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1. TYPE OF REVIEW SOUGHT

 FORMCHECKBOX 
  Full committee review (use for substantive changes to studies originally receiving full committee review, and for studies that originally received expedited review but that now have the possibility of increased subject risk)

 FORMCHECKBOX 
  Expedited review (use for studies originally receiving expedited review and with no new risks identified, and for minor modifications to a study already approved by full committee)

2. IDENTIFICATION
	IRB No:       

	PI Last Name:       
	First Name:       

	Project Title:       


3. MODIFICATION

3a.  In the PI’s judgment, which category of modification is requested?

 FORMCHECKBOX 
 Minor
 FORMCHECKBOX 
 Substantive      FORMCHECKBOX 
 Uncertain

3b. What is being changed? (check all that apply)
 FORMCHECKBOX 
  Budget

 FORMCHECKBOX 
  Conflict of Interest

 FORMCHECKBOX 
  Consent/assent form

 FORMCHECKBOX 
  Consent/assent processes

 FORMCHECKBOX 
  Data collection instruments (questionnaire, survey, interview guides, etc.)

 FORMCHECKBOX 
  Data collection methods

 FORMCHECKBOX 
  Data security measures

 FORMCHECKBOX 
  Enrollment numbers 

 FORMCHECKBOX 
  HIPAA Authorization

 FORMCHECKBOX 
  Investigator’s brochure

 FORMCHECKBOX 
  Performance Site(s)

 FORMCHECKBOX 
  Recruitment materials (e.g. advertisement, flyer, etc.)

 FORMCHECKBOX 
  Recruitment processes

 FORMCHECKBOX 
  Sponsor or funding source
 FORMCHECKBOX 
  Study enrollment status (e.g. temporarily closed to accrual, permanently closed to accrual, etc.)

 FORMCHECKBOX 
  Study personnel

 FORMCHECKBOX 
  Study procedures

 FORMCHECKBOX 
  Study protocol
 FORMCHECKBOX 
  Other, explain:       
3c.  Describe each proposed modifications and provide the rationale.

	Describe the modification
	State rationale for the change

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     

	     
	     


3d.  Does the proposed modification reflect or impose an increased risk to participants?   FORMCHECKBOX 
 Yes     FORMCHECKBOX 
 No


3d1.  If yes, explain the increased risk and how it will be mitigated:       
4. SUBJECT NOTIFICATION

4a.  How many subjects have been enrolled in this study to date?      
4b.  Do enrolled subjects need to be notified of the proposed changes?


  FORMCHECKBOX 
 Yes  (go to 4b1)    FORMCHECKBOX 
 No  (go to 4b2)      FORMCHECKBOX 
 Not applicable, no subjects have been enrolled (go to 5)
If both “yes” and “no” are both checked, complete both 4b1 and 4b2.

4b1.  Explain why it is important to notify subjects, how this will be done, when, and by whom:  

     
4b2.  Explain why subjects do not need to be notified:  

     
5. STUDY DOCUMENTS

5a.  List all new or revised documents, including the revised version number:

	Document name
	New or Revised?
	Version number

	     
	 FORMCHECKBOX 
 New   FORMCHECKBOX 
Revised
	     

	     
	 FORMCHECKBOX 
 New   FORMCHECKBOX 
Revised
	     

	     
	 FORMCHECKBOX 
 New   FORMCHECKBOX 
Revised
	     

	     
	 FORMCHECKBOX 
 New   FORMCHECKBOX 
Revised
	     

	     
	 FORMCHECKBOX 
 New   FORMCHECKBOX 
Revised
	     


5b.   FORMCHECKBOX 
  Attach are all new or revised documents for review.  
· Use tracked changes to make the changes in already approved documents obvious and submit the revised documents showing tracked changes.
· Submit a clean version of each new or revised document with the tracked changes accepted (in addition to the tracked changes versions).  
6. INVESTIGATOR’S ASSURANCE
By submitting this Modification Request, I certify that the information supplied in this form, with attachments, is complete and correct, that the modifications have not yet been used with any human subject, and that it will not be implemented until Carle IRB approval has been obtained.

1. I am familiar with the Carle IRB Guidelines.  I will adhere to the policies and procedures explained therein, as well as other policies and procedures established by the Carle IRB.

2. I am aware of the legal, regulatory, and ethical requirements to protect human subjects, including without limitation, protection of their personal privacy and the privacy of all information identifying and/or relating to them, and agree to comply with all such human subject protections.

3. I am aware of the applicable Carle policies and contract provisions associated with this research that require me and other individuals working on this project to keep all research related activities and information confidential.  This information may only be shared with those who have a business reason to know it.  I have informed all individuals who will work on this research project of the confidentiality requirements and will inform all new individuals of the same.
4. If I wish to make changes to the protocol or any other study documents, I will submit the changes to Carle IRB for approval prior to initiating the changes.

5. If any unanticipated problems involving human subjects occur, I will immediately notify the Human Subjects Protection Program at Carle at 217/383-4366.

6. If a research participant becomes incarcerated during the course of this study, I will immediately contact the Carle Human Subject Protection Program (HSPP).  Approval will be obtained before the research can continue with that participant.

7. Presentations and publications resulting from this research shall acknowledge Carle appropriately.  

Both minor and substantive modifications to human subject research must be reviewed and approved prior to implementation.





Minor modifications:  Minor modifications to previously approved projects include those that do not alter the risk-benefit assessment for the research. Examples include changes in the research personnel; minor changes in the consent form(s), recruiting materials, or procedures; minor changes in compensation; the use of a new site that is not materially different from a previously approved site; changes whereby the investigator provides the subjects with more accurate information as a result of additional experience with the protocol.





Substantive modifications:  Substantive modifications include protocol changes that would cause subjects to engage in activities not previously approved, or that involve an increased level of risk to the physical, emotional, or psychological well-being of participants (including the loss of confidentiality), or that involve a decreased benefit, or that otherwise result in the alteration of the risk-benefit assessment for the research. Examples include adding a new subject population, adding new measures that significantly differ from those currently approved, changing inclusion or exclusion criteria, changing the informed consent process, and changing procedures affecting subject confidentiality.





Changes to IRB approved documents:  Use tracked changes to make the changes in already approved documents obvious and submit the revised documents showing tracked changes.
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