Timeline Table

Scope

CT.Gov Requirements

Comments

Registration

No later than 21 days after the first subject is enrolled

ICMIJE requires that registration is complete prior to first
subject enrollment

A study is considered ‘registered’ once the
Responsible Party release the record to the PRS
for review

Active Enrollment/Verification Date

Update/verification every 6 months, but no later than 12
months

For studies that are not yet completed, even if
there were no changes to the record. The
Verification Date is located in the Protocol
Section — Study Status

Enrollment Closed

Update/verification annually

Even if no changes or updates are made the
registration record, the record must be verified
annually

Change in Study Status

Within 30 days of status change

Includes: Recruitment Status, Overall
Recruitment Status, and Completion Date

Pending Study Results

Update/verification annually

Even if no changes or updates are made the
registration record, the record must be verified
annually

Posting Study ICF

After the study enrollment is closed, and no later than
60 days after the last study visit of any subject

Upload the most recent IRB-Approved version
of the consent form; blank/unsigned

Result Submission

No later than 1 year after the primary completion date

Delayed results submission is allowed in some
situations. Reference 42 CFR 11.44, (Extensions
for Good Cause) for details

Detailed Table for Updating Requirements



https://www.clinicaltrials.gov/ct2/manage-recs/faq#fr_23_table

