the expertise to critically evaluate scientific merit and significance. This 
shift would further disincentivize current domain experts from providing essential peer 
review. This politicization of scientific funding by non-experts will stall scientific progress 
and jeopardize our national legacy of leading the world in scientific advancements in 
transplantation. 

 
3) Federal Grant Program designed to align with administration priorities (§200.202, 

§200.202 (d), §200.202 (e)). Replaces the current rule that federal grant programs must be 
designed around the purposes that Congress established when it created them with one that 
requires alignment with administrative priorities. This would shift grant program design away 
from scientific needs in accordance with political priorities.   

• Specific impact: Grant program portfolios are currently constructed on evidence-based 
scientific needs as determined by accredited transplant scientists, physicians, and 
patients. This method represents the best stewardship of federal funds for biomedical 
research grant support. Scientific need and significance should remain the basis for 
biomedical grant design and not be replaced by political priorities.  

 
4) Domestic-first framework and foreign collaboration limits (§200.203(e), §200.220). 

Case-by-case senior-appointee approval of any international element will delay or block 
partnerships central to transplant science. 

• Specific impact: Transplantation research often relies on resources “not reasonably 
available within the United States,” such as international donor and outcomes registries, 
HLA/immunogenetics reference data, pediatric and rare-phenotype cohorts, and 
multinational transplant collaborations. To generate enough data to yield statistically 
significant analyses, it is necessary to pool datasets. These global partnerships have 
been instrumental in building U.S. leadership in transplantation science. Enacting this 
rule will impede international collaborations and squander this hard-earned American 
biomedical legacy to global competitors. 

 



 

 
 

5) Restrictions on disparate impact liability (§ 200.218). This would potentially preclude all 
work on disparities in access to transplantation and allocation policy by limiting work on any 
population-level disparities including race, socioeconomic status, geography, and other 
factors.  

• Specific impact: Substantial health services research and outcomes work in transplant 
is focused on improving allocation and outcomes for populations that have historically 
faced barriers to access to life-saving transplantation. This valuable research is intended 
to end such barriers. Additionally, the National Organ Transplant Act mandates equitable 
organ allocation which cannot be evaluated and achieved without appropriate research 
on disparities in access to transplantation. This mandate would severely limit the ability 
to do any of this type of work in transplant and negatively impact patients nationwide.  

 
6) Grant procurement and reporting (§200.318, §200.322, §200.329). Increased 

documentation requirements for procurement of funding and monitoring of program 
performance. 

• Specific impact: Transplantation research is highly competitive and relies on scientific 
resources that may not be available domestically. Placing limitations on the origin of 
materials for biomedical research inherently limits the potential for discovery.  Prioritizing 
procurement of research materials based on administration political preferences instead 
of qualified expertise is nonsensical. Lastly, annual progress reports are already 
mandated for federally grant-funded research and aptly reviewed by domain experts. 
Adding additional review by political appointees is redundant and wastes time and 
resources for researchers and administration staff alike.  

 
7) Conference attendance, journal subscriptions and publication costs unallowable on 

federal grant funding (§200.432, §200.454, §200.461). Treating dissemination of 
knowledge as an ancillary expense, rather than a core purpose of federally funded research, 
penalizes open science. 

• Specific impact: Conference attendance, journal subscriptions, and publication costs 
(including page charges, open-access fees, and data-deposition costs) are integral 
components of advancing and completing NIH-funded transplant research. They create 
critical pathways to share valuable research findings with the scientific community and 
patients. Transplantation research is dynamic, and scientists must be allowed to use 
grant funds to attend research conferences that contribute to new scientific 
breakthroughs. Conference attendance also allows for valuable networking and 
knowledge sharing, and this scientific community engagement provides a major platform 
for advancement of the field. Subscriptions to journals enable researchers to stay up to 
date on key research developments. Unnecessary bureaucratic oversight will hamper 
scientific discussion and impede progress.   

 
Organ transplantation transforms lives. It allows patients with end-stage organ failure to return 
to work, care for their families, and live full, productive lives. Federal research investments have 
made transplantation one of medicine’s greatest success stories with the U.S. serving as a 
global leader in this field. The need for transplantation continues to grow in the U.S. due to 
increasing rates of diabetes, obesity, hypertension, and other chronic diseases. Ongoing federal 
support of organ transplantation research is critical to meet this demand and drive innovation 
and solutions for the future. The AST is concerned that the changes outlined in this proposed 



 

 
 

rule will yield several unintended consequences that will harm scientists, medical providers, and 
patients in need of transplant care. 
 
Sincerely,   
 

 
Nicole Turgeon, MD, FACS  
President, American Society of Transplantation  
 
 


