Clarkson University Institutional Review Board

Request for Research Project Modification
Instructions: Submit this form electronically to the IRB at irb@clarkson.edu  prior to implementing any protocol change that impacts subjects. All paper copies are to be sent to Rebecca Thatcher, IRB Administrative Assistant, at PO Box 5630.  The only exception is to eliminate immediate hazards to subjects, in which case submit this as soon as possible. Minor revisions can be processed through expedited review; major revisions require full IRB review.

Investigator(s):
Project title:

IRB approval number:
Approval date: 
Scheduled completion date:

Number of subjects already included in the study: Total: _____    Male: _____  Female: ______

Summarize the proposed changes: 

[image: image1]
Check all statements that describe the proposed change(s):

 FORMCHECKBOX 
Modification of recruitment procedures
 FORMCHECKBOX 
Modification of inclusion and/or exclusion criteria
 FORMCHECKBOX 
Modification of the Informed Consent form or process
 FORMCHECKBOX 
Modification of testing or intervention procedures 
 FORMCHECKBOX 
Other
Have there been any adverse events, (risks or problems) affecting human subjects?

 FORMCHECKBOX 
No

 FORMCHECKBOX 
Yes: Please explain: 
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Please justify the need for the proposed modifications:

[image: image3]
Signature of PI: 
  Date: 

Attach revised protocol and/or consent or other materials, highlighting all revisions.
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