
Key Clinical Trial Requirements on ct.gov

Main Governing Bodies 

• FDA
• Applicable Clinical Trials
• FDAAA 801 and Final Rule 

(effective 2007 and 2017)
• NIH  

• Dissemination of Information 
(effective 2017)

• ICMJE 
• International Committee of 

Medical Journal Editors
• Others

• CMS: Center for Medicare and 
Medicaid Services, 

• Dept of Veterans Affairs
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Understanding the Different Demands of the 
Investigator

Goals of a Grant
• Obtain  funding to test hypothesis
• Provide human subject protocol in a 

concise manner
• Novel science is typically the 

driving force
• Intellectual ideas are potentially still 

fluid

Goals of clinicaltrials.gov
• Collect and share significant 

summary protocol information 
before and during the trial

• Summarize results and adverse 
events

• Provide transparency to patients, 
investigators, sponsors to build 
public trust.



How to Homogenize these Goals
• Collaborate with a clinical trialist EARLY 
• If trial is multicenter, collaborate with a 

clinical trial organization or equivalent
• Interpret protocol as written in the grant 

into a clinical trial protocol for regulatory 
purposes, study implementation, and 
clinicaltrials.gov reporting.

• Simplify primary and secondary endpoints 
and use tertiary endpoints for exploratory 
outcomes 



Current Disconnect
• In an effort to obtain grant funding, novel science is 

prioritized.
• To stay within budget limits, the human subject 

portion of the grant is woefully underfunded and 
tends to be an after thought.

• The full cost of human subject research is under 
estimated and not fully understood.

• Budgeted funds directed toward human subject 
study are disproportionately utilized by data 
management to meet mandates such as 
clincaltrials.gov, etc



Entering Study
• ClinicalTrials.gov is designed to cover ALL clinical studies, 

therefore, as a user, you will think “my study doesn’t fit”.  You 
have to make it fitJ

http://www.ClinicalTrials.gov/beta/manage-recs/fdaa#WhenDoINeedToRegister-

• User pearls
– Proper entering of a trial impacts downstream events
– Enter your study in the most basic and simple form as possible
– REALISTICALLY enter study start and study completion dates.
– “Estimated” primary outcome completion endpoint (date the last 

participant was examined or received intervention and data 
collected) Of note….has NO relation to timing of data analysis.

– Determination of intervention arms AND Arms/Groups are important 
because all results must be reported based upon this delineation

– Responsible party identified as the sponsor or PI
– Reporting requirements will change.  When they change, they are 

retroactive to ALL active studies.  Close studies in a timely manner.



Reporting Results
• Results and Adverse events must be reported within 12 months 

of the “actual” data of primary outcome completion endpoint, 
but you will receive queries based upon estimated date.

• Results must be reported within 30 days of FDA approval.
• Other reporting elements must be current, ie overall study 

status, actual completion date (in the past), enrollment
• User pearls

– Overall study status must be consistent with study start/completion dates 
and can not be “recruiting” or “not yet recruiting”

– Enrollment must be actual and the SAME as the number “started” in 
participant flow

– Results section must be consistent with Intervention Names in protocol
– Results section must be consistent with Arms/Groups in protocol

http://prsinfo.clinicaltrials.gov/results_definitions.html



Closing a Study
• Reporting requirements will change.  
• When they change, they are retroactive to ALL active 

studies.  
• Close studies in a timely manner.
• ???



Disseminating Results

• Historically, the investigator was focused on 
• Final report to sponsor
• Manuscript publication in a high impact journal

• Now, additionally focus on results in 
clinicaltrials.gov

It is the gift that keeps on giving 
(or taking)L



Registration, Maintenance, & Results Reporting
in Clinicaltrials.gov



Registering a Study

• Registration is required by law and for journal publication

https://register.clinicaltrials.gov/

https://register.clinicaltrials.gov/


Registering a Study
• Enter the required data elements: 

https://prsinfo.clinicaltrials.gov/definitions.html
• Required data elements fall under 12 broad categories:

Short title in lay terms

Xxxx-xxxx

https://prsinfo.clinicaltrials.gov/definitions.html


Study Information
Tips
• Use data element definitions guide to complete the  

entry fields
• Define acronyms
• Use realistic estimate for anticipated study start date
• Brief summary should be in lay terms and can be a 

helpful tool for recruiting.

Sponsor identifier

Short title in lay terms

Protocol Name

Describe the study and hypothesis

Technical description of study

Disease



Study Design

Definitions 

Tips
• Study type: Interventional, Observational, 

Expanded Access
• If your study does not conform to any study 

model choices, contact PRS support for 
advice.

