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	___/____/____
	
	_______________

	Date Submitted
	
	 IRB File Number


Casper College

Institutional Review Board

Annual Continuing Review Form
(revised 09/12/2011)

	Principal Investigator:
	     

	Project Title:
	     


Federal regulations mandate all human subject research studies and proposals be reviewed and approved on an annual basis.  To comply with this policy on research involving human subjects, sufficient information must be forwarded by the primary researcher to allow the IRB to conduct this annual review. To allow the Casper College IRB to comply with this directive in granting continuing approval of a research study or proposal, the following are required: a completed continuing review form, copies of signed informed consent forms, and any assessment instruments being used.
If a question does not apply to your protocol, so indicate (e.g., "Not Applicable" or "N/A").
I. Briefly summarize the study objectives and procedures: (attach additional pages if required)
	     



II. Dates covered by this progress report:   FORMCHECKBOX 
 Previous 12 months
 FORMCHECKBOX 
 Other period as described:


     
III. Project Summary
A.
Leadership: have there been any changes in the primary investigator or other researchers associated with the project?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, then fully describe:
	     



B.
Objectives: have there been any changes in the project’s intended outcome(s)?


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, then fully describe:
	     



C.
Procedures: have there been any procedural changes to the original proposal?


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, then fully describe:

	     


	


D. Informed consent documents: have there been any changes to the informed consent form(s)?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, then fully describe:

	     



E.
Research Subjects:
1.
Has the sample been representative of the population base from which subjects could be selected with respect to:
a.
Gender representation?

Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


If No, explain:
	     



b.
Minority representation?

Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


If No, explain:
	     



2.
Have any subjects withdrawn from the study since data collection began?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 


If Yes, explain:
	     



3.
Are you aware of any breach in confidentiality?  (e.g., unauthorized access to records)



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, describe:
	     



F.
Unexpected problems:
1.
Have there been any unexpected problems as the study has been conducted?


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

N/A   FORMCHECKBOX 


If Yes, please summarize the unexpected problems, the frequency of occurrences, and indicate if they required consent document changes, particularly in the “risks” section.  If risks are affected, describe how they are minimized and reasonable in relation to expected benefits of the research project. If applicable, attach copies of data safety monitoring reports.
	     



G.
Proposed Revisions/Amendments/Modifications:

1. Are there revisions/amendments to the protocol, consent form(s), questionnaires, etc. that are included with this renewal?


Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

If Yes, provide a brief description below and highlight the changes on the document(s) to be reviewed.

	     



2.
Will the revisions/amendments change the scope or research objectives of the protocol?  Following are three examples of actions considered to change the scope of research objectives: 1. A change in the project’s aims when approved by the college’s IRB; 2. Modification in the data collection procedures involving human subjects; or 3. Shifting research emphasis from one disease to another.



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

N/A   FORMCHECKBOX 

If Yes, provide sufficient information/documentation to allow the IRB to review and approve prior to initiation.

	     



3.
Will the revisions/amendments change the level of subject risk?



Yes   FORMCHECKBOX 

No   FORMCHECKBOX 

N/A   FORMCHECKBOX 

If Yes, provide sufficient information/documentation to allow the IRB to review and approve prior to initiation/continuation of the project. In particular, describe how risks are minimized and reasonable in relation to expected benefits.
	     


H.
Publications, Presentations, and Reports:  Provide a listing of all publications, presentations and reports that have resulted from this work since the last review.  If none, so state.

	     


As Principal Investigator (PI), I: 
1. recognize I am responsible for reporting problems with this approved research proposal; 

2. will notify the IRB chair of any and all deviations from the approved research proposal; 
3. will submit proposed research procedural modifications to the IRB for review and approval; 

4. will eliminate apparent immediate hazards to human subjects; 

5. will not make modifications to my research proposal without prior IRB approval; 
6. will renew this application with the IRB on an annual basis; 
7. attest this research project is being conducted in a manner consistent with the IRB's understanding and recommendations; 
8. will ensure the IRB Chair is provided all the information on the research project necessary for its complete review; and 
9. understand this research project will not proceed until IRB approval of this annual review is received.
_____________________________________________
     
Signature of Principal Investigator
Date

_____________________________________________
     
Signature of Faculty Advisor (if student)
Date
	Signature of IRB Committee Chair:



	Date: ____/____/____

	IRB Chair: Check 1 box:
	 FORMCHECKBOX 
Approved
	 FORMCHECKBOX 
 Approved with Conditions
	 FORMCHECKBOX 
 Refer to Full Committee Review
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