
 
 

August 13, 2026 

The Honorable Ron Wyden 

Ranking Member 

Committee on Finance 

United States Senate 

219 Dirksen Senate Office Building 

Washington, DC 20510 

Re: Response to Request for Information: Commonsense Policy Options to Lower Drug Prices 

for Patients 

Dear Ranking Member Wyden and Senate Finance Committee Minority Staff: 

Friends of Cancer Research (Friends) appreciates the opportunity to provide feedback on the Request 
for Information (RFI), “Commonsense Policy Options to Lower Drug Prices for Patients.”  

Policies to lower drug prices should be paired with targeted investments to preserve and strengthen 
patient benefit from meaningful biomedical innovation. U.S. global leadership in biopharmaceutical 
development depends not only on basic research, but also on whether promising discoveries can 
move efficiently through translational development, manufacturing readiness, clinical testing, 
evidence generation, and regulatory review. This is especially important for oncology, rare diseases, 
and advanced modalities such as cell and gene therapies and individualized therapies, where 
development may be slowed by scientific, operational, manufacturing, or commercial uncertainty. 
Recent oncology approval trends suggest the U.S. Food and Drug Administration (FDA) maintains 
important strengths, including faster review times and leadership in global first-in-class approvals, but 
increasing global competition underscores that U.S. leadership cannot be taken for granted.1 

Friends encourages the Committee to consider policies that preserve FDA’s rigorous standards while 
reducing avoidable barriers to U.S.-based development. Our recommendations focus on Section III of 
the RFI and highlight opportunities to use federal investments and policy incentives to strengthen 
infrastructure across the drug development pathway, including trial readiness, evidence generation 
development-stage manufacturing, and translational support.  

1. Strengthen domestic clinical trial infrastructure and reduce startup inefficiencies 

Clinical trial efficiency is central to patient access, affordability, and U.S. competitiveness. Avoidable 
delays in trial startup can increase development costs and delay patient access to promising 
therapies, and these challenges are particularly important as oncology development becomes 
increasingly global.  

 
1 Grace Collins, Divita Pandita, Hillary Andrews, Bernat Navarro-Serer, Elena Levi-D’Ancona, Jeff Allen, Mark 
Stewart, A cross-national review of novel oncology approvals in the United States and China (2020-2025), 
Health Affairs Scholar, Volume 4, Issue 7, July 2026. https://doi.org/10.1093/haschl/qxag183 
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Trial startup timelines suggest that the U.S. faces avoidable operational barriers. Across industry-
sponsored pivotal oncology trials conducted from 2020 to 2025, U.S. trials required a median of 309 
days to activate 75% of planned sites, compared with 34 to 126 days across other regions.2 Nearly 60% 
of surveyed U.S. cancer centers activated National Cancer Institute (NCI)-supported network studies 
within 90 days, but only 9% did so for industry-sponsored studies.3 Prolonged budget negotiations, 
redundant and sequential local review processes, and site resource limitations are consistently 
identified as primary bottlenecks, and each may be particularly consequential for industry-sponsored 
studies. The difference may partly reflect that NCI network trials arrive with standardized protocols, 
central Institutional Review Board (IRB) review, and pre-negotiated contract and budget terms, 
whereas similar elements in industry-sponsored trials are typically negotiated site-by-site. Because 
cooperative group trials make up a substantial share of trials at cancer centers, federally supported 
networks have broad reach across many of the same institutions that conduct industry-sponsored 
studies. 

The Committee should consider how federal research investments, including National Institutes of 
Health (NIH)- and NCI-supported infrastructure, could serve as a proving ground for operational 
models that could then be adapted to industry-sponsored trials conducted at the same institutions. 
Building on existing single IRB and centralized review models, Congress could support pilots or 
infrastructure expectations that test: 

• shared trial startup infrastructure and pre-established IRB reliance agreements; 

• common contracting approaches and standardized budget assumptions;  

• trial-readiness standards for participating sites; and 

• standardized reporting of startup timelines and operational bottlenecks. 

The goal would not be to impose a single operational model across all trials, but to develop practical 
tools that reduce duplicative startup processes wherever they occur. The Accelerated Clinical Trial 
Agreement, developed by academic institutions with National Center for Advancing Translation 
Sciences (NCATS) support and industry input, was designed to streamline contract negotiations and 
has been reported to shorten negotiation timelines. However, adoption remains optional and uneven, 
illustrating that federal funding mechanisms could help facilitate routine use of existing tools.4  

An additional area for consideration is greater standardization of Medicare coverage analysis, which 
often precedes budget development and can contribute to site-by-site startup delays. Because 
coverage analysis determines which trial-related items and services may be billed to Medicare or other 
payers, institutions often approach this process cautiously to mitigate compliance and billing risk. 
Centralized or model coverage analyses for common protocol elements, clearer Centers for Medicare 
& Medicaid Services (CMS) guidance on qualifying clinical trials and routine costs, or other tools to 

