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Fundamental changes are needed to the West’'s drug development and human
subject research regime. Since 1950, the number of new drugs approved per billion
U.S. dollars spent on R&D has halved every ~9 years (“Eroom’s Law”). From the
1980s to the 1990s, clinical trial costs grew 5x faster than pre-clinical costs. In
1998, those trials constituted 28% of drug development costs; by 2008 their share
had risen to 54%.

1Day Sooner and the Foundation for American Innovation, in collaboration with

Renaissance Philanthropy and the Institute for Progress, seek to build a movement

to generate cheap, abundant health evidence and bring about change to the
clinical trial ecosystem. This gathering comes at a pivotal moment. PDUFA VIl
reauthorization in 2027 faces a chaotic landscape, with critics across the political
spectrum questioning fundamental assumptions about drug development funding
and regulation. While there are promising efforts to introduce clinical trial reform

bills, the legislative process requires strong ideas, careful socialization with
decision-makers, and a committed coalition. This symposium is the centerpiece of
our effort to ensure that every policy priority is well-researched and understood
before embarking on a legislative push in the coming months.

We will explore policy proposals across several critical domains:

Phase | Pathways: Adapting Australia‘s Clinical Trial
Notification scheme to enable “clinic-in-the-loop” development (3)
® FDA Transparency: Leveraging Al to publish Complete
Response Letters and Common Technical Documents (4)
IRB Reform: Common Rule changes to improve predictability
and reduce burden on investigators (5)
Federal Datasets: Expanding access to Centers for Medicare & Medicaid
Services (CMS), Department of Veterans Affairs (VA), Tricare, and other
federal health data for research (6)
Innovative Trial Design: Facilitating platform trials, adaptive
designs, and decentralized trials (7)
Safe Harbors: Establishing clear regulatory pathways that
reduce uncertainty for sponsors and investigators (8)

Hosting an event like this is an exercise in both ambition and humility. Clinical trial
reform is delicate, consequential, and technically challenging. By bringing leading
thinkers on these subjects together in one room, we aim to transform tentative
proposals into legislation worthy of the challenges ahead.

We look forward very much to our conversations.

Josh Morrison, Zach Graves,
President of 1Day Sooner CEO, Foundation for American Innovation


https://drive.google.com/file/d/1ts88c-AlBtQKi0pwtQftm9KQLRTaQuQ0/view?usp=sharing
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https://keionline.org/sites/default/files/PhRMA_Profile_2010_FINAL.pdf
https://www.1daysooner.org/
https://www.thefai.org/
https://www.renaissancephilanthropy.org/
https://ifp.org/
https://www.fda.gov/industry/prescription-drug-user-fee-amendments/pdufa-viii-fiscal-years-2028-2032
https://www.fda.gov/industry/prescription-drug-user-fee-amendments/pdufa-viii-fiscal-years-2028-2032
https://auchincloss.house.gov/media/press-releases/legislative-discussion-draft-of-next-generation-us-clinical-development-to-accelerate-cures
https://auchincloss.house.gov/media/press-releases/legislative-discussion-draft-of-next-generation-us-clinical-development-to-accelerate-cures

Phasel 3

® Background: The earliest stage of clinical drug development in the U.S. is slow
and expensive. Before a new drug can be tested in humans, sponsors must
prepare large regulatory submissions and undergo layers of review, including
by the Food and Drug Administration (FDA) and Institutional Review Boards
(IRBs). Australia provides a compelling alternative regulatory model. For more
than three decades, it has operated a notification-based pathway under which
many early-stage clinical trials may proceed once approved by a qualified
ethics committee, without the need for prior authorization by a federal entity.

© Reform Opportunity: In the United States, a sponsor must submit an
Investigational New Drug (IND) application to the FDA before starting a clinical
trial. This is a detailed submission covering preclinical data, manufacturing,
and the proposed study. The FDA then has 30 days to review it. If the agency
does not issue a clinical hold, the trial can proceed. A study protocol must then
also be submitted for review and approval by an IRB. In Australia, on the other
hand, under the Clinical Trial Notification (CTN) framework, a trial is reviewed
and approved by a Human Research Ethics Committee (HREC). Once approved,
a notification is sent to the Therapeutic Goods Administration (TGA) and the
trial can begin.

© Recommendations:

1. The FDA should explore pilot pathways that allow sponsors to initiate Phase
I trials through a streamlined notification process rather than a full IND
submission. Trials could begin immediately upon notification unless FDA
places the study on hold.

2. The FDA could codify exceptions from commercial-scale current good
manufacturing practice (cGMP) standards for early-stage investigational
drugs, authorizing the establishment of alternative manufacturing and
quality control standards appropriate for Phase I clinical investigations.

