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Why this 
matters?

• CP CTNet is funded under a Grant Mechanism which 
requires correct entry of data between the Grant Human 
Subjects System (HSS) and clinicaltrials.gov

• Failure to have dates align properly will result in a “Yellow 
Bar” designation which impacts release of grant funds and 
must be addressed by the NCI DCP Program Officer



Yellow Bar

• Blocks Notice of Award (NOA) based on Human Subjects System (HSS) validations

• Recruitment status, Study Start Date, Study Primary Completion Date, and Study Final Completion Date are all validated

• An error message example is shown in the red box below with the CP CTNet trial name de-identified 

https://inside.era.nih.gov/files/hss_user_guide.pdf



Examples of Data Discrepancies which result in a Yellow Bar

 
Human Subject and Clinical Trials Form (RPPR) Clinicaltrials.gov

Protocol Submission Wksheet - PSW Minimum Data Set - MDS Protocol Status Update Form

Data Sources

Research Performance Progress Report (RPPR)/HSS and CT.gov that does not match*

* HSS updates are pulled into the RPPR



Current Guidance

• Recruitment Status
• If study has enrolled a participant the Recruitment Status in ct.gov should show 

as “Recruiting” and the enrollment should be reported through HSS
• Study Start Date

Definition: The estimated date on which the clinical study will be open for 
recruitment of participants, or the actual date on which the first participant was 
enrolled.
• Use the FIRST MDS enrollment date 
• The MDS enrollment date comes from STARs defined as:  The date the patient has successfully 

enrolled onto the study via the enrollment system and has been assign a participant ID (and 
treatment ID, if applicable).  The enrollment date is considered the participants start date/on study 
date.

• Status notice drives other dates
• Estimated (same as Anticipated) Primary Completion Date on status notice/PSW/CT.gov/HHS 

should all match
• Estimated (same as Anticipated) Study Completion Date must be on or after the Estimated 

(Anticipated) Primary Completion Date



Data Needs to Match

• Data in CT.gov needs to match the data in the HSS

• Using the MDS enrollment date allows us to communicate clearly so it is 
consistent whether NCI enters the data or the site enters the data

• NCTN and NCORP use this same date

• LAOs should check the HSS before submitting their RPPR as HSS updates are 
pulled into the RPPR

• If an LAO updates the PSW or Protocol Status Form they should update HSS and 
CT.gov if they are responsible for the record (see next slide)
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Who is responsible for registering trials?



8

LAO Responsible

Trial in NCI 
Account

LAO Responsible

Trial in Site’s 
Account

LAO or Drug 
Company 

Responsible

Trial in Drug 
Company Account

No

No

Yes

Yes

Yes

• Basic Results Reporting is due one year after the Primary Completion Date (PCD)

• Primary Completion Date:  The date that the final participant was examined or 
received an intervention for the purposes of final collection of data for the 
primary outcome, whether the clinical study concluded according to the pre-
specified protocol or was terminated. In the case of clinical studies with more 
than one primary outcome measure with different completion dates, this term 
refers to the date on which data collection is completed for all of the primary 
outcomes.

Who is responsible for submitting results?

CT.gov review

DCP review

CT.gov review

CT.gov review


	Slide 1: Clarification on Study Start Date and Reporting for clinicaltrials.gov
	Slide 2: Why this matters?
	Slide 3: Yellow Bar
	Slide 4: Examples of Data Discrepancies which result in a Yellow Bar   
	Slide 5: Current Guidance
	Slide 6: Data Needs to Match
	Slide 7
	Slide 8

