

[bookmark: Top][bookmark: _GoBack]Institutional Review Board for Protection of Human Subjects
Office of Research and Economic Development 
University of Wyoming

ANNUAL REVIEW FORM

For projects in which data collection lasts longer than one year, an annual review form must be submitted to the IRB.  It is the principal investigator’s and the faculty sponsor’s responsibility to turn in this form by the end of 11 months of the project’s start date in order for review to take place for continued data collecting.
Annual review forms should be submitted to the Office of Research and Economic Development, Room 308, Old Main or via email to IRB@uwyo.edu.  Electronic submissions are encouraged.
[bookmark: Text1]Title of research project:        

[bookmark: Text2]Principal investigator:      

[bookmark: Text3]Mailing address:      

[bookmark: Text4]Telephone number:      

[bookmark: Text10]Email:      

[bookmark: Text11]Faculty advisor (if relevant):      

[bookmark: Text12][bookmark: Text13]Duration of project:	Starting date      		Expected end date      

I.	Project status (check one, choices continued on next page)

[bookmark: Check1]|_|	Continuing with no changes in procedures, risks, or number of planned/approved human subjects since the last IRB review (and as outlined in the approved protocol).

[bookmark: Text15]	Research is expected to be done by:      

[bookmark: Check2]|_|	Revised with minor changes as indicated on this form.  For substantial changes, a new protocol must be submitted, indicating the manner in which the project was revised, and returned with this form.

	Please indicate minor changes below (such as those in procedures, risks, or number of subjects).  Attach a revised protocol if necessary.

[bookmark: Text14]	     

[bookmark: Check3][bookmark: Text16]|_|	Research has not started yet, but is expected to begin on:      
II.	For continuing activity, please answer the following:

1. [bookmark: Text17]Number of subjects studied to date:      

[bookmark: Text26]Number of subjects studied this year:      

[bookmark: Text18]If continuing, total number of subjects to be studied:      

Complete the following tables.  If ethnicity and/or race are not collected as part of the research, only complete the number of subjects above. 

	Ethnic Category
	Sex/gender

	
	Females
	Males 
	Total

	Hispanic or Latino
	[bookmark: Text27]     
	[bookmark: Text28]     
	[bookmark: Text29]     

	Not Hispanic or Latino
	[bookmark: Text30]     
	[bookmark: Text31]     
	[bookmark: Text32]     

	Ethnic category: total of all subjects*
	[bookmark: Text33]     
	[bookmark: Text34]     
	[bookmark: Text35]     





	Racial Categories
	Sex/gender

	
	Females
	Males
	Total

	American Indian/Alaska Native
	[bookmark: Text36]     
	[bookmark: Text37]     
	[bookmark: Text38]     

	Asian
	[bookmark: Text39]     
	[bookmark: Text44]     
	[bookmark: Text49]     

	Native Hawaiian or Other Pacific Islander
	[bookmark: Text40]     
	[bookmark: Text45]     
	[bookmark: Text50]     

	Black or African American
	[bookmark: Text41]     
	[bookmark: Text46]     
	[bookmark: Text51]     

	White
	[bookmark: Text42]     
	[bookmark: Text47]     
	[bookmark: Text52]     

	Racial categories: total of all subjects*
	[bookmark: Text43]     
	[bookmark: Text48]     
	[bookmark: Text53]     


*The “ethnic category” must equal the “racial category”

2. Have any unanticipated problems occurred? 

An unanticipated problem is defined as “any incident, experience, or outcome” that (1) is unexpected (in terms of nature, severity, or frequency); (2) is related or possibly related to participation in the research; and (3) suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.  Expected adverse events (adverse events described in the risks section of the consent form) are not considered unanticipated problems.

[bookmark: Check6][bookmark: Check7]|_|Yes |_| No

If there has been any unanticipated problem(s), please fill out and attach the Unanticipated Problem Report Form. 



3. Have any expected adverse events occurred (adverse events described in the risks section of the consent form)?

|_|Yes |_| No

[bookmark: Text25]If yes, how many and describe the event(s):      

4. Has there been any withdrawal of subjects from the research since the last IRB review?
|_|Yes |_| No

[bookmark: Text21]If yes, describe how many, when, and why:      

5. Have there been any complaints about the research since the last IRB review?
|_|Yes |_| No
	
[bookmark: Text22]	If yes, describe the complaint(s) and any response(s):      

6. Is there any recent literature that may justify or suggest that the existing research project or procedures should be modified, ceased, or the risks of participation are greater than described in the initial protocol?
|_|Yes |_| No
	
[bookmark: Text23]If yes, describe any amendments or modifications made to the research (and attach a revised protocol with changes indicated):      

7. Are there any relevant multi-center trial reports?
|_|Yes |_| No

[bookmark: Text24]	If yes, describe:      

8. Is there any other relevant information, especially information about risks associated with the research, that has come to light since the last review?
|_|Yes |_| No

	If yes, describe:      

9. Attach a copy of your current consent and assent forms and/or scripts.
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