

Please submit this form electronically to the IRB at irb@clarkson.edu.  After approval, send a signed copy to irb@clarkson.edu.  Double-click on the box and select “Checked” under “Default Value”
Request for Continuation and/or Modification of Human Subjects Research
Instructions: Submit an electronic version of this form and the complete, revised proposal, with modifications noted through highlighting or “Track Changes,” to the IRB at irb@clarkson.edu. Modification requests must be submitted and approved before implementing any protocol change that impacts subjects, except to eliminate immediate hazards to subjects, in which case, submit this form as soon as possible. Minor revisions of minimal-risk protocols can be processed through expedited review; major revisions require full IRB review and must be received at least one week before the meeting at which it is to be reviewed. 
Click one or more options for your request:

|_|	New expiration date to continue research. Expiration dates are set to a maximum of one year from this form's approval date. Complete the form; skip the optional Modification section if you are not modifying your existing, approved protocol.

|_|	Modify approved research protocol. Complete the form and include the revised protocol with all recruitment, consent, and other materials. Highlight or use Track Changes in Microsoft Word to clearly indicate all revisions.

|_|	Add or remove staff from an approved protocol. Complete the form and include the revised protocol with all recruitment, consent, and other materials, indicating staffing changes. Highlight or use Track Changes in Microsoft Word to clearly indicate all revisions. You can also request a new expiration date (one year from approval) below if needed.

|_|	Modify an approved exemption. Exemptions do not expire, but if your procedures and/or research staff change, you must request an exemption approval. New staff must complete CITI training before requesting approval to modify the exemption.

NOTE: Do not continue research beyond the original expiration date until the IRB approves your request. 
Principal Investigator: 
Project Title:
IRB Approval Number:
Current Expiration Date (n/a for exemptions):
Requested New Expiration Date (optional): 
[bookmark: Text1][bookmark: Text2][bookmark: Text3]Number of subjects already included in the study: Total:         Male:        Female:      

Check the statement that most accurately describes your current status:
[bookmark: Check1]|_|	We are continuing to recruit subjects.
[bookmark: Check2]|_|	We are no longer recruiting subjects, but continue to collect data on existing subjects.
[bookmark: Text4][bookmark: Text5][bookmark: Text6]|_|	We are no longer recruiting subjects, but plan to collect follow-up data on existing subjects. How long will follow-up data be collected?                
Comments:  
[bookmark: OLE_LINK7][bookmark: OLE_LINK8]


Have any of the procedures for the project changed (other than what was approved by the IRB, either initially or through approved Project Modification Requests)?
[bookmark: Check3]|_|	No
[bookmark: Check4]|_|	Yes:  Please explain: 



Does any recent literature provide information about risks associated with the research?
|_|	No
|_|	Yes:  Please explain: 



Has information become available since starting this study, indicating a need for modification?
[bookmark: Check5]|_|	No
[bookmark: Check6]|_|	Yes:  Please explain: 



Have any subjects withdrawn from the study?
|_|	No
|_|	Yes:  Please explain: 



Have any adverse events affected human subjects, including risks of adverse events that did not ultimately cause harm
[bookmark: Check7]|_|	No
[bookmark: Check8]|_|	Yes:  Please explain: 



Have any grievances or complaints been received about this study?
[bookmark: Check9]|_|	No
[bookmark: Check10]|_|	Yes: Please explain: 



Click all statements that describe the proposed change(s):
|_|Modification of recruitment procedures
|_|Modification of inclusion and/or exclusion criteria
|_|Modification of the Informed Consent form or process
|_|Modification of testing or intervention procedures 
|_|Other



Complete the following sections only if you are requesting permission to modify your approved protocol.

Summarize any proposed changes (enlarge this text box if necessary):


Justify the need for the proposed modifications:




Signature of PI: 	  Date: 	

Researchers - Do not enter information in the box below
Reviewed by:
Date of review:
Audit performed:  ___No;   ___Yes
___Approved;    ___ Not Approved
IRB Approval number: 
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