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DISCLAIMER

This presentation represents the professional opinions of the contributors, based on their
experience up to the present, April 2025. While every effort has been made to ensure accuracy,

this content should not be considered definitive, and it is not intended to replace primary
sources for ClinicalTrials.gov requirements.
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GOT FEEDBACK!?

mHelp us Improve these materials by
answering our anonymous 2-guestion
survey.
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https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4
https://weillcornell.az1.qualtrics.com/jfe/form/SV_0wyLCPRyGDnZYP4

CHANGES THAT REQUIRE UPDATES WITHIN 30

DAYS OF EVENT OR IRB APPROVAL

= Study status (recruiting, active not enrolling, etc.)

= |ntervention description changes

= Addition or subtraction of “Arms”

= QOutcome Measures

=  Enrollment Targets and actual enrollment once completed
® Inclusion/Exclusion Criteria

= Planned conclusion of data collection
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Presenter Notes
Presentation Notes
This section is on what to do with a record while a trial is ongoing.  There is some maintenance that needs to be done on a regular basis.

Many fields in a record are required to be updated within 30 days of something changing.  These include study status, intervention description changes, the addition or subtraction of arms, outcome measures, enrollment targets and final actual enrollment count, inclusion/exclusion criteria, and the planned dates of final data collection.

A good rule of thumb for study teams is, whenever something changes in a study or whenever they get to check something off in their master to-do list, they should take a look at their ClinicalTrials.gov record and give it a read-through to see if there’s a relevant field that needs to be updated.  If someone does this often enough, they’ll eventually have a pretty good idea of what is and isn’t in the record but, until then, it’s best to take the five minutes to check.

The most time-consuming parts of a ClinicalTrials.gov record are registration and results reporting.  Almost everything in between these two points is a fairly quick process.


USING DETAILED DESCRIPTION FOR UPDATES

= |f outcome measures are changing, update Detailed Description field

= Publishers compare ClinicalTrials.gov records to what is being published. If major changes are happening to the focus, it’s
best to note them contemporaneously (once they receive IRB approval) in the Detailed Description free text field
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Presenter Notes
Presentation Notes
The main point of ClinicalTrials.gov is to tell the public what a study is doing, so it stands to reason that if you change your mind about what you’re doing, you will need to edit your record. If you change your outcome measures in your record after amending a study, people looking at your public record will be able to see that it changed, but they won’t necessarily know why.  The Detailed Description free text field is a great place to explain the changes to your outcome measures as they happen.  

For example, say you were conducting a study that required your team to conduct five different tests on a subject within the first hour of the subject emerging from surgery.  This seemed reasonable when you were writing the protocol and registering your trial, but when you began seeing participants you quickly discovered that it was not practically possible to conduct all five tests within that hour.  Consequently, you decided to cut the least important measure from the study, one that you had not managed to collect from any participants.  After the amendment to your protocol was approved by your IRB, you could then explain in the Detailed Description field your reason for removing that outcome measure.


SOME AMENDMENTS MAY BEGIN A NEW TRIAL!

Is your IRB application trying to cover one study or two!

Example:

Pilot study of Intervention X in 2 small arms
Amendment when federal funding is granted:

Clinical Trial of Interventions X +Y combined in new populations

This should be a new registration! (possibly with a new protocol and IRB ID #)
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Presenter Notes
Presentation Notes
Some amendments may begin a new trial.  

This is an area that’s up to a bit of interpretation when it comes to ClinicalTrials.gov records.  Research is often a “one thing leads to another” process, so it can be tempting for researchers to keep tacking on new projects to the same IRB application via amendments.  It can be problematic when they try to do that with ClinicalTrials.gov records. ClinicalTrials.gov records meant to contain information on one study only. If you feel like a record is mutating into something other than what it was when it started, that’s a good indicator that it might be time to open up a new record altogether.



CRUCIAL TERMINOLOGY REGARDING

DEADLINES AND UPDATES

Primary Completion Date (PCD): final date of data collection for the (latest) primary outcome measure

Study Completion Date (SCD) means the final date of data collection for (latest) secondary outcome
measure and AEs

= NOTE: neither of these match any particular date in IRB, except SCD may be related to when you are just “dealing with
data”

Annually, review anticipated PCD & SCD for accuracy

When data collection is complete, update PCD and SCD to actual dates of last data collection

LINICAL TRIALS
EGISTRATION AND RESULTS REPORTING
ASKFORCE

A0

2


Presenter Notes
Presentation Notes
The definitions of Primary and Study Completion Date are what we most commonly see cause difficulty for research teams.  Their meanings aren’t necessarily intuitive and, unfortunately, getting them wrong can have consequences.  

In ClinicalTrials.gov, the Primary Completion Date is the date of final data collection for all Primary Outcome Measures.  The Study Completion Date is the date of final data collection for all Primary and Secondary Outcome Measures, as well as AEs.

These are important fields to verify with your researchers whenever you have the opportunity to do so.  Even if they were correct when the record was registered, they could have been updated incorrectly later down the line.

The reason why it’s so important to have the PCD and SCD right is because……




PCD & SCD AFFECT RESULTS DUE DATES!

PRS administrators can only send reminders based on what’s in ClinicalTrials.gov.

If PCD is not updated, we could miss a regulatory deadline (to upload ICD if federal; to post results)

If federally funded ICD Upload window:
enrollment ends to 60 days after PCD

A\

Last Post Last
Prima Secondary Secondary
Enrollment Complé&tion Completion Outcome
Begins Date Date Results

IRB Approval and
Clinicaltrials.gov
Registration

\ 12 months maximum 12 months maximum}

|

30 day and annual updates
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Presenter Notes
Presentation Notes
The PCD and SCD affect your results due dates.

