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Locate Protocol Enrollment 
Exception Form

 Log onto iRIS. 
 Locate the study. 
 On study dashboard, locate and 
click on “Protocol Enrollment 
Exception Request Form”

Protocol Enrollment Exception Request Form



 Review the guidance
for protocol 
enrollment exceptions 
to make sure you are 
using the right form. 

 Important! If you are 
making a permanent 
change to the 
protocol, do not fill 
out this form. 
Instead, fill out a 
Modification Form.

Protocol Enrollment Exception Request Form

http://irb.ucsf.edu/protocol-violation-or-incident#exception


Enrollment Exception Status: Has 
the individual you are requesting 
this exception for already been 
enrolled?

Yes: Do not fill out this form 

Instead, submit a Protocol 
Violation/Incident Report form.

Protocol Enrollment Exception Request Form



Additional Changes: Do you 
have changes other than the 
Enrollment Exception that you 
would like to make to your 
study at this time?

Yes: Only use this form for 
Enrollment Exception requests. All 
other changes should be submitted 
using the Modification Form or the 
Personnel Changes Form, as 
appropriate.

Protocol Enrollment Exception Request Form

 Note:  Wait until the Enrollment 
Exception request has been 
reviewed by the IRB before
submitting the other changes.  



VA Studies: Are you requesting to 
enroll a VA patient?

Protocol Enrollment Exception Request Form

 Note:  This question will only appear if 
the VA is listed as a site in your approved 
IRB application. 



Yes: If yes, do the following:
1. Describe the risks in the 

following question on 
the form. 

2. Attach an addendum 
consent form detailing 
the risks. For guidance, 
refer to the Addendum 
Consent Template on the 
IRB website.

Protocol Enrollment Exception Request Form



Is this a sponsored study: 

No: By submitting this protocol 
exception request, you are 
providing assurance that the 
Principal Investigator has 
reviewed and approved the 
proposed exception. 

Yes: Attach a copy of the 
sponsor’s approval memo in the 
last question of this form. 

Description:  Explain how to 
participant will benefit from 
this enrollment exception. 
Also include any additional 
risk not already mentioned 
in the approved informed 
consent. 

Protocol Enrollment Exception Request Form



Impact Analysis: 
Describe impact on 
future analyses if this 
enrollment exception is 
approved. 

Protocol Enrollment Exception Request Form



Local Exception 
History

Protocol Enrollment Exception Request Form

 Note: For an 
extensive list of all UCSF 
affiliated sites, click 
here: 
https://irb.ucsf.edu/ucsf
-affiliated-institutions

Yes: 

Enter the number of 
exceptions previously 
requested. 

Comment whether 
other exceptions were 
related to the same 
enrollment criteria. 



Protocol Enrollment Exception Request Form

New Documents and Consent 
Forms: 

Yes: If yes, upload your new 
consent as a Word Document.

New Documents and Consent 
Forms:

No: If no, make sure your form is 
complete and press save and 
continue. 

Yes: Attach new documents (i.e. 
Sponsor’s approval) here.


