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Project Update/Amendment Form
Submit one copy of this form and all other applicable materials to: humansubjects@usd.edu

Today’s Date:
     
Project Title:
     

Principal Investigator:      
Department:      	Email:      	
[bookmark: _GoBack]Phone:      

Co-Investigator or Student Investigator:      
Department:      	Email:           
Phone:      

1. What are you revising?
|_| Consent form				|_| Questionnaire/survey
|_| Advertisements				|_| Letter(s) of permission
|_| Investigator Brochure			|_| IRB approvals other than USD IRB
|_| Administrative letter (Dated:     )		|_| Adding a site or location
|_| Closed to accrual (Dated:     )		|_| Other:      	
						
2. Change of Personnel:
|_| Add Personnel (list names, email address and dates of CITI completion)      
|_| Remove Personnel (list names)      

3. Is the change significant?
|_| Yes (Update and attach original IRB application) 
|_| No

4. Please describe the change.      

5. What is the reason for the change?      

6. How would the proposed revision change the level of risk to the subjects?
|_| Increase
|_| Decrease
|_| No change

7. If the proposed change increases the risk, briefly describe the risk level. Consider level of protection, data safety and monitoring procedures, potential benefits, and any changes to study populations.      

8. What impact will this have on the study and/or the participants?      

9. Are there changes needed to the consent form?      
If yes, attach a copy of the revised consent with the changes tracked or underlined and a clean copy for the IRB date-stamp. 

10. If consent is revised do you have subjects enrolled with the previous consent?      

11. Does the revised consent require re-consenting of enrolled subjects?  If yes, provide a plan to re-consent.      

12. Attach all modified documents:
|_| Informed consent
|_| Telephone scripts
|_| Protocols from sponsors
|_| Investigator brochure
|_| Advertisements, flyers, posters
|_| Surveys, questionnaires, interview questions
|_| Any other modified documents      
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|_| Exempt Study	|_| Does not change exempt status	|_| Modified or new documents acceptable
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