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July 1, 2026 

Controller John C. Pasquantino 
Office of Management and Budget 
Office of Federal Financial Management 
725 17th Street, NW 
Washington, DC 20503 

Submitted electronically 

Re:  OMB-2026-0034 - Regulation for Federal Financial Assistance 

Dear Controller Pasquantino: 

On behalf of the Academy of Physicians in Clinical Research (APCR), we 
would like to express concerns over the “Regulation for Federal Financial 
Assistance” proposed rule. We ask that you not finalize and instead 
withdraw the rule  If adopted, the proposed rule would enact policies that 
could significantly impact clinical researchers and their ability to conduct 
quality scientific research and discovery across the United States. It 
would ultimately cede our leadership in life sciences to ascending 
countries, like China, who are aggressively investing in R&D.  
 
APCR advances policies and practices that build a trustworthy, safe, 
reliable, innovative, and adaptive clinical research enterprise that 
accelerates drug and device development and improves health for all. 
APCR multiplies the collective experiences of physician clinical 
researchers working in diverse settings from private practice to 
biotechnology to industry to government, all with the goal of propelling 
innovation in the United States’ biomedical health sciences and improving 
health and health care. 
 

Section 200.202(e): Program planning and design: eligibility of 

entities for research and development awards 

As a clinical research organization that supports global biomedical 
research and multi-site clinical trial programs, we recognize the 
importance of safeguarding national security, protecting sensitive 
technologies, and ensuring appropriate oversight of international 
research relationships. Yet, we are concerned that the proposed 
restrictions may unintentionally impede legitimate international scientific 
collaboration that is essential to advancing medical innovation, 
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strengthening public health preparedness, and maintaining U.S. leadership in biomedical 
research. 
 
Modern clinical and translational research is inherently global in scope. International collaboration 
plays a critical role in areas such as infectious disease surveillance, genomics, rare disease 
research, oncology, vaccine development, epidemiology, and large-scale clinical trials that 
require geographically diverse patient populations and specialized scientific expertise. Many 
scientific questions—particularly those involving emerging pathogens, global disease burdens, 
environmental exposures, or population-scale datasets—cannot be effectively addressed within 
national borders alone. While the proposed rule appropriately acknowledges that exceptions may 
be warranted, the broad “domestic-first” framework and requirement for senior political approval 
of international research components could create substantial administrative barriers, delays, and 
uncertainty for federally funded projects that depend on established international partnerships. 
 
We are also concerned that the proposal may inadvertently reduce the competitiveness and 
influence of the U.S. research enterprise over time. The United States has historically led global 
scientific innovation in part because federal research programs have attracted the world’s leading 
scientific talent and fostered collaborative networks across institutions and countries. Policies that 
broadly discourage international engagement could isolate U.S. researchers, reduce access to 
valuable scientific data and expertise, and encourage international partners to pursue 
collaborations elsewhere. In clinical research settings, such restrictions may also limit the ability 
to conduct inclusive studies across diverse populations, potentially affecting the generalizability 
and public health relevance of research findings. 
 
Maintaining carefully structured international collaboration remains essential to accelerating 
biomedical discovery, responding to global health threats, and sustaining the United States’ 
position as the world leader in scientific innovation.  We respectfully encourage OMB to adopt a 
more targeted, risk-based approach that preserves appropriate national security protections while 
supporting legitimate international scientific collaboration.  
 

Section 200.205: “Gold Standard Science”  

APCR strongly supports efforts to strengthen scientific rigor, transparency, reproducibility, and 
accountability across the federal research enterprise. The United States has long maintained 
global leadership in scientific innovation because federal research funding decisions have 
historically been grounded in merit-based peer review, methodological quality, and scientific 
expertise. Agencies such as the National Institutes of Health have established internationally 
respected review frameworks that prioritize innovative science, technical feasibility, patient 
impact, and ethical research conduct. These systems have enabled transformative advances in 
medicine, biotechnology, and public health that benefit patients and communities nationwide. 
 
At the same time, the proposed rule’s repeated reliance on the undefined concept of “Gold 
Standard Science” raises significant concerns regarding implementation, consistency, and 
scientific independence. The absence of a clear definition, objective criteria, or standardized 
assessment framework creates substantial uncertainty for grant recipients, reviewers, and 
research institutions. In the context of multi-year clinical and translational research programs, 
undefined compliance expectations could introduce instability into funding decisions, disrupt 
ongoing studies, and complicate long-term investments in scientific infrastructure, workforce 
development, and patient recruitment.  
 



We respectfully encourage OMB to provide a precise, scientifically grounded definition of “Gold 
Standard Science,” including transparent criteria, standardized implementation guidance, and 
clearly articulated safeguards against subjective or inconsistent application across agencies. Any 
new evaluative framework should reinforce—not replace—the longstanding principles of 
independent peer review, scientific merit, methodological rigor, and evidence-based decision-
making that have historically defined the strength of the U.S. research ecosystem.  
 
