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Clinical Trials Registration & Reporting Policy 2026 Revision Key Changes
The updated Clinical Trials Registration and Reporting policy reflects significant enhancements, addressing federal requirements, institutional responsibilities, and compliance enforcement mechanisms. Key changes include: 
 
1. Structural Additions 
· Policy Overview Section: Outlines UCSF’s standards for clinical trial registration and results reporting, ensuring compliance with federal laws and regulations, ethical research conduct, and research transparency.  Applicable regulations and policies include the Food and Drug Administration Modernization Act of 1997 (FDAMA), Section 801 of the Food and Drug Administration Amendments Act (FDAAA 801) and Final Rule for Clinical Trials Registration and Results Information Submission (42 CFR Part 11), the National Institutes of Health (NIH), the Center for Medicare and Medicaid Services (CMS), and the International Committee of Medical Journal Editors (ICMJE) criteria. 
2. Revised and Expanded Definitions 
· Updated Definitions: Clarified terms such as “Clinical Trial” to align with industry standards and improve clarity. 
· New Definitions Added: Included terms such as Enrolled, Investigator-Initiated Trial, PRS System, Record Owner, Responsible Party, Sponsor, and Study Completion Date to enhance clarity and ensure consistency across the policy. 
3. Policy Enhancements 
· Clarified Applicability Requirements: Specified conditions for clinical trial registration and results reporting, including NIH and CMS registration mandates. 
· New Burden-reducing Provision for Clinical Trial Registration: Unfunded[footnoteRef:1] research with no intent to publish in an ICMJE journal, that is not otherwise subject to any clinical trial registration requirements (e.g., FDA, NIH, CMS), is exempt from the policy’s clinical trial registration requirements. [1:  In the context of the policy, unfunded means research not directly charged or recovered from externally funded research grants or contracts.] 

· Secondary ID Funding Requirement: Any federal grant/funding number(s) must be listed as a “Secondary ID” in the study record to ensure compliance with NIH monitoring requirements. 
· Record Maintenance: Required regular updates to ClinicalTrials.gov records to maintain accuracy and adherence with regulatory guidelines. Records must be reviewed and verified at least once every 12 months, with certain data elements requiring updates within 30 days of becoming aware of the changes.
· Results Reporting Requirements: Expanded details on submission timeframes for FDA and NIH trials and added requirements for uploading supporting documents such as protocols, statistical analysis plans, and consent forms. 
· Data Sharing Statement: Mandated adherence to ICMJE publication standards through the inclusion of a data sharing statement. 
4. Federal Compliance and Enforcement Updates 
· Expanded Federal Requirements: Incorporated NIH and CMS registration and results submission mandates alongside FDA guidelines. 
· Enforcement Mechanisms and Penalties: Detailed NIH and FDA enforcement processes, including civil monetary penalties, notices of noncompliance, denial of Medicare claims, funding suspension, and publication restrictions. The PI’s Department/Division will be responsible for any civil monetary penalties incurred due to noncompliance.
5. Consequences of Noncompliance 
· Internal Escalation Pathways: Added UCSF-specific approaches for addressing noncompliance, including department leadership involvement and potential disciplinary actions. 
6. Roles and Responsibilities 
· Revised Summary of Responsibilities:  
A. Principal Investigator (PI): Clarified responsibilities, including maintaining records, submitting results, and addressing notices of noncompliance. 
B. Office of Ethics and Compliance (OEC): Provided oversight and enforcement authority for ClinicalTrials.gov compliance. 
C. Institutional Review Board (IRB): Confirmed authority to determine applicability of registration requirements. 
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