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AMENDMENTS TO APPROVED STUDY
Purdue University, Institutional Review Board
The IRB must prospectively review and approve changes to previously approved research (except when necessary to eliminate apparent immediate hazards to research participants). Note that some specific changes have been determined to present no increased risk or burden to participants, nor decreased benefits to them. For a list of such minor changes not requiring review, see the document titled Minor Amendments Not Requiring IRB Review, which can be found at www.irb.purdue.edu/application-forms (under “Forms: After Approval”).
Should you wish to make non-minor changes to your previously approved study, you will need to complete this form, along with a Cover Page for IRB Submission, which can be found at www.irb.purdue.edu (under “Application Forms”; Note that with study amendments, you only need to complete the first two items on that Cover Page, along with the PI’s signature). Changes requested on this form may not be implemented until the investigator receives final written IRB approval.
1. 
Project Title: 




2.
Principal Investigator:  


                                       (Name, Title, Department, E-mail, Phone)

3. 
IRB Study Number: 


4. 
Current Approval Expiration Date:

5.  
Indicate the type of change(s) and upload all applicable documents (including Cover Page):

 FORMCHECKBOX 
  Removing Study Key Personnel * (complete below)
 FORMCHECKBOX 
  Adding Study Key Personnel * (complete page 2)
 FORMCHECKBOX 
  Changing Recruitment Procedures (complete page 3)
 FORMCHECKBOX 
  Changing Recruitment Materials (complete page 3)
 FORMCHECKBOX 
  Changing Study Population (complete page 3)
 FORMCHECKBOX 
  Increasing Number of Study Participants (complete page 3)
 FORMCHECKBOX 
  Changing Study Procedures (complete page 3)
 FORMCHECKBOX 
  Changing Study Instruments/Measures (complete page 3)
 FORMCHECKBOX 
  Change in Funding for the Study (complete page 3)
 FORMCHECKBOX 
  Other – Please describe       (complete page 3)
6. 
If you are removing key personnel, please provide the name(s) of those personnel here:

	     


* The removal or addition of non-key personnel does not require submission of an amendment to IRB. Please see the definitions below to determine if the personnel you wish to add meet the definition of key personnel:

	Key Personnel
	Members of a research team who contribute in a substantive way to the scientific or scholarly development, execution, or interpretation of a project.

	Non-Key Personnel
	Research personnel who either interact with human subjects or access identifiable, private information but are not key personnel in the sense that they do not contribute in a substantive way to the scientific or scholarly development or execution of a project. For example, such personnel may assist in collecting data, but are always under supervision of the principal investigator and/or key personnel and do not act independently in the execution of the research project.


7. 
If you are adding key personnel, please complete the table below:


New Key Personnel #1**
	Name (Last name, First name):  
     
	Will s/he replace the current PI on this study?    FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes
( IF YES, what will now be the role of the current PI? 

                FORMCHECKBOX 
  Study Co-Investigator   FORMCHECKBOX 
  No longer key personnel

	Title/Highest Earned Degree:      
	On this study s/he will serve in the following role:  
 FORMCHECKBOX 
 Co-Investigator    FORMCHECKBOX 
 Key Personnel     FORMCHECKBOX 
 Consultant



	University/Institution and Department: 
     
	Does s/he have a significant financial interest or any other known conflict of interest in this study?    FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes


	Mailing Address: 
     
Email Address:      
Phone Number:      
	S/he has completed (check all that apply):
 FORMCHECKBOX 
 Purdue CITI Training 

 FORMCHECKBOX 
 CITI Training through another institution 

( Identify institution:                 Expiration date:      
 FORMCHECKBOX 
 Other Training 

( Identify training:       

	Please describe this personnel's roles and responsibilities in the study: 
     


	For Non-Purdue Personnel, has IRB Approval been obtained from his/her home institution? 

 FORMCHECKBOX 
 Yes:  please upload the approval letter from the IRB at their home institution, along with this form.

 FORMCHECKBOX 
 No:   which institution's IRB do you want to have cover this person? [NOTE: At Purdue, staff must secure local IRB approval or an IRB Individual Investigator Agreement with Purdue before approval of adding new study personnel is granted.]

	Have any study documents (e.g., consent forms, information sheets, recruitment materials, etc.) changed to reflect new personnel or remove previous personnel?  

 FORMCHECKBOX 
 Yes – Upload revised documents with this form   FORMCHECKBOX 
 No


** If you are adding more than one key personnel, please submit one Additional Personnel form for each new key personnel you wish to add, which can be found at www.irb.purdue.edu (under “Application Forms”).

For Non-Personnel Changes:
8. 
Briefly summarize any requested non-personnel change(s). For changes to recruitment procedures, recruitment materials, study population, and study procedures, please submit a copy of a revised study description (i.e., a revised version of your originally approved application narrative) updated to include the changes and using track changes or highlighting to indicate the changes: 
	     


9. 
Describe the rationale for your requested change(s):
	     


10. How many subjects have been enrolled to date in this study?       
11. In your opinion as principal investigator, will these changes affect the overall risk or benefit to participants in the study?   FORMCHECKBOX 
 No   FORMCHECKBOX 
  Yes

If YES, please describe how the risk or benefits to participants will change:

	     


12. Do the changes to the study prompt changes to any study materials? 

 Yes  No  

If YES, please upload copies of all the new materials or relevant revised materials updated to include the changes and using track changes or highlighting to indicate the changes.  
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