 
2 Friends of Cancer Research White Paper: https://friendsofcancerresearch.org/blog/data-driven-insights-fast-
to-start-slow-to-scale-u-s-oncology-trial-start-up-in-a-global-context/ 
3 Kasner M, Fritsche AH, Leong MC, et al. North American Cancer Center Clinical Research Capacity and 
Benchmarking in the Postpandemic Era. JCO Oncol Pract. 2024;20(12):1612-1619. doi:10.1200/OP.24.00164 
4 Lawrence CE, Bruce VNM, Salberg LD, Edwards T, Morales C, Palm M, Bernard GR. Quantitative assessment 
of the impact of standard agreement templates on multisite clinical trial start up time. J Clin Transl Sci. 2023 
Sep 6;7(1):e204. doi: 10.1017/cts.2023.622. PMID: 37830004; PMCID: PMC10565190. 
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support consistent interpretation of Medicare clinical trial coverage policy could reduce duplicative 
site-level review and benefit both industry-sponsored and federally supported studies. 

Policies to strengthen domestic trial infrastructure should also avoid rigid U.S. enrollment or data 
collection requirements. FDA should retain flexibility to determine when foreign clinical data are 
adequate to support U.S. regulatory decision-making, particularly in rare cancers, pediatric 
populations, and other settings where global recruitment is necessary.  

2. Strengthen evidence-generation infrastructure so trials can support regulatory decision-
making 

Trial infrastructure is most valuable when the evidence it produces is reliable, interpretable, and fit for 
decision-making. Academic-led studies and clinical trial networks are an important part of the 
oncology research ecosystem and can help address questions related to postmarketing 
commitments, alternative dosing, rare cancers, underrepresented patient populations, and novel 
combinations. Many of these studies are already supported through the federal research 
infrastructure, but their data cannot always readily be used to support labeling or approval because 
collection practices may not align with regulatory data standards, registrational intent may be 
identified late, or early FDA engagement may be limited.5 The resulting delays between study readout 
and regulatory submission can, in some cases, exceed twelve months. Because these studies are 
already funded and conducted, closing that gap is largely a matter of infrastructure and planning rather 
than new research investment. 

Congress could close this gap by supporting: 

• sustained funding for data standards capability within NCI networks and cancer centers, 
including the personnel and systems needed to produce regulatory-compliant datasets, which 
can be difficult for many academic groups to absorb within existing budgets; 

• a defined "regulatory track" for federally supported studies identified as having potential 
registrational intent, triggering earlier FDA engagement, aligned data collection and monitoring 
expectations, and planning for data transfer and submission; and 

• incentives for sustained, long-term partnerships between industry sponsors and academic 
networks, rather than study-by-study arrangements that rebuild the same capability each time. 

In addition, efforts to strengthen clinical trial infrastructure should be paired with support for the 
biomarkers, endpoints, clinical outcome assessments, and other drug development tools needed to 
ensure that evidence generated through new trial models is interpretable for regulatory decision-
making.6 Congress could consider how federal investments in evidence infrastructure, including at 
NIH, NCI, CMS, or FDA, could help advance fit-for-purpose development tools. 

3. Support high-risk, high-need early clinical development in the United States 

 
5 Friends of Cancer Research White Paper: https://friendsofcancerresearch.org/wp-
content/uploads/Maximizing_Data_for_Regulatory_Decision-Making.pdf 
6 Friends of Cancer Research White Paper: https://friendsofcancerresearch.org/wp-
content/uploads/Modernizing-the-FDA-Biomarker-Qualification-Program-Strengthening-Regulatory-Clarity-
and-Broadening-Biomarker-Use-in-Drug-Development-White-Paper.pdf 
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Efforts to modernize early-phase development should not focus only on lower-risk Phase I studies. 
Some of the greatest unmet needs and competitiveness pressures exist in high-risk, high-need first-
in-human studies, including oncology, cell and gene therapies, and other advanced modalities, where 
development may be slowed by uncertainty around Chemistry, Manufacturing, and Controls (CMC) 
readiness, early dose selection, safety monitoring, site capabilities, endpoint selection, regulatory 
expectations, and the feasibility of generating evidence in small or heterogeneous patient populations. 

Congress should consider policies that support clearer and more predictable pathways for this stage 
of development, including: 

• targeted guidance, pilot programs, or early engagement mechanisms focused on high-risk, 
high-need first-in-human studies for advanced modalities; 

• federal investment in experienced academic or specialty centers with established capabilities 
in advanced therapy manufacturing, delivery, safety monitoring, and adverse event mitigation; 
and 

• site pre-certification or accreditation models that reduce the need to repeatedly re-establish 
institutional capabilities on a product-by-product basis, designed to preserve FDA oversight 
and patient protections while improving predictability and efficiency for early-stage studies. 

