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THE UNIVERSITY OF MONTANA-MISSOULA

Institutional Review Board (IRB)

for the Protection of Human Subjects in Research

CONTINUATION/CLOSURE REPORT
The Institutional Review Board (IRB) is required by Title 21, Code of Federal Regulations (Part 56.109) and Title 45, Code of Federal Regulations (Part 46.109) to conduct continuing review of ongoing projects not less than once per year.  

Please see page 2 for instructions on completing this form.  
	Project Title:      

	Principal Investigator:       
	Title:      

	     Signature:      
	

	     Email address:      
	

	     Work Phone:      
	Cell Phone:      

	     Department:      
	Office location:      

	Faculty Supervisor (if student project):      

	     Department:      
	Work Phone:      

	     Signature:      
	Email:      


1.  Approximately how many subjects have you tested?      
     Are you still recruiting subjects?    FORMCHECKBOX 
Yes   FORMCHECKBOX 
No
2.  Is data collection complete (doing analysis only)?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No  If yes, have all subject identifiers been destroyed?   FORMCHECKBOX 
Yes  FORMCHECKBOX 
No         
3.  Have any subjects complained about or withdrawn from the research?    FORMCHECKBOX 
Yes      FORMCHECKBOX 
No
	If yes, describe the circumstances and any complaints:      



4.  Have any adverse effects or unanticipated problems involving risks to subjects been reported?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
No
	If yes, please describe any adverse effects:        


5.  Are there any recent findings or publications regarding risks/adverse effects associated with similar research?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
No
	If yes, please summarize:      



6.  Are you making any changes to the originally-approved protocol? 

 FORMCHECKBOX 
Yes   Attach Amendment Request form and, if applicable, new consent/assent/permission form(s).
 FORMCHECKBOX 
No    If still recruiting subjects, please see instructions on page 2 for a list of required attachments.
7.  As Principal Investigator, I understand that my signature above certifies that all researchers involved in this project have taken a self-study course on protection of human research subjects (http://www.umt.edu/research/complianceinfo/IRB/) within the last three years and can provide “Certificate(s) of Completion” upon request.   FORMCHECKBOX 
Yes      FORMCHECKBOX 
No 
8.  Study Closure: Are you requesting closure from IRB review?   FORMCHECKBOX 
Yes      FORMCHECKBOX 
No
	If yes, provide all information specified in the instructions on p.2:       


For UM-IRB Use Only
IRB Determination:

_____ Approved Exempt from Review, Exemption # ____  (see memo)
_____ Approved by Expedited Review, Category #____ (see *Note to PI)
_____ Approved by Administrative Review

_____ Full IRB Determination

          _____ Approved (see *Note to PI)
          _____ Conditional Approval (see attached memo) - IRB Chair/Coordinator Signature/Date: ​​__________________________
                    _____ Conditions Met (see *Note to PI)
          _____ Resubmit Proposal (see attached memo)



Risk level: __________________________
           _____ Disapproved (see attached memo)
_____ Study closed:  No further IRB review required.
Final Approval by IRB Chair/Coordinator: ___________________________ Date: ____________ Expires: ___________
Instructions for IRB form RA-109

Continuation:  If your project is continuing (with data collection OR analysis with identifiable data), you must:

1. Complete and submit this Continuation Report (form RA-109).  
2. If consent forms were used, include a copy of one that was actually signed by a subject, with the signature of the individual redacted (blacked out). Leave the date visible.

3. If you are continuing to recruit participants, include clean copies (without approval stamp) of all applicable consent/assent/permission forms AND recruitment flyers.  

4. If you are making changes to the originally-approved protocol, attach an Amendment Request describing the proposed changes and, if applicable, the relevant consent/assent/permission/recruitment documents.

For continuation, all necessary materials need to be submitted, reviewed, and approved prior to the expiration date, or the study will be terminated and all work must cease.  In that case, a new proposal would need to be submitted and approved before any work may be resumed.  

 Closing out the Study:  Studies may be closed from continuing IRB review under the following conditions:
1. If the study has been completed or abandoned, please indicate the date of that action in item #8 on the form. Completion is defined as “all data collection and analysis have been completed.”

2. If you have finished obtaining data through interaction or intervention with subjects or obtaining identifiable private information about the subjects, which includes the using, studying, or analyzing identifiable private information, the study may be closed if analysis is continuing with de-identified data* only.  You must describe and verify the status of the data in item #8 on the form.

3. All signed Informed Consent forms must be retained by the PI for at least 3 years after completion of the research, per federal regulation [45 CFR 46.115(b)].  The forms must be stored in a secure, locked location separate from the de-identified data.

Please mail the completed form as a Word document to IRB@umontana.edu or provide a hardcopy to the Office of the Vice President for Research & Development, University Hall 116.  NOTE:  Submission of this form from a University email account constitutes an individual’s signature; students submitting electronically must copy their faculty supervisors.
* De-identified data: Data from which identifiers have been removed to the extent that the remaining data is truly anonymous, with no possibility of linking the data back to individual subjects.

Form RA-109
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* Note to PI:  Study is approved for one year.  Use any attached IRB-approved forms (signed/dated) as “masters” when preparing copies.  If continuing beyond the expiration date, a continuation report must be submitted.  Notify the IRB if any significant changes or unanticipated events occur.  Notify the IRB in writing when the study is terminated
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