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FDA Amendments Act of 2007

▸ Requires public reporting of certain clinical trial results
▸ Goals: ensure patient/physician access to information, 

prevent scientific fraud, avoid duplication of efforts
▸ FDA Commissioner Califf: “If you do an experiment on a 

person and get consent, you really have the obligation to 
make the results known. This is fundamentally an ethical 
issue.”
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2019 Transparency Report

Key findings:
▸ 27 of the 40 top research universities were 

in violation of reporting requirements under 
FDAAA.

▸ 140 clinical trials from the cohort studied 
had results missing from ClinicalTrials.Gov.
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Impact of 2019 Transparency Report
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Soon after publication, 
Columbia University 
and Northwestern 
University improved 
compliance from rates 
of 16.7% and 30% 
respectively to 100%.



2021 Transparency Report
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Within the cohort UAEM focused on:



Scope of the problem
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Total trials: 14,686
Results overdue: 3,549
Results reported late: 4,365
Percentage not in compliance: 60.5% (DeVito and Goldacre 2021)



Focus on FDA/NIH Enforcement & FOIA
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April 2022 Letter to FDA Commissioner

“The FDA should… 
establish an actionable 
prioritization framework 
for enforcement of 
FDAAA, and 
demonstrate an intent 
to begin more rigorous 
enforcement.”
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January 2023 E&C Committee Letter

9



Questions include…

1. How many Pre-Notices and Notices of Noncompliance has FDA sent?
2. For NIH-funded trials, what compliance and enforcement actions has NIH 

taken? 
3. How does FDA most commonly assess compliance?
4. Please explain how FDA’s compliance and enforcement actions to date 

have aligned with prioritization [based on product risk, public health need, 
compliance history, and whether there are additional violations of clinical 
investigation requirements, as listed in the 2020 guidance]. 

5. Has FDA approved or cleared premarket submissions that do not include 
the certification of ClinicalTrials.gov compliance required by section 
402(j)(5)(B) of the Public Health Service Act? If so, what is the basis for 
taking such action? 10



Pediatric Trials Report & FDA Response

FDA: “The agency’s goal is to achieve voluntary compliance… provide the opportunity 
for responsible parties to take voluntary corrective actions before the agency proceeds 
with a civil or criminal enforcement action… We will continue to monitor compliance 
with the ClinicalTrials.gov requirements and will take appropriate action as warranted.”
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Next Steps: Petition & Letters of Support

▸ Petition filing date: February 27th
▸ The petition calls for:

▹ More enforcement
▹ Prioritization framework (emphasis on trials of 

public interest)
▹ Publicizing of preliminary notices

12


