
CTRR Taskforce               ver. Sept 2023 

ClinicalTrials.gov Registration and Results (CTRR) Taskforce 

 

Best Practice  

ClinicalTrials.gov PRS Account Management 

 

Carlee Brueser, Duke University  

Scott Patton, Stanford University  

Sarah Snider, Medical University South Carolina 

Meredith Rhodes, University of Wisconsin – Madison 

 

Purpose 

To ensure that access to the institution’s Protocol Registration and Results System (PRS) 

organizational account and ClinicalTrials.gov records registered under it are accessible only to 

the team members intended. This document describes general points to consider when 

developing institutional processes to support PRS user account management.   

 

Best Practice 

1. Determine the source of truth to verify employment status at your organization.   

a. Do you have an organizational Directory (or something similar) maintained by 

Human Resources (HR) with effective employment dates for staff?   

b. Are you able to receive a report for recent staff departures?       

c. Are you able to run a report for IRB acknowledgement of personnel changes? 

2. User Account Creation 

a. Check that the requestor does not already have a PRS account; click Modify User 

Account/Password in the Accounts drop-down menu, then click Show Disabled 

Accounts, then search the page for the requestor’s name. 
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b. Verify the requestor's identity to ensure access to the organization's PRS account 

is needed. 

c. Is there an Institutional process or guidance documentation in place to understand 

the study team’s reason for study registration to ClinicalTrials.gov prior to PRS 

user account creation? 

d. Ask whether access to existing records is needed since this is commonly 

associated with new account creation; if so, ask for the NCT number(s) (or Unique 

Protocol IDs) for the record(s) to which the requestor will need access. 

e. If the requestor is not the Responsible Party or Principal Investigator (PI) (for new 

or existing registrations), copy the Responsible Party or PI in correspondence. 

f. Once confirmed requestor does not already have an account, click “New User” 

under the “Accounts” menu in the PRS. 

g. Follow Institutional Process to enter new user information. Consider the following:  

i. Access Level – for ‘Normal’ access to individual records or ‘Administrator’ 

access to all organizational records 

ii. Populate the ‘Other User Information’ field with relevant contact information, 

such as user phone number and associated department  

iii. Keep the ‘Send Optional (PRS-generated) email messages checkbox 

checked such that the user will receive their log-in credentials from the PRS 

h. Notify requestor that the new user account has been created (copy the 

Responsible Party or PI) indicating that they will receive a separate email directly 

from the PRS with their log-in credentials 

i. Provide new user training (training materials or in-person). 
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i. Normal accounts: less formal training may be provided (for example, with 

written materials), to help orient the user to the PRS system, how to keep 

their User Account Information up to date, and how to enter and submit 

information. 

ii. Administrator accounts: more formal training for PRS administrators is 

needed, since they have access to and can modify all study records in their 

organizational account. Establish expectations and general guidelines (for 

example, general policy that PRS administrator access should be read-only, 

or setting criteria for when changes can be made). 

j. Enter new user information in systems used to track this information, such as an 

account tracker or service request log, as relevant. 

NOTE: The list of accounts (both enabled and disabled) is maintained in the PRS and 

can be accessed via the Accounts menu.  

3. Timing and methods of account review      

a. Determine the frequency for review of accounts under your organization (quarterly, 

annually, etc.).  

b. Identify methods by which departure information can be ascertained 

i. Notification from departing user or team member  

ii. HR notification of faculty and/or staff departures 

iii. Bounce back emails  

iv. Reporting from HR management system 

4. Disabling PRS accounts 

a. If the departing (or departed) user is the Record 

Owner for any study records, a new Record 

Owner must be assigned. To determine what 

records are associated with the departing user, 

click the Lookup Users link on the PRS home 

page. 
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i. For Records where the Institution is the Responsible Party for 

ClinicalTrials.gov Records, and the Record Owner is the PI, consider a 

process where the: 

1. Record Owner remains the same for historical purposes, even if 

the Record Owner is leaving the Institution. The user information 

for the Record Owner can be edited to point to a central 

Institutional location, such as a central Research Compliance or 

Departmental email inbox. 

2. Username is modified to directly indicate they are no longer part 

of the Institution. For example, user Chris Smith is leaving the 

institution. Their username is CSmith, edited to be CSmith_left 

institution to indicate they are no longer at the Institution. 

b. If the user is the Responsible Party or PI for any study records, identify records 

that need to be finalized (completed, terminated, or withdrawn studies), 

transferred (if the study will move to the new institution with the investigator), or 

for which a new Responsible Party must be assigned (if the study will remain at 

the institution under a new investigator). Work with investigator and team to 

resolve individual situations. 

c. Contact the study team to confirm new ownership (e.g., Responsible Party, or 

other team member), and potential changes to the Responsible Party (when 

the Responsible Party is the departing user).        

d. If results are required to be posted, confirm that the responsible party is aware 

of results requirements and they will have access to the data required.           

When the departure has been confirmed, and Record Ownership (if any) has 

been transferred, the departing user’s PRS user account can likely be disabled.   

e. Account holders found to be still employed with the organization and 

associated with active or completed records should likely remain active.   

f. Enter departing user information in systems used to track this information, such 

as an account tracker or service request log, as relevant. 

NOTE: The list of accounts (both enabled and disabled) is maintained in the PRS and can be 

accessed via the Accounts menu. 
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Glossary 

ClinicalTrials.gov Protocol Registration and Results System: (https://register.clinicaltrials.gov/ ) 

HR: Human Resources  

PI: Principal Investigator 

PRS: Protocol Registration and Results System 

RO:  Record Owner  

SOP: Standard Operating Procedure 
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