Suggested Readings:
® Australia‘s Clinical Trial Notification (CTN) Scheme:
Therapeutic Goods Administration Overview



https://www.tga.gov.au/products/unapproved-therapeutic-goods/access-pathways/clinical-trials/how-we-regulate-australian-clinical-trials-use-unapproved-therapeutic-goods

FDA Transparency

® Background: Regulatory decisions made by the FDA have historically been

described as “opaque”, cultivating attitudes of overcompliance and aversion
from innovation in the research ecosystem. However, the FDA possesses
vast archives of data that document past regulatory decisions and reasoning.
Release and harvesting of the information in these articles could bolster
public trust and regulatory certainty, but adequate measures would need

to simultaneously satisfy privacy and confidentiality concerns to protect
innovation incentives.

Reform Opportunity: In 2025, the FDA embraced the public release of
Complete Response Letters (CRLs) in real-time. Moving forward, the use of an
Al tool could automate the redaction process to advance the release of these
CRLs and other material as a routine FDA practice. Well-developed redaction
tools could also allow for the efficient and safe release of longer CRLs and other
useful documents, such as Common Technical Documents (CTDs).

©® Recommendations:

1.

The FDA could explore the development of an Al tool to automate the
redaction of CRLs, with human involvement in the workflow as a safeguard
measure.

. The FDA could develop a tool to search through, aggregate, and analyze its

regulatory policies and precedents, and pilot the use of such a tool in its
reviews and guidance to industry.

Congress should revisit the standards under which information is deemed
commercial confidential to assure that FDA can publish its regulatory
reasoning.

. With Congressional authorization, FDA should start to publish CTDs for

applications that are no longer actively maintained by their sponsors.

Suggested Readings:

1DaySooner: Implementing Al-Assisted Transparency Initiatives at the FDA



https://www.fda.gov/news-events/press-announcements/fda-embraces-radical-transparency-publishing-complete-response-letters
https://www.1daysooner.org/wp-content/uploads/2026/02/Implementing-AI-Assisted-Transparency-Initiatives-at-the-FDA.pdf

Background: Most clinical research in the US requires the approval of
Institutional Review Boards (IRBs). In ensuring the ethical rigor of trials,
IRBs have long been criticized for inconsistency, opaqueness, and infliction

of undue burden on investigators. Layers of unnecessary bureaucracy and
regulatory opacity add years and cost to the development process, often
without empirical evidence that additional layers of IRB requirements protect

the rights and welfare of research participants.

Reform Opportunity: The United States Department of Health and Human
Services (HHS) and FDA prescribe IRB review criteria and operations through
regulatory language (the “Common Rule” (45 CFR 46) and 21 CFR Part 56,
respectively). Modifying these regulations could be a route for IRB reform, yet
past attempts were widely critiqued as inadequate and took nearly a decade.

Through an effectively steered rulemaking process, modified language could
establish standards and liberties for less burdensome IRBs.

Recommendations:
1. Require publicly accountable recordkeeping to increase IRB promptness and
consistency.
2. Revise the Common Rule to clarify that concerns over “undue influence” alone
do not justify limits on participant compensation.

3. Develop and provide access to Al-assisted support tools to automate tedious
steps of the application process and automate certain IRB determinations.

4. Guarantee the right of federally funded investigators to easily work with
independent IRBs, which are more likely to be faster and uniquely specialized
than in-house IRBs.

Suggested Readings:
IFP: “Protect Human Subjects, Not Bureaucracy”

Persuasion: “Medical Research is Hopelessly Caught in Red Tape”



https://pubmed.ncbi.nlm.nih.gov/22188349/
https://www.persuasion.community/p/medical-research-is-hopelessly-caught
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/finalized-revisions-common-rule/index.html
https://www.tandfonline.com/doi/pdf/10.1080/15265161.2025.2506328
https://ifp.org/protect-human-subjects-not-bureaucracy/
https://www.persuasion.community/p/medical-research-is-hopelessly-caught

Background: The federal government has access to a tremendous amount

of data from routine healthcare interactions of American citizens. These
diagnoses, prescriptions, and electronic health records are stored across
different datasets belonging to separate agencies. Each of these agencies
prescribe different access policies and often use different data formats and
standards, complicating access by external researchers. As a result, U.S. data
utilization critically lags behind other nations despite the massive potential
for intelligence generation.

Reform Opportunity: Health data the federal government generates, collects,
and has access to offers enormous potential to be used for clinical research.

