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Continuation Review/Annual Renewal Form
Submission Instructions:
Submit one (1) copy of the application and all other appropriate required materials electronically to:
humansubjects@usd.edu
The signature page may be hand delivered to Slagle 107C. You may also submit it as a PDF or send it intercampus mail.
Approval letter will not be sent out until we have received the application signature page.
We do not accept paper copies.

Today’s Date:
[bookmark: _GoBack]     
Project Title:
     

Principal Investigator:      
Department:      	email:      	
Address:                     phone:      

Co-Investigator or Student Investigator:      
Department:      	email:           
Address:                      phone:      

1. Status of the Project
|_| Project not conducted. Please close the project
|_| Project still active; enrollment of participants continues
	|_| Attach a copy of the current IRB approved consent document
	|_| Attach a clean copy of the consent document for new approval stamp
	|_| Attach the current protocol for FDA-regulated device or drug
	|_| Attach a copy of the IRB submission form only if the initial form has been revised
	|_| VA studies only: current HIPAA authorization
|_| Project still active; enrollment is complete, but participants are still receiving research related interventions, (e.g., blood draws, study treatment, etc.)
|_| Project still active; enrollment is complete. Participants have completed all research-related interventions, and long term follow-up is completed. The research activities are limited to only data analysis (medical, interventional research)

2. List names and current email addresses for all current members of the study team.      

3. Have you conducted this project/protocol since the last approval date?      

4. Provide a narrative summary of interim findings from your data in the past year.      

5. How many subjects did the IRB approve at the last review?      

6. How many subjects were enrolled since the last approval date?      

7. How many subjects have participated since this project/protocol was initiated?      

8. Please provide a breakdown (in numbers) of all subjects enrolled to date by race and gender.
	|_| American Indian/Alaskan Native	Males      		Females      
	|_| Asian/Pacific Islander		Males      		Females      
	|_| Black (not Hispanic)			Males      		Females      
	|_| Hispanic				Males      		Females      
	|_| Caucasian (not Hispanic)		Males      		Females      
	|_| Other/Unknown			Males      		Females      

9. Number of participants considered members of specific vulnerable populations.
	|_| Individuals with diminished mental/physical capacity      
	|_| Children      
	|_| Pregnant women      
	|_| Fetuses      
	|_| Economically/educationally disadvantaged persons      
	|_| Prisoners      
	|_| American Indians      

10. Number of subjects who voluntarily left the study      
Reasons for withdrawal      

11. Number of subjects withdrawn by the investigator      
Reasons for withdrawal      

12. Number of subjects lost to follow-up      
Explain      

13. Number of subject deaths      
At this institution      
At other sites      

14. Since the IRB approval or last continuation, have you had any problems recruiting subjects?      
If yes, please provide a summary describing the problems with recruiting subjects.      

15. Total number of subjects experiencing any adverse and/or unexpected adverse events at this institution.      

16. Provide a narrative summary of all Adverse Events, Untoward Events, or Outcomes experienced by participants since the last continuing review. Indicate whether adverse events experienced by participants are different from those originally anticipated.      

17. Provide a narrative summary of the Unanticipated Problems involving risk to participants or others that have occurred in the research in the last year.      

18. Provide a narrative summary and attach any relevant reports (e.g., Data Monitory Committee reports, annual progress reports, multi-center trial reports) received in the last year.      

19. Have you received any complaints about the research in the past year (if yes please describe)?      

20. Has there been any agency, institutional, or other inquiry into noncompliance in the study, or any finding of noncompliance concerning a member of the research team (if yes please describe)?      

21. Since the last IRB review, has there been any other relevant information and/or recent literature regarding this research, especially information about risks associated with the research (if yes please describe)?      

22. Provide a narrative summary of benefits experienced by participants in the past year.      

23. Provide an assessment of whether the relationship of risks to potential benefits has changed based on the study results in the past year.      

24. Is this a VA study?      
If yes have all unanticipated problems been reported to the VA R&D committee?      

25. Does your study require review and approval of other committees?      
Please list name of committee and submission date.      
It is the responsibility of the investigator to seek the renewal from other committees required for this research. If you other committee’s approval is needed, you are responsible for submitting the appropriate information to that committee. You will not be able to continue your study until you have the final approval from all appropriate committees.

26. Has there been a change in the conflict of interest status for this protocol for anyone who recruits, selects, consents, treats participants, plans to analyze the data, serves as an author on a paper originating from this research, or is an immediate family member of anyone in such a role?      
If yes you must complete a Conflict of Interest Disclosure Form B and attach. A copy can be downloaded at Disclosure Form B

27. To your knowledge, does USD or VA have an ownership or royalty interest in any intellectual property utilized in this protocol (if yes please describe)?      



Principal Investigator’s Assurance Statement
The principal investigator certifies that he/she has:
· Reported all serious or unexpected adverse events as required
· Obtained from each participant his/her informed consent (unless a waiver of the consent process was granted) and that a consent form was signed, dated, and is retained in the PI’s files for every participant who signed the form (if use of a consent form was required).
· Not made any changes to the study procedures or consent form(s) without prior IRB approval
|_| Yes I certify that I have adhered to the above statements.
|_| No I have not adhered to the above statements. Explain why not      



______________________________________
Principal Investigator Signature
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