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Knowledge Check 

What is a potential legal consequence of noncompliance with 
ClinicalTrials.gov requirements? 

A. Civil or judicial actions (e.g., Notice of Noncompliance Letter 
from FDA) 

B. Civil money penalties 
C. Grant funding actions 
D. All of the above

www.fda.gov
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Knowledge Check 

What is a potential legal consequence of noncompliance with 
ClinicalTrials.gov requirements?

A. Civil or judicial actions (e.g., Notice of Noncompliance Letter 
from FDA)

B. Civil money penalties
C. Grant funding actions (i.e., restricting or withdrawing funds)
D. All of the above

www.fda.gov
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Responsibilities for ClinicalTrials.gov 

• FDA:  Compliance and enforcement 
– Informed consent statement regarding ClinicalTrials.gov [21 CFR 

50.25(c)] 
– Certification of Compliance (Form FDA 3674) 
– Clinical trial registration and results information submission 

requirements [42 CFR Part 11]

www.fda.gov
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FDA’s Compliance & Enforcement Activities 

• Compliance activities related to ClinicalTrials.gov are 
incorporated into FDA’s Bioresearch Monitoring (BIMO) program 
– Inspection program 
– Complaint evaluations 
– Surveillance efforts 

• Encourage voluntary compliance with 
ClinicalTrials.gov requirements

www.fda.gov
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BIMO Inspection Program 

• ClinicalTrials.gov requirements addressed in 
following BIMO compliance programs (CPs): 
– Institutional Review Boards CP 7348.809 
– Sponsors and Contract Research Organizations 

CP 7348.810 
– Clinical Investigators and Sponsor-Investigators 

CP 7348.811 
• The CPs provide standard instructions for 

field investigators

www.fda.gov
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Surveillance Efforts: 
Risk-Based Compliance Approach 

FDA intends to focus its attention in the following areas: 
• Applicable clinical trials of products that potentially may pose a higher 

risk to human subjects or that are intended to address a significant 
public health need 

• Responsible parties/submitters with a pattern of previous 
noncompliance with the ClinicalTrials.gov requirements 

• Applicable clinical trials for which noncompliance exists in conjunction 
with other statutory and/or regulatory noncompliance pertaining to 
the conduct of the trial

www.fda.gov
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Identifying Potential Noncompliance 
• Potential noncompliance is assessed on a case-

by-case basis 
• Information that may be evaluated to identify 

potential noncompliance includes: 
– ClinicalTrials.gov National Clinical Trial (NCT) 

records, including archived information 
– Information collected as part of an FDA inspection 
– Related publications and media articles (e.g., journal 

articles, conference materials, trade press stories)

www.fda.gov
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Preliminary Notice of Noncompliance Letter 
• Identifies potential violation 
• Provides responsible party an opportunity to address potential 

violation 
• Notes FDA will further assess beginning 30 calendar days 

following receipt of the Preliminary Notice (Pre-Notice) of 
Noncompliance Letters 

www.fda.gov
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Notice of Noncompliance Letter 

• Notifies the responsible party of the Center’s determination 
• Gives an opportunity to remedy noncompliance not later 

than 30 calendar days after the notification 
• Posted on FDA’s website 
• Includes a link to the Notice of Noncompliance posting on 

FDA website

www.fda.gov
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Consequences of Noncompliance 

• Civil money penalties (amounts adjusted annually; see 45 CFR 
102.3) 
– Up to $10,000 for all violations adjudicated in a single proceeding 
– If a failure to register or failure to submit results information violation is 

not corrected within 30-day period following receipt of Notice of 
Noncompliance, shall be subject to civil monetary penalties of up to 
$10,000 per day until violation corrected 

• Grant funding actions 
• Injunction and/or criminal prosecution

www.fda.gov
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Notices of 
Noncompliance 
and Civil Money 
Penalty Actions

www.fda.gov
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Civil Money Penalty Guidance 

The guidance addresses, among other things, 
how FDA intends to identify: 
• Whether responsible parties have failed to 

submit required clinical trial registration 
and/or results information to ClinicalTrials.gov 
or submitted false or misleading information 

• Whether applicants or submitters have failed 
to certify compliance or knowingly submitted 
a false certification

www.fda.gov



15

CDER Compliance Activities 
• Numerous Pre-Notices of Noncompliance issued 
• Notices of Noncompliance issued and posted on 

FDA.gov 
– Information regarding the noncompliance is included 

in the associated ClinicalTrials.gov study records 
– Advanced search feature added to ClinicalTrials.gov 

that allows users to find study records with a Notice 
of Noncompliance 

• No civil money penalties assessed to date

www.fda.gov
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Resources

www.fda.gov
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Key Messages 

• Clinical trial transparency is important 
• FDA is responsible for ClinicalTrials.gov compliance and enforcement 

activities 
• Sponsor or designee (responsible party) must ensure applicable trials 

are in compliance 
• To ensure compliance, clear understanding of the responsible party’s 

responsibilities for clinical trials reporting requirements (e.g., 
registration and results information reporting and deadlines) is 
essential

www.fda.gov
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Contact Information 

For Help With Registering a Study or Submitting Results Information 
If you are a sponsor or investigator and have questions about registering 
a study or submitting results information, contact ClinicalTrials.gov staff 
at register@clinicaltrials.gov. 

For Questions or Comments About ClinicalTrials.gov 
To send the National Library of Medicine questions or comments about 
the ClinicalTrials.gov site, use the Customer Support link at the bottom of 
any ClinicalTrials.gov page. 

https://clinicaltrials.gov/ct2/help/for-researcher
www.fda.gov

mailto:register@clinicaltrials.gov
https://clinicaltrials.gov/ct2/help/for-researcher
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