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

	Personal pronouns are used throughout the study record.
	Remove all personal pronouns. For example, replace 'we' with 'the investigators.'

	Acronyms are not spelled out on first use.
	Spell out all acronyms the first time they appear in the study record, in both the protocol and results modules. 

	Parenthetical citations used.
	Remove all parenthetical citations. Use the References section for any references. 

	Free-text fields contain placeholder text such as “TBD,” “Pending,” “N/A,” “None”
	Free-text fields are blank if there is no information to report, and do not contain text such as “TBD,” “Pending,” “N/A,” “None.”


Study Identification
	Common error
	Correction

	A federally funded study does not include the grant or contract number.
	Include the U.S. NIH Grant/Contract Award Number as a Secondary ID.

	The Brief Title includes technical study design terms (e.g., Phase 2, Single Group, Double Blind, Randomized, Pharmacokinetics).
	The Brief Title is clear and informative, is written in language intended for the lay public, and includes information on the participants, condition being evaluated, and intervention or interventions being studied. The Brief Title does not include technical study design terms.


Study Status
	Common error
	Correction

	Primary Completion Date is entered incorrectly.
	Enter the date the final participant was examined or received an intervention for final collection of data for the primary outcome measure(s).

	Study Completion Date is entered incorrectly.
	Enter the date the final participant was examined or received an intervention for final collection of data for the primary and secondary outcome measures and adverse events. If timeframes all outcome measures are the same, the primary and study completion dates should be identical.

	IRB approval or closure date, manuscript publication date, or data analysis completion date is used as a completion date.
	Completion dates are based on the final date data were collected from participants, not administrative milestones.



Examples
Primary Completion Date
If the final participant completed the primary outcome assessment on January 30, 2026, the Primary Completion Date is January 30, 2026.

Study Completion Date
If a secondary outcome includes an additional 6-month follow-up completed on June 30, 2026, the Study Completion Date is June 30, 2026.
Sponsor/Collaborators
	Common error
	Correction

	The Principal Investigator is listed as the Responsible Party for a study that does not involve an IND or IDE.
	UCSF should be listed as the Responsible Party as the Sponsor, if the PI does not hold an IND or IDE,

	The Responsible Party is incorrectly assigned when the investigator holds the IND or IDE.
	When the investigator holds the IND or IDE, the IND or IDE holder should be listed as the Responsible Party as the Sponsor-Investigator.


Oversight
Refer to the Applicable Clinical Trial (ACT) Checklist when determining whether a study is an ACT.
	Common error
	Correction

	U.S. FDA-regulated Drug or Device is answered incorrectly.
	Select Yes if the study will be conducted under an IND, IDE, IND Exemption, IDE Exemption, or NSR Determination. Otherwise, select No.

	U.S. FDA IND/IDE is answered incorrectly.
	Select Yes only if the study will be conducted under an IND or IDE. Select No if the study does not have an IND or IDE, including studies conducted under an IND Exemption, IDE Exemption, or NSR Determination.


Study Design
	Common error
	Correction

	A study phase is selected for a trial that does not involve drug or biologic products.
	Use N/A for trials that do not involve drug or biologic products.

	N/A is selected for a drug or biologic study.
	Select the appropriate study phase.


Arms and Interventions
	Common error
	Correction

	Arm Title or Group/Cohort Label is not informative (e.g., “Arm 1” and “Arm 2”).
	Arm Title or Group/Cohort Label is brief and informative (even if there is only 1 arm). For example, “Aspirin” and “Placebo” are more informative than “Arm 1” and “Arm 2.”

	Not all protocol-specified interventions are included.
	List all interventions that were pre-specified for administration as part of the study protocol, including those that are not the intervention of interest.


Outcome Measures
	Common error
	Correction

	Outcome title is vague, describes the study objective, or includes multiple variables.
	Use a brief, descriptive, and unique title that represents a single variable and describes what is being measured.

	Outcome description is incomplete.
	Include how the outcome is measured, relevant definitions, criteria, and the method of assessment. For scales, include the scale name, score range, how the score is calculated, and whether higher scores indicate better or worse outcomes.

	Time frame is vague or incomplete.
	Specify the participant-based assessment time point(s). For change measures, include both assessment time points. If reporting multiple time points, enter each as a separate outcome measure (except dose-escalation studies).


	Directional language such as 'improvement' or 'decrease' is used.
	Use outcome-neutral language such as 'change'.



Example Outcome Measures
	Incorrect
	Correct

	Title: Safety and Toxicity
Description: Safety of study drug.
Time Frame: End of study
	Title: Number of Participants Experiencing Grade 3 or Higher Adverse Events
Description: Number of participants experiencing Grade 3 or higher adverse events, as defined by Common Terminology Criteria for Adverse Events version 5.0 (CTCAE v5.0).
Time Frame: Through 12 weeks

	Title: Pain
Description: Improvement in pain after treatment.
Time Frame: 6 months
	Title: Mean Change from Baseline to 6 Months in Pain Score on the Visual Analog Scale
Description: Pain will be assessed using the Visual Analog Scale (VAS). Scores range from 0 to 10, where 0 indicates no pain and 10 indicates the worst pain. The outcome is the mean change in score from baseline to 6 months.
Time Frame: Baseline and 6 months

	Title: Blood Pressure
Description: Blood pressure will be measured.
Time Frame: During the study
	Title: Mean Sitting Systolic Blood Pressure
Description: Sitting systolic blood pressure will be measured after the participant has been seated for at least 5 minutes. Three measurements will be obtained using an automated blood pressure monitor, and the mean value will be reported.
Time Frame: 2 Weeks


Eligibility
	Common error
	Correction

	Eligibility criteria are not organized correctly.
	List eligibility criteria under the headings 'Inclusion Criteria' and 'Exclusion Criteria'.

	Multiple eligibility criteria are included within a single list item.
	List each eligibility criterion as a separate item under the appropriate heading.


Contacts/Locations
	Common error
	Correction

	A Study Official is not listed.
	Add a Study Official, usually the Principal Investigator, as required by ICMJE.

	No study location is provided.
	Add at least one study location.


IPD Sharing Statement
	Common error
	Correction

	Plan to Share IPD is left blank or set to 'Undecided'.
	Select Yes or No. ICMJE does not accept 'Undecided'. If you are undecided, select No, as this can be changed later.

	'Yes' is selected without the required additional information.
	Provide the additional information required for an affirmative IPD sharing statement.


Note: IPD refers to deidentified participant-level data.
Additional Resources
Protocol Registration Quality Control Review Criteria: https://clinicaltrials.gov/submit-studies/prs-help/protocol-registration-quality-control-review-criteria 
Protocol Registration Data Element Definitions: https://clinicaltrials.gov/prs-info/protocol-definitions 
Applicable Clinical Trial (ACT) Checklist: https://cdn.clinicaltrials.gov/documents/ACT_Checklist.pdf 
PRS Guided Tutorials: https://clinicaltrials.gov/submit-studies/prs-help 

