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Clinical Trials Registration & Reporting Policy FAQs
1. Why was the Policy revised in 2026?
a. The Policy was revised to align with evolving best practices for clinical trial transparency and stricter enforcement of federal requirements. Over the past 12 years, the clinical trial transparency and reporting standards have improved significantly, emphasizing the importance of open science, reducing selective reporting, and enhancing scientific credibility. These Policy updates enable UCSF to demonstrate its commitment to upholding public trust and adhering to ethical research practices. Additionally, recent changes to global guidelines, including International Council for Harmonisation Good Clinical Practice (ICH-GCP) E6 (R3) updates, emphasize the importance of transparency and clinical trial registration and results reporting. Stricter enforcement by both the FDA and NIH further underscores the importance of compliance with ClinicalTrials.gov registration and results reporting requirements. 
2. Does the updated Policy increase the trial registration scope of the original Policy?
a. No, the scope of the Policy remains unchanged with these revisions. Key requirements, such as registering all clinical trials before enrolling the first participant, have been in place since 2013. The updated Policy continues to require registration of all clinical trials prior to enrollment based on the modified International Committee of Medical Journal Editors (ICMJE) definition, which is the industry standard.  Additionally, the Policy only requires results reporting when mandated by a federal regulation or policy  (FDA, NIH, or funding entity).
3. Does the updated Policy have any burden-reducing provisions?
a. The Policy now has an exemption to the registration requirements for certain research: Unfunded research (meaning research not directly charged or recovered from externally funded research grants or contracts) 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 registration requirements. Examples include small pilot studies focusing on feasibility and acceptability (rather than efficacy). Please contact the UCSF ClinicalTrials.gov Regulatory Support Team at CT.gov@ucsf.edu for guidance.
4. Do the ClinicalTrials.gov registration requirements apply to human subjects research that does not measure a health outcome? Do these requirements apply if the primary outcome is not a health outcome, but some health outcomes are collected for the planning of future trials? 
a. If no health outcome is being measured, the study is not within the scope of the modified-ICMJE clinical trial definition.  Primary or secondary outcome measures must be health-related for the clinical trial definition to apply. Exploratory or other pre-specified outcome measures can be health-related, but if no primary or secondary outcome measures are health-related, the study would not fall within the scope of the Policy’s clinical trial definition. 
5. How much time does it take to register a new study on ClinicalTrials.gov?
a. Based on the Ethics and Compliance’s Regulatory Support Office’s experience supporting investigators with ClinicalTrials.gov registration, the typical time investment required to successfully complete registration of a record is approximately 30 minutes to 2 hours per study (dependent on study complexity) when the Regulatory Support Office is consulted.
6. Are there any tools to help me with registering my clinical trial?
a. The UCSF Regulatory Support team has developed comprehensive guidance for registering clinical trials. The UCSF PRS Registration User Guide provides institution-specific guidance for UCSF.
7. Is ClinicalTrials.gov registration the same as results reporting?
a. Clinical Trial registration is a separate process from results reporting. Clinical Trial registration means posting key information about a trial’s design and objectives, while results reporting means posting a summary of the trial’s findings and is only required for NIH-funded clinical trials, FDA “Applicable Clinical Trials”, or when required by a funding entity. ICMJE and CMS do not currently have results reporting requirements, therefore results reporting is voluntary for Clinical Trials that only fall under their purview.
8. My trial was terminated; do I still need to report results?
a. Yes, the NIH policy and FDA requirements (FDAAA) on ClinicalTrials.gov results reporting still apply to terminated trials for any data that was collected, even if funding was withdrawn. If no participants were enrolled in the trial, set the Overall Recruitment Status to Withdrawn, and no results information will need to be submitted. If participants were enrolled before trial termination but no data was collected for one or more Outcome Measures, specify zero ("0") in the relevant Number of Participants Analyzed data element and leave the data fields blank for each Arm/Group. In this case, use the Analysis Population Description data element to explain that the trial was terminated before the outcome measure data were collected and, if appropriate, provide additional details in the Limitations and Caveats module. All other required results information collected for the enrolled participants must be submitted in each results reporting module.
9.  I am having trouble reporting my results before the deadline. Can I file a Good Cause Extension?
a. Good Cause Extensions may be requested from the ClinicalTrials.gov PRS team prior to the due date for reporting results in certain circumstances. Approval of good cause extensions is at the discretion of ClinicalTrials.gov PRS Team. Contact the UCSF ClinicalTrials.gov Regulatory Support Team at CT.gov@ucsf.edu for assistance with the extension. Please see the Clinical Trial Results Information Submission: Good Cause Extension Request Process and Criteria for official guidance on Good Cause Extensions.
10. What are the consequences of non-compliance with the Policy?
a. At UCSF, non-compliant records will be escalated to the Record Owner’s Department Chair for resolution. If the non-compliance persists, the Office of Ethics and Compliance may pursue further escalation procedures and corrective action in accordance with applicable institutional policies and procedures.
b. There are also potential legal consequences for the Responsible Parties if they do not comply with the regulatory requirements to submit registration and results information on ClinicalTrials.gov.  The consequences may include civil or criminal actions, civil monetary penalties, and implications for grant funding.  Below are some examples:
i. Food and Drug Administration Amendments Act (FDAAA): Public notices of noncompliance and violations, withholding of federal funds, FDA sanctions, and civil monetary penalties.
ii. NIH: Suspension or termination of NIH grant or contract funding and consideration in future funding decisions. 
iii. ICMJE: Refusal of publication in member medical journals following ICMJE policy. 
c. The PI’s Department/Division will be responsible for any civil monetary penalties incurred due to noncompliance.
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