ClinicalTrials.gov PRS Results: Common Errors
This page summarizes common errors identified by the UCSF ClinicalTrials.gov Protocol Registration and Results System (PRS) administrators during review of results records. It is intended to supplement, not replace, the official ClinicalTrials.gov guidance and resources.
Participant Flow
	Common error
	Correction

	Protocol Enrollment does not include all participants who consented to the protocol. For example, only completed participants are included. 
	Protocol Enrollment refers to the total number of subjects who consented to the protocol (including withdrawals, etc.).

	Arm titles or descriptions are inconsistent with the Protocol Section.
	Arms and arm descriptions specified are consistent with the Protocol section. 


Baseline Characteristics
	Common error
	Correction

	Overall Number of Baseline Participants does not match the Number of Participants Started in Participant Flow (total participants enrolled). 
	Overall Number of Baseline Participants should match Number of Participants Started (from the Participant Flow). 

	Baseline data are combined across arms without justification or are not presented appropriately for the study design.
	Data are presented per arm. 

	A Study-Specific baseline measure is entered without a sufficient measure description.
	Measure description is specified for all Study-specific measures. 


Outcome Measures
	Common error
	Correction

	Outcome Measure title, description, or time frame is vague, incomplete, or inconsistent with the measure being reported.
	Titles/descriptions/time frame provide sufficient context to understand the reported values. 

	Results are combined across arms without justification, or crossover results are not presented by the appropriate intervention/comparison group.
	Results are reported per arm or by intervention for crossover design.

	The Number of Participants Analyzed differs from the relevant participant population without an explanation in the Analysis Population Description.
	Analysis Population Description includes reason why Number of Participants analyzed is different than total number of participants completed (if applicable).

	The Unit of Measure is inconsistent with the Outcome Measure title or description.
	Unit of measure matches what is stated in Outcome Title/Description. 

	Statistical Analysis information is entered but is incomplete or inconsistent with the reported outcome data.
	Statistical Analysis portion is optional (if entered, review for accuracy)


Adverse Events
	Common error
	Correction

	The adverse event Time Frame is missing or does not describe the period over which adverse events were collected.
	Time frame reflects the period of time during which events were collected for a single study participant, not the general dates during which events were collected for the study overall.

	All-Cause Mortality is missing or inconsistent with deaths reported elsewhere in the record.
	All-cause mortality specified (cross-check with number “not completed due to death” from participant flow and any mortality measures in outcome section, if applicable).

	The Number of Participants at Risk is inconsistent with the population assessed for adverse events and is not explained.
	Total Number “At Risk” must be equal to total number of participants who started the study. 


Limitations and Caveats
	Common error
	Correction

	Limitations and Caveats contains a discussion or interpretation of study results rather than information about limitations or data reliability.
	Information here should only be about limitations, unvalidated data or any reason why data entered cannot be totally reliable. It should not contain any discussion of results or any other information.


Certain Agreements
	Common error
	Correction

	The response about whether Principal Investigators are employed by the sponsoring organization is incorrect or inconsistent with the study arrangement.
	Principal Investigators are employed by the organization sponsoring the study (the regulatory sponsor). 


Document Section
	Common error
	Correction

	The required study protocol is not uploaded.
	Protocol (required for primary completion date after January 18, 2017). 

	The required statistical analysis plan is not uploaded.
	Statistical Plan (required for primary completion date after January 18, 2017). 

	A blank IRB-approved informed consent form has not been posted for a federally conducted or supported clinical trial subject to the Revised Common Rule.
	For federally conducted or supported clinical trials subject to the Common Rule, post one IRB-approved informed consent form after recruitment closes and no later than 60 days after the last study visit.

	The document cover page is missing required identifying information or the document date does not match the uploaded document.
	Each Cover Page must contain: 
- National Clinical Trial (NCT) Number 
- Official Study Title
- Date of Document (most recently updated date and, if applicable, approved by a human subjects protection review board) must match date within actual document.

	A publication is uploaded in the Document Section.
	Uploaded document(s) cannot include a publication. 


Additional Resources
• ClinicalTrials.gov Results Reporting Guided Tutorial: Step-by-step instructions for entering study results.
• ClinicalTrials.gov PRS Example Studies: Fictional study records and accompanying publications illustrating key concepts for results data entry.
• ClinicalTrials.gov Results Quality Control Review Criteria: Guidance on the quality control review process and common issues that may delay record posting.
