FORM 8
CONTINUING REVIEW OF AN
APPROVED PROTOCOL
Please submit this form to the Academy’s USNA IRB Office 30 days prior to expiration. Please submit this form if you wish to continue IRB approval of your research protocol.  You must continue IRB approval of your protocol if you have not yet completed data analysis and all research activities outlined in your IRB application (and any subsequent amendments).  If you have completed all research activities, please see the “Request to Close a Project” form to determine if it is appropriate to close your protocol.

 If you believe the risk to human subjects has changed or you are not sure what level of review is appropriate, please contact the HRPP Office. Only complete applications can be reviewed for action. For additional guidance, please contact the Academy’s USNA HRPP Office at 410-293-2533 or  HRPPoffice@usna.edu. 

PART I: BACKGROUND INFORMATION

	Principal Investigator:
	

	Department/Office:
	     

	

	Phone:
	     
	Mail Stop:
	     
	Email:
	     

	Research Title:
	     

	
	

	Co-Investigators: 
	     

	Expiration Date:
	     

	IRB Approval Number 
	USNA
	     


(Please see the approval letter for the complete number,)

The approved research protocol was reviewed and approved:
	 FORMCHECKBOX 

	exempt
	 FORMCHECKBOX 

	expedited
	 FORMCHECKBOX 

	convened IRB meeting


PART II:  PROJECT STATUS
Please check below.
a.  FORMCHECKBOX 
 Project has not yet started.

b.  FORMCHECKBOX 
 Participant enrollment and data collection are on-going.

c.  FORMCHECKBOX 
 Participant enrollment closed, but data collection procedures are still underway.

d.  FORMCHECKBOX 
 Participant enrollment and data collection has been completed, but follow-up with participants could be conducted.

e.  FORMCHECKBOX 
 All data collection activities have been completed; renewal is needed for data analysis only.

FOR ACADEMY’S HRPP OFFICE USE ONLY:

	Date Received by HRPP Office
	
	Received by
	

	Tracking Number
	

	Routing
	

	
	


PART III: RESEARCH POPULATION___________________________________________   
Please select the populations which are being used as research subjects. (Check all that apply.)

	 FORMCHECKBOX 

	Midshipmen (Sample of Population)

	 FORMCHECKBOX 

	Midshipmen Candidates (NAPS) (Sample of Population)

	 FORMCHECKBOX 

	Faculty (including tenure-track and visiting faculty)

	 FORMCHECKBOX 

	Civilian employees

	 FORMCHECKBOX 

	Military personnel assigned to the Naval Academy complex

	 FORMCHECKBOX 

	Civilian contract employees engaged in work connected to or in support of USNA activities

	 FORMCHECKBOX 

	Residents of the Naval Academy and their families

	 FORMCHECKBOX 

	Candidates, sponsor families, and guests participating in USNA-sanctioned activities or functions

	 FORMCHECKBOX 

	Populations connected to or associated with the Naval Academy who are not otherwise covered by human subject research protections via other DOD/DON policies.

	 FORMCHECKBOX 

	Prisoners

	 FORMCHECKBOX 

	Children (minors under the age of 18, including midshipmen/candidates/applicants 17 or younger)

	 FORMCHECKBOX 

	Those who are mentally or cognitively disabled

	 FORMCHECKBOX 

	Pregnant women

	 FORMCHECKBOX 

	Economically or educationally disadvantaged persons

	 FORMCHECKBOX 

	Another population will be used (explain below)

	
	     


PART IV: PARTICIPANT NUMBERS 
1. How many participants have been enrolled since initial IRB approval? 

       
“Enrolled” means recruited and consented. If you have renewed your project more than once, please refer to previous renewal applications to calculate the total number enrolled.

2. How many participants have been enrolled since last renewal?       
If this is your first renewal, the number here should match #1 above.

3. How many additional participants are needed to complete the study?       
4. Was any participant withdrawn or did any participant voluntarily withdraw from the study?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

If yes, how many?       
Please describe the incident(s).

     
PART V: RESEARCH QUESTIONS 
5. Do you need to make changes to the current protocol before continuing research activities in the next year? (e.g., in the research population, in procedures, or in design of consent forms)
 FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No 

If yes, complete and attach Form 7 Amendments.

6. Describe any unexpected outcomes or problems in the space provided that occurred since the last IRB review.  Note that adverse events, both expected an unexpected, must be reported.  If any adverse events were reported by participants, describe the nature of the events and explain what changes were made in the research design to respond to the report.
     
       FORMCHECKBOX 
  None

7. Summarize any complaints about any aspect of the research project since the last IRB review.
     
       FORMCHECKBOX 
  None

PART VI: INFORMED CONSENT 
8. Please attach the previously approved stamped copy of the consent/assent form(s), that you used during the past approval period.

9. Will you be enrolling additional participants?   FORMCHECKBOX 
  Yes   FORMCHECKBOX 
  No

If yes, please attach an unsigned and unstamped version of the consent/assent form(s) that you will be using during the next approval period.  If your renewal is approved, the forms will be stamped with the new approval and expiration dates of your project and returned to you for use.  You must use copies of these stamped forms in securing consent during the next approval period.

PART VII: RESEARCH SUMMARY 
10. Provide a short and concise summary below of the research findings obtained to date.  Include any other relevant information, such as changes to risks or benefits.  If you have not yet begun to analyze data, describe the activities that have taken place to date and what you hope to accomplish during the next approval period.
     
11. Provide a summary of any literature that may be relevant to the research that was published since the last review.
     
No new subjects may be enrolled and all research activities may be suspended if your project is not renewed by the expiration date.

*********************************

I assure that all information is accurate and that no changes will be implemented until IRB approval has been granted.  If the IRB protocol requires use of a signed consent form, I certify that I will obtain a signed copy from each human subject and store it securely in my research files.
_     _____________________________________________

______________

Printed Name








Date

______________________________________________



Signature
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