Section 200.205: Federal Agency Review of Merit of Proposals 

As a clinical researchers that work for and partner with academic institutions, federal agencies, 
health systems, and industry sponsors to advance biomedical innovation, we strongly support 
federal oversight mechanisms that promote accountability, transparency, legal compliance, and 
responsible stewardship of taxpayer-funded research. At the same time, we are concerned that 
the proposed rule substantially alters the longstanding balance between scientific peer review 
and political oversight in ways that could undermine the integrity, predictability, and global 
competitiveness of the U.S. research enterprise. 
 
For decades, the federal grantmaking system has relied on rigorous peer review conducted by 
independent subject-matter experts to evaluate scientific merit, methodological rigor, feasibility, 
innovation, and potential public health impact. This framework has enabled the United States to 
maintain global leadership in biomedical discovery, clinical research, and technological 
advancement. While agency leadership has historically retained discretion in funding decisions, 
the proposed rule would significantly expand the authority of senior political appointees to review 
and potentially override scientific recommendations based on broadly defined policy 
considerations and evolving administrative priorities. By explicitly characterizing peer review as 
advisory and cautioning against deference to scientific review panels, the proposal risks 
diminishing the central role of scientific expertise in funding determinations. 
 
We are particularly concerned that the rule could introduce uncertainty and perceptions of political 
influence into a system that has historically depended on objectivity, scientific independence, and 
evidence-based evaluation. Multi-year clinical and translational research programs require stable 
funding environments, continuity of oversight, and confidence that awards will be evaluated 
according to transparent and scientifically grounded criteria. If funding decisions are increasingly 
tied to shifting political priorities rather than statutory mission, scientific need, or expert review, 
the result could be reduced institutional confidence, disruption of long-term research initiatives, 
and hesitancy among investigators to pursue scientifically important but potentially sensitive areas 
of inquiry. Such outcomes could ultimately slow innovation, weaken the biomedical workforce 
pipeline, and diminish public trust in federally supported research. 
 
We respectfully encourage OMB to preserve the foundational role of independent peer review as 
the primary mechanism for evaluating scientific merit and informing discretionary research 
awards. Maintaining a strong, impartial, and scientifically driven grantmaking framework is 
essential to sustaining research excellence, fostering innovation, and advancing public health 
outcomes for patients and communities across the United States. 
 

Section 200.300: Statutory and national policy requirements 

As drafted, the provision broadly restricts the use of federal funding in connection with DEI- or 

DEIA-related activities and places responsibility on awarding agencies and recipients to ensure 

compliance. APCR is concerned that this could significantly affect how federally funded 



institutions structure clinical trial recruitment and other programs intended to broaden participation 

and reduce barriers within research and healthcare environments. APCR supports policies that 

aim to increase participants from underrepresented groups, equitable allocation of resources to 

studies prioritizing diversity, transparent reporting of demographic data, and structural solutions to 

barriers such as socioeconomic, educational, and geographic inequities. By embracing diversity 

in clinical research, health disparities can be reduced, public trust can be strengthened, and 

medical advances can equitably benefit all communities.  We respectfully urge OMB to recognize 

the value of diversity within clinical trial programs that are awarded federal funding. 

Section 200.340 and 200.341: Termination and suspension 

APCR recognizes that federal agencies must retain the ability to address situations involving 
noncompliance, fraud, misuse of funds, or material failure to meet award obligations. At the same 
time, we are concerned that the proposed expansion of discretionary suspension and termination 
authority could introduce substantial uncertainty into the federal research ecosystem and 
undermine the long-term stability required for high-impact scientific research. 
 
Biomedical and clinical research programs are fundamentally long-term endeavors that depend 
on continuity of funding, stable infrastructure, and sustained collaboration among investigators, 
institutions, study participants, and federal sponsors. Research awards frequently support multi-
year clinical trials, longitudinal data collection, specialized laboratory capabilities, workforce 
training, patient recruitment, and regulatory compliance systems that cannot be paused or 
terminated without significant scientific, operational, and financial consequences.  
 
Allowing grants to be suspended or terminated based on evolving agency priorities or broadly 
defined “national interest” determinations—without evidence of noncompliance, misconduct, or 
performance deficiencies—creates significant uncertainty within the federal research ecosystem 
and may discourage institutions from pursuing ambitious, innovative, or high-risk research 
initiatives. Expanded discretionary termination authority, coupled with minimal explanatory 
requirements, risks undermining confidence in the predictability, objectivity, and scientific integrity 
of the federal grantmaking process by creating perceptions that funding decisions may be 
influenced by shifting political or ideological priorities rather than scientific merit and programmatic 
performance. In clinical research settings, such instability could disrupt ongoing studies, affect 
participant retention and continuity of care, compromise data integrity, and ultimately weaken the 
United States’ global leadership in biomedical innovation. We respectfully encourage OMB to 
clarify and narrow the circumstances under which discretionary suspensions or terminations may 
occur, particularly for research awards involving multi-year scientific or clinical activities. 
 