Results for Primary Outcome Measures are due within one year of PCD.  This is the actual PCD, even if your researcher had misunderstood what date that should have been and had gotten it wrong.  If a study finishes collecting their Primary Outcome Measure Data in April, but the team thinks that their PCD is in October when they finish their data analysis, the results will still be due the following April, not October.  This is why it’s so important to keep verifying the PCD and SCD when interacting with your researchers.  Finding out that a study has missed their results reporting deadline because they had their PCD wrong is not a pleasant experience.  

Results for Secondary Outcome Measures is similarly due within one year of SCD and Adverse Event collection.  This mostly comes up when there are studies with Secondary Outcome Measures that extend well beyond the Primaries.  We see this most often with cancer studies, but it’s certainly not exclusive to those.  

Another important thing to note:  For federally funded studies, Informed Consent Documents also need to be uploaded between the end of enrollment and 60 days after the PCD.


TEST YOUR SKILL

Primary Outcome Measure Time Frame: 4 weeks after |t dose
Last Secondary Outcome Measure Time Frame 12 weeks after |t dose

If last consent and first dose was 9/3/2022, what should Anticipated PCD be?
(approx. 9/30/2022)
What should Anticipated SCD be?
(approx. 1 1/25/2022)

By when does Actual Enrollment need to be updated?

(10/2/2022)
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Presenter Notes
Presentation Notes
This is an example of PCD and SCD and what those terms mean for a study.  For this study, the Primary Outcome Measure Time Frame is 4 weeks after 1st dose.  The Last Secondary Outcome Measure Time Frame is 12 weeks after the 1st dose.  

If the final consent and 1st dose was on September 3rd, what would anticipated PCD be?  It’s going to be 4 weeks after the first dose, which in this case is somewhere around September 30.

The Anticipated SCD would be 12 weeks after the last consent, approximately November 25.

If you’ve consented your last participant, that means that enrollment is closed and it’s time to update the enrollment field with the actual enrollment count.  Remember, enrollment was one of the items a couple slides ago on the list of fields that need to be updated within 30 days, which means that, if you consent your final participant on September 3rd, you need to update the enrollment field before October 2nd.



TERMINATED TRIALS HAVE PITFALLS

Terminated: Study halted prematurely and permanently. Participants are no longer being examined — Results
will still be required

Actual PCD and SCD should reflect last date any enrolled participant received treatment

If trial is terminated long after the last participant’s treatment has ended (with hopes accrual would improve) then RP can
request delay in results reporting, but only prior to results deadline (| year after PCD)

LINICAL TRIALS
EG
AS

IC
ISTRATION AND RESULTS REPORTING
KFORCE

A0

2


Presenter Notes
Presentation Notes
Now that we have PCD and SCD down, it’s time for a word of warning about Terminated Trials – Terminated Trials can have pitfalls, particularly when it comes to results reporting.

Remember when I said that the Results deadlines are based on the actual PCD and SCD, even if you had it wrong?  This is also the case if you had the definitions right and genuinely thought that the study was going to continue, and then something happened and it didn’t.



TERMINATED TRIALS HAVE PITFALLS - EXAMPLE

The plan
= Recruit from July 2019 — July 2021

= All Primary and Secondary Outcome Measure data collected at time of enrollment

= Results expected to be due in July 2022|(one year after final data collection)

What actually happened

= Recruitment and data collection from July 2019 —(March 2020

= Study activity was put on hold in March 2020 due to the COVID-19 pandemic

= Study was terminated inljune 202 1|due to lack of resources

Results were due in March 2021

2
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Presenter Notes
Presentation Notes
Here’s an example: A study team was working on a project that planned to recruit from July 2019 to July 2021, collecting all their data for their PCDs and SCDs on the same day the participants signed their consent form.  This meant that enrollment and data collection would happen on the same day.  The study was going well until March 2020 when it was put on hold due to the COVID pandemic.  During the shut-down, the team was hoping and planning to resume their enrollment and data collection as soon as it became possible to do so again.  Unfortunately, a couple years went by and the funding, interest, and manpower to continue the study simply didn’t exist anymore.  In June 2021, they decide that it’s time to terminate the study.

The problem is that their last data collection was in March 2020.  If they don’t recruit any more participants, that means that their results will have been due one year after final data collection, which was in March 2021.  If the study is terminating in June 2021, by the time they terminate the study, they are already late for reporting results. 

This is one of those sad situations in which optimism can really backfire.  You can end up in the uncomfortable situation of having your results’ due date having already passed by the time you decide to terminate the study.  There is no recourse for this.  Any request for an extension after the results due date will be denied by ClinicalTrials.gov, even if you had honestly expected to continue to collect data.  The results are late.


TERMINATED TRIALS HAVE PITFALLS

Terminated: Study halted prematurely and permanently. Participants are no longer being examined — Results
will still be required

Actual PCD and SCD should reflect last date any enrolled participant received treatment
= [f trial is terminated long after the last participant’s treatment has ended (with hopes accrual would improve) then RP can
request delay in results reporting, but only prior to results deadline (| year after PCD)

If a trial is not active for 9 months or more, consider requesting an extension preemptively
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Presenter Notes
Presentation Notes
The example I used with the pandemic was an obvious choice, but this happens outside of global pandemic situations as well.  There can be any number of reasons why enrollment can stall.  

We recommend that you keep an eye out for studies that seem to be experiencing difficulty recruiting participants.  Even if they think that recruitment is going to resume, if six to nine months has passed without enrolling anyone new, they should consider requesting a preemptive results reporting deadline extension.  It’s better to request the extension and not need it than to need it and wish you had.
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