The Committee could also examine whether existing incentives, such as the credit for qualified clinical 
testing expenses for certain rare disease drugs, adequately support early-phase development, 
including advanced modalities where trials may enroll few patients but involve higher per-patient 
costs, specialized site capabilities, and substantial CMC requirements. 

4. Recognize development-stage manufacturing and CMC readiness as part of 
biopharmaceutical competitiveness 

Manufacturing and CMC readiness are central to biopharmaceutical competitiveness, particularly for 
biologics, cell and gene therapies, antibody-drug conjugates, and other complex modalities. However, 
biopharmaceutical manufacturing differs from other strategic sectors because it is often product-
specific, scientifically variable, and inseparable from clinical development and regulatory evidence 
generation. Manufacturing capacity alone is not sufficient if a product cannot be consistently 
characterized, released, delivered, and evaluated in clinical studies. 

For advanced therapies, product characterization, release specifications, manufacturing consistency, 
comparability after process changes, and scalability can determine whether trials can start, whether 
sites can participate, and whether evidence generated early in development remains interpretable 
later. This is especially consequential for small or early-stage companies, academic institutions, and 
nonprofit developers that may have promising science but lack the resources to address 
manufacturing and regulatory readiness before clinical proof-of-concept. 

Congress should ensure that any biopharmaceutical competitiveness or manufacturing incentives 
support development-stage manufacturing and CMC readiness, not only commercial-scale capacity. 
Areas for consideration include: 



• shared or regional Good Manufacturing Practice (GMP) capacity and development-stage CMC 
support accessible to academic, nonprofit, and small-company sponsors, which could 
address barriers that individual developers may not be able to solve on their own; 

• technical assistance, public-private partnerships, and support for comparability frameworks; 
and 

• ensuring that if provisions modeled on the CHIPS and Science Act or the Inflation Reduction 
Act are adapted for biopharmaceuticals, eligibility extends to development-stage 
manufacturing and CMC readiness rather than commercial-scale facilities alone. 

5. Support therapeutic accelerators and nontraditional sponsors bridging the “valley of death” 

The RFI appropriately highlights the “valley of death” between basic research and successful clinical 
trials. This challenge may be particularly acute for therapies developed by academic institutions, 
nonprofits, or other nontraditional sponsors, especially where the target population is small, the 
commercial path is uncertain, or manufacturing and regulatory requirements are resource intensive. 
Therapeutic accelerators, public-private partnerships, and targeted federal investments may be one 
way to support promising therapies in these settings, including rare cancers, ultra-rare diseases, and 
pediatric populations. To be most useful, such models should: 

• explicitly include academic institutions, nonprofits, and other nontraditional sponsors, not 
only small companies; 

• support more than early discovery, helping developers address CMC readiness, trial design, 
data collection, regulatory engagement, and evidence-generation planning; and 

• tie support to readiness milestones that matter for regulatory success, including product 
characterization, manufacturing consistency, dose selection, and endpoint feasibility. 

In select cases, Congress could also explore whether structured funding or cost-recovery 
mechanisms may be appropriate to sustain continued development of investigational therapies with 
compelling promise but limited commercial viability.7 Such approaches would need to be carefully 
scoped, preserve regulatory standards, and remain distinct from coverage and reimbursement 
pathways for approved products. 

Conclusion 

A U.S. biopharmaceutical competitiveness agenda should support the full innovation pathway from 
discovery to patient access. Federal investments must help reduce avoidable development friction, 
strengthen domestic clinical trial infrastructure, support high-risk and high-need development, and 
address development-stage manufacturing and CMC bottlenecks. They should also support 
translation of promising science by academic, nonprofit, and other nontraditional sponsors, and 
ensure that evidence generated through trials is fit for regulatory decision-making, all while preserving 
FDA's rigorous standards. 

 
7 Stewart MD, Cabanski CR, Allen JD, Connolly JE, Beneski BM, Dropulić B, et al. Enabling access to genetically 
modified cell therapies through flexible approaches to manufacturing and cost recovery. Journal for 
ImmunoTherapy of Cancer. 2025;13:e013518. https://doi.org/10.1136/jitc-2025-013518 
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These steps would help ensure that the U.S. remains a preferred location to initiate first-in-human, 
first-in-class, and globally significant clinical development, and that investments in biomedical 
innovation translate into meaningful treatments for patients. 

Friends appreciates the Committee’s consideration of these recommendations and welcomes the 
opportunity to serve as a resource as the Committee continues to evaluate policies to strengthen U.S. 
biomedical innovation and improve patient access to meaningful new therapies. 

On behalf of Friends, 

 

Bernat Navarro-Serer, PhD 

Senior Science Policy Analyst 

Friends of Cancer Research 