Section 200.432: Conferences; Section 200.454: Memberships, subscriptions, and 

professional activity costs; Section 200.461: Publication and printing costs 

APCR is concerned that the proposed restrictions on conference participation, scientific 
publishing, professional society engagement, and access to scientific literature may 
unintentionally undermine the collaborative infrastructure that enables high-quality research, 
scientific rigor, and rapid translation of discoveries into improved public health outcomes. We are 
also concerned that the revisions in this Section are inconsistent with the freedom of speech 

guaranteed by the First Amendment to the Constitution of the United States. 
 



Scientific conferences, peer-reviewed publications, and professional research networks are not 
ancillary activities separate from the research process.  They are foundational mechanisms 
through which scientific findings are evaluated, validated, disseminated, and translated into 
practice. Conferences provide essential forums for presenting preliminary data, receiving expert 
critique, establishing collaborations, identifying emerging safety concerns, and accelerating 
innovation across institutions and disciplines. Requiring advance agency approval for every 
conference activity and embedding attendance decisions into award terms may create substantial 
administrative burdens that limit scientific developments and opportunities for collaboration. 
 
We are similarly concerned that categorically restricting publication costs and journal access may 
conflict with longstanding federal goals related to transparency, reproducibility, and public 
dissemination of federally funded research. Peer-reviewed publication serves as the principal 
mechanism through which scientific findings are validated, scrutinized, archived, and made 
accessible to the broader scientific and medical community. Open access publication models 
have become an increasingly important component of ensuring equitable public access to 
federally funded research, consistent with recent federal open science and data-sharing 
initiatives. Restricting the use of grant funds for publication expenses may disproportionately 
affect nonprofit scientific societies, smaller institutions, and early-career investigators while 
creating barriers to timely dissemination of federally supported discoveries. Likewise, limiting 
access to scientific journals and technical literature may impair investigators’ ability to remain 
current with rapidly evolving scientific evidence and best practices. 
 
Maintaining robust mechanisms for scientific exchange and dissemination remains essential to 
advancing innovation, supporting rigorous peer review, fostering interdisciplinary collaboration, 
and ensuring that federally funded research continues to generate meaningful benefits for 
patients, healthcare systems, and the broader public.  We respectfully encourage OMB to 
preserve the longstanding recognition that scientific communication, publication, professional 
engagement, and conference participation are integral components of the research enterprise 
and directly support the public value of federally funded science. 
 

Section 200.450: New “Issue Advocacy” Prohibition 

APCR is concerned that the breadth and ambiguity of restrictions in Section 200.450 could 
unintentionally discourage researchers and institutions from communicating scientifically 
grounded findings on topics that may intersect with ongoing public policy discussions. In many 
areas of biomedical and public health research—including infectious disease, environmental 
health, health disparities, mental health, and healthcare delivery—scientific findings frequently 
inform policy considerations and public understanding. Researchers must be able to responsibly 
communicate evidence-based conclusions, particularly when findings have implications for 
patient outcomes, public safety, or healthcare systems.  
 
Without clearer definitions and safeguards, the proposed language could create uncertainty 
regarding what constitutes prohibited communication, potentially leading institutions and 
investigators to limit scientific outcomes out of concern that routine dissemination or public 
engagement activities could be interpreted as advocacy. We respectfully encourage OMB to 
clarify that the provision is not intended to restrict the objective communication of peer-reviewed 
scientific findings, evidence-based public health information, or scholarly engagement related to 
federally supported research. We are also concerned that the rules in this Section are inconsistent 
with the freedom of speech as protected by the First Amendment of the Constitution of the United 
States. 



 

***** 

In closing, we respectfully urge OMB to preserve the longstanding principles that have made the 

United States the global leader in scientific and biomedical innovation. Federal research funding 

systems function most effectively when scientific merit, methodological rigor, and public health 

impact remain the primary drivers of funding determinations. Policies that introduce uncertainty, 

politicize research oversight, or diminish the role of subject-matter expertise risk weakening the 

nation’s research infrastructure, slowing innovation, and undermining public trust in federally 

supported science.  

For these reasons, we ask that OMB not finalize and instead withdraw the proposed rule.  

We thank you for your attention to these concerns and encourage you to contact APCR 

(info@apcrnet.org) with any additional questions you may have. 

 

Sincerely, 

 

Monish Sheth, MD, SFHM, FAPCR 

APCR President 2025-2026 

 

Raj Shah, MD, FAPCR 

APCR President 2024-2025 
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