It can also support post-approval safety and effectiveness monitoring and
evaluations by the FDA. Large language models and Al offer new opportunities
to leverage these datasets for purposes such as biomedical surveillance,
computable phenotyping, and chart review. Existing federal projects that
make similar use of this data include the National Institutes of Health‘s (NIH’s)
N3C and LINKAGE, and the FDA’s Sentinel Initiative (which analyzes the safety
of approved drugs and medical products in the real world). These projects
demonstrate the potential of harnessing federal datasets (including data
generated from federally supported research) and prove the real-world impact
of such efforts.

Recommendations:
1. Develop avenues for leveraging Real-World Data (RWD) and Real-World

Evidence (RWE) to support post-marketing requirements.

2. Develop a single cross-agency access, linkage, and sharing policy for health
data and supplement systems like Sentinel with claims and Electronic
Health Records (EHRs) maintained by the Department of War (DoW) and the
Department of Veterans Affairs (VA).

3. Explore reforms and new models for federal health data sharing and access to
support the use of large-language models in research.

Suggested Readings:
Enhancing Postmarketing Surveillance of Medical Products
With Large Language Models



https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
https://www.fda.gov/science-research/science-and-research-special-topics/real-world-evidence
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2822418
https://jamanetwork.com/journals/jamanetworkopen/fullarticle/2822418

Background: Decentralized clinical trials allow trial activities to be
conducted at non-traditional sites; platform trials allow multiple therapeutic
interventions to be evaluated within a single trial structure. These innovative
designs have shown compelling evidence for making trials more time and
cost effective, as well as increasing patient enrollment and retention.

The early 2020s saw increased platform and decentralized trial use, but
continued adoption has been limited.

Reform Opportunity: The FDA has issued guidance over recent years to
encourage decentralized and platform trial use. However, sponsors still cite

regulatory uncertainty as a key barrier. Both sets of guidance provided limited
operational detail, leaving developers without the confidence and clarity to be
first movers. As published guidance indicates an openness from the FDA to
invest in increasing adoption for platform and decentralized trials, targeted
regulatory and policy efforts from the FDA could drive developer adoption.

Recommendations:

1. Create a standardized “Platform IND” framework and guidance to provide
clear regulatory mechanics for multi-sponsor participation and an expedited
review pathway for protocols that meet pre-defined quality criteria.

2. Establish a program by which FDA would officially “recognize” operational
approaches to decentralized trials that are compliant with Good Clinical
Practice (GCP). Define clear acceptance standards for delegation of
investigator responsibilities, eConsent, telehealth visits, remote monitoring,
local labs, home nursing, and data integrity controls.

Suggested Readings:
Exemplary platform trials: RECOVERY (2020), HEALEY ALS (2026)
Exemplary decentralized trial: ACTIV-6 (2024)
ASCO research statement: Improving Access to Patient-Focused, Decentralized

Clinical Trials Requires Streamlined Regulatory Requirements



https://www.fda.gov/regulatory-information/search-fda-guidance-documents/conducting-clinical-trials-decentralized-elements
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/master-protocols-drug-and-biological-product-development
https://www.nejm.org/doi/full/10.1056/NEJMe2025674
https://www.massgeneral.org/neurology/als/research/platform-trial
https://clinicaltrials.gov/study/NCT04885530
https://ascopubs.org/doi/10.1200/JCO.24.00961
https://ascopubs.org/doi/10.1200/JCO.24.00961

FDA Safe Harbors for Streamlined/ 8
Innovative Trial Operations

® Background: Clinical trials are governed by global Good Clinical Practice
requirements that are broad and flexible but also create uncertainty over
what FDA reviewers and inspectors will accept. Sponsors often respond to
uncertainty by over-complying: adding extra monitoring, documentation,
audits, and procedures that increase cost without clearly improving
participant protection or data reliability.

© Reform Opportunity: FDA could establish a program to recognize specific,
streamlined trial practices as acceptable ways to meet GCP expectations.
These “recognized trial practices” would function like regulatory safe harbors:
if sponsors follow the practice in the right context and can show they did so,
FDA would presume the approach is compliant and that the resulting data or
records are reliable for review.

© Recommendations:

1. Create an FDA Trial Practice Recognition Program to identify clear, verifiable
approaches to complying with GCP in common trial operations.

2. Giverecognized practices meaningful regulatory effect by allowing sponsors
to rely on them as presumptively acceptable to FDA reviewers and inspectors.

3. Start with high-burden operational areas such as risk-based monitoring,
decentralized trial activities, Form 1572 implementation, and trial
documentation.

Suggested Readings:
® How to Scale Clinical Trial Innovation



https://learninghealthadam.substack.com/p/2a4d9157-c352-4511-bb6b-f79a8cca270b