• Models for observational studies are in the 
data element definitions



Arms & Interventions
Tip
• Describe arm: dosage form, dosage, frequency, 

and durationExample: Subcutaneous dose of x mg of Drug every x weeks 
for x weeks

Example: Subcutaneous dose of placebo every x weeks for x 
weeks

Drug (generic name)

Definitions 

Drug (generic name)

Drug (brand name)

Example: Subcutaneous dose of placebo every x weeks for x 
weeks

Describe intervention 

Tip
• For intervention description, do not repeat the 

arm description (Arm Type, however, should 
match Intervention name)



Arms and Interventions
• If study design is “parallel” interventional treatment with 2 arms:

• If study design is “single group assignment” interventional treatment with 1 arm:

Drug (generic name)

Drug (brand name)

Description of intervention 

Description of intervention 

Drug (generic name)

Drug (brand name)

Description of intervention 

Drug (generic name)

Drug (generic name)

Arm description

Arm description

Arm description



Outcome Measures, Eligibility, and Data Sharing 
Tips
• Clearly stated study protocol outcomes will 

make this entry significantly easier
• Primary, secondary, and pre-specified 

outcomes (exploratory) should be entered 
(Note: exploratory RESULTS are not required).

• All inclusion and exclusion criteria must be 
entered

Primary outcome

Description

Description

Secondary outcomes

• Sharing statement must align with the consent



Maintenance of Record

Tips & Requirements
• Updates to a record can be made at ANY time
• Changes reflective of protocol amendments must be made at least every 12 months

• Recommend sooner if significant to inclusion/exclusion
• Record Verification date should be updated every 6  months even if no changes are made 



Tips for Record Maintenance
• Annual Verification

• Consider checking in with annual IRB Continuing Reviews or other annual 
updates (i.e. Grant reporting or FDA reporting)

• Major Modifications
• FDA approval or clearance of drug/biologic/device under study
• Responsible Party changes
• Individual Site Status changes

• Status Updates: 
• Enrollment, completed, withdrawn, terminated, etc.
• Study dates: Start Date, Primary Completion, Study Completion



Submitting Results

• Enter the required data elements: 
https://clinicaltrials.gov/ct2/manage-recs/how-report
https://prsinfo.clinicaltrials.gov/results_definitions.html

• Required results fall under 4 broad categories:

• Similar to preparing a manuscript for publication. 
• Best Practice: An individual familiar with the study design and data analysis 

should be involved in order to accurately summarize the results.

https://clinicaltrials.gov/ct2/manage-recs/how-report
https://prsinfo.clinicaltrials.gov/results_definitions.html


Participant Flow Identical in purpose to CONSORT Diagram but in table form

Chest. 2009 Jul; 136(1): 295–303

https://www.ncbi.nlm.nih.gov/pmc/articles/PMC2821287/


Participant Flow
Tip
• Use templates to help prepare 

for the data entry



Baseline Characteristics

•4 categories of characteristics are required
•Age (continuous, categorical, or customized)
• Sex/gender
•Race and ethnicity
• Study specific measures*

Tip: 
• *Most outcomes will have a baseline study specific measure entered 

Note: PRS will flag an outcome that is “change from baseline” and no    
baseline value is entered here



Baseline Characteristics

Tips: 
• If the ‘n’ for a measure differs from the overall ‘n’, this must be explained.
• All entries require a measure type and dispersion (statistician input is essential) 
• Acronyms must be defined
• Entries should be consistent with the statistical analysis plan

Key data elements

Title of measure

Unit (can use suggestion or other)

Enter why the ‘n’ is different than overall ‘n’



Outcomes & Statistical Analysis

Tips:
• Data should use same terms, measure type and dispersion as baseline characteristics
• Keep titles simple (can be changed from outcomes entered when registering if too detailed)
• Primary and secondary outcome results are required; other outcomes are optional 

Title of measure

Units here



Outcomes
Tip
• Use templates to help 

prepare for the data 
entry



Outcomes & Statistical Analysis

Tips
• Statistical analysis should match statistical analysis plan 
• Critical for statistician or knowledgeable investigator to be involved
• Every outcome requires an analysis entry 



Adverse events

• Need number affected, overall number at risk, AE term, Organ System, how AEs were collected.
• Can define a frequency threshold (e.g., 5%) for AEs to limit data entry to the most relevant events



Summary
• Frequently refer to data element definitions guide for data entry
• Collaborate with study team to complete registration and submit results

• Study team = investigators, coordinator AND statistician

• Give yourself ample time for entry 
• Don’t be hesitant to contact PRS with questions
• Review examples of various study types: 

https://clinicaltrials.gov/ct2/manage-recs/present

https://clinicaltrials.gov/ct2/manage-recs/present

