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 ClinicalTrials.gov – Updating a Study Record
Regulations Governing Human Research: Industry ClinicalTrials Registration
Version 3.0

1 Background

Studies listed as recruiting on ClinicalTrials.gov website need to be updated at least every six months, or more often if there are ANY changes to the information presented in the ClinicalTrials.gov study template, including changes in recruitment status, contact persons, etc.  Updates can be made at any time, as needed.

Updates are made in the Protocol Registration System (PRS) by the person who does the data entry on the study record.  This person is called the “owner” of the study record.
  

2 To update the study record:

1. The owner needs to update the study record by going to https://register.clinicaltrials.gov/.

2. In the “Organization” box, enter “UWashington” and then the owner’s user name and password.
  
3. Update the record.

4. For the “Unique Protocol ID #” use the current IRB application number.  Example:  35555-A.
5. For “Review Board” information use:

a. “UW IRB Committee ___” for the Board Name

b. “206-543-0098” for the Board phone numbers

c. hsdinfo@u.washington.edu for the Board Email
d. NOTE:  The above does not apply if an IRB other than the UW has reviewed the study

6. Change the “Verification Date” in the middle of the template.
7. The “Verification Date” is the field which generates automatic reminders within the PRS system, and cannot be left blank.
8. When done updating the record, please remember to hit “Completed” at the top of the template.

9. “Completed” at the top of the template means that you are done with the study record.  Clicking on “Completed” is the only way the UW administrator knows to review and re-release your study record to ClinicalTrials.gov.

10. The UW administrator does not need any separate notification that your study is ready for release; the administrator will receive an automatic notification from the PRS system.  

11. The UW administrator will release the study record to the ClinicalTrials.gov (PRS) team.

12. Publication of the update takes 2-5 business days because the PRS team does their own Quality Assurance check.
Audience: HSD Staff, IRB Members, Researchers, Participants
1112
Version: Implemented
5-25-12
Page 1 of 1

