
                                                                             
 

Follow the process below to create a UTSW 21 CFR Part 11 Compliant REDCap project: 

1. Ensure the project is an FDA regulated research project which requires 21 CFR Part 11 
Compliance. You may consult with the IRB Office to confirm.   
 

2. Require all individuals with access to the REDCap project (users) to complete the REDCap Part 
11 training.   

a. Users added to the REDCap project should be named as study team members on the 
UTSW IRB approved study.  

b. NOTE: REDCap admin verifies all Users on project have completed training prior to 
publishing the project. ADDITIONAL users added after the project is live will be required to 
have training before they are added to the project. Not completing training prior to being 
added to live projects will be considered noncompliance. 
 

3. Log in to UTSW REDCap using your UTSW User ID and password.  
 

4. Create a new project by clicking “New Project” 
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5. Complete the REDCap Project Creation Form by entering the relevant required information as 

shown below.  

 
 

6. NOTE: Study team members (Users) MUST enter Part 11 Project in the project notes to ensure 
compliance with 21 CFR Part 11 requirements.  
 

7. Create the project as desired.  
 

8. Submit to the REDCap Administrator for approval.  
 

9. The REDCap Administrator validates the project and confirms all users added have completed the 
Part 11 training.  
 

10. Receive notification that the project is LIVE 
Don’t Forget! Any ADDITIONAL users added after the project is live will be required to have 
training before they are added to the project. Not completing training prior to being added to 
live projects will be considered noncompliance. Compliance with training will be monitored 
by the Office of Institutional Compliance. 


