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	Continuing Review/Final Report For Human Subjects Research Protocols
University of California, Merced
	




	|_| Continuing Review 
—OR—
|_| Final Report (When all study activities including data analysis have been completed)
	
—FOR—
	|_| Expedited 
—OR—
|_| Full Board



NOTE: Not following the format shown below or ignoring or deleting questions will result in deferral of the protocol for IRB review.
[bookmark: Text6]Today's Date (MM/DD/YYYY):     

[bookmark: Text5]1. Name of Principal Investigator (First, Middle, Last):      
[bookmark: Text9]Email Address:     
[bookmark: Text7][bookmark: Text8]Campus Address: 		Department:      Building:     
[bookmark: Text11][bookmark: Text10]				Room:       Zip:     
[bookmark: Text12][bookmark: Text13]	Name of Contact Person:     	Title/Role:      
[bookmark: Text14][bookmark: Text15][bookmark: Text16]	Phone:      Fax:      Email Address:     

If the PI is a student, postdoctoral fellow, or resident, provide the name, number, and email of the faculty advisor or course instructor as contact information and obtain the person's signature.
Advisor/Instructor's Name:      Telephone Number:      			
Email Address:     
	
If any New Personnel have been added to the study since the last renewal or amendment/modification request, please list them in the table below. Repeat the table below for each individual.
	Role: 
	|_|Co- -OR- |_|Other –AND/OR- |_|Consent Process

	 Full Name:
	     

	Primary UCM Unit.:
(Employer if not UCM) 
	      

	Degree(s) / Job Title:
	     

	Additional Qualifications pertinent to the study:
	     

	Human Subjects Training: Please go to www.citiprogram.org to complete IRB training for your area.
	Completed |_|Yes |_|No
If no, please indicate when training will be completed. Approvals will not be granted without completion of Human Subjects Training




[bookmark: Text17][bookmark: Text18]2. IRB Protocol Number:      	Protocol Title:     
[bookmark: Text19]Study Sponsor:      	
	
3. Briefly describe the purpose of the study (2-3 sentences in non-technical, lay language).
[bookmark: Text21]     
[bookmark: Text22][bookmark: Text23]4. Starting Date of Project:      Date of Last IRB Approval:      
5. Individuals Screened and Entered
For projects conducted at multiple institutions, the numbers stated should be for participants enrolled by the UCM Investigator only.
a. Number of individuals screened for entry into study since the start of the project? 	     
b. Number of individuals entered into the study since the start of the project? 		     
c. Number of individuals entered into the study since the last IRB review? 		     
d.  Complete the age, sex, and racial/ethnic composition grid below:
	Individuals Screened (Should reflect # in 5.a.)
	
	Individuals Entered (Should reflect # in 5.b.)

	Racial/Ethnic Composition
	Male
	Female
	
	Racial/Ethnic Composition
	Male
	Female

	
	Age Range
	Number Screened
	Age Range
	Number Screened
	
	
	Age Range
	Number Entered
	Age Range
	Number Entered

	Caucasian
	     
	     
	    
	     
	
	Caucasian
	     
	     
	     
	     

	African American
	     
	     
	    
	     
	
	African American
	     
	     
	     
	     

	Native American
	     
	     
	    
	     
	
	Native 
American
	     
	     
	     
	     

	Asian
	     
	     
	    
	     
	
	Asian
	     
	     
	     
	     

	Hispanic
	     
	     
	    
	     
	
	Hispanic
	     
	     
	     
	     

	Other
	     
	     
	    
	     
	
	Other
	     
	     
	     
	     



6. For each investigator and staff member involved in the design, conduct and reporting of the research answer the questions below: 
The following definitions are used for Item #6:
Immediate family means spouse or a dependent of the employee. Dependent is any person, regardless of his or her legal residence or domicile, who receives 50% or more of his or her support from the public official or public employee or his or her spouse or who resided with the public official or public employee for more than 180 days during the reporting period.
Financial Interest Related to the Research means financial interest in the sponsor, product or service being tested, or competitor of the sponsor.
Have each investigator and staff member involved in the design, conduct and reporting of the research answer the questions below:
(Repeat this section for each individual)
[bookmark: Text30]Name:     
Do you or your immediate family have any of the following? (Check all that apply)
	[bookmark: Check298]|_|
	An ownership interest, stock options, or other equity interest related to the research of any value.
	

	[bookmark: Check299]|_| 
	Compensation related to the research unless it meets two tests:
· Less than $10,000 in the past year when aggregated for the immediate family.
· Amount will not be affected by the outcome of the research. 
	

	[bookmark: Check300]|_|
	Proprietary interest related to the research including, but not limited to, a patent, trademark, copyright, or licensing agreement. 
	

	[bookmark: Check301]|_|
	Board of executive relationship related to the research, regardless of compensation.
	


If you checked any of the above, a financial interest disclosure has to be submitted to or currently be on file with the UCM Conflict of Interest Committee (COIC). A completed COIC review has to be available before the IRB will conduct its review.  Please contact the UCM Office of Research for More Information.

7. Since the last IRB review, have you received any of the following types of information? 
a. [bookmark: Check204]Multi-center trial reports? 	|_|Yes |_|No
If yes, attach a copy of any multi-center trial reports not previously forwarded to the IRB, and summarize those reports here:      

b. Data and safety monitoring board reports? 	|_|Yes |_|No
If yes, attach a copy of any data and safety monitoring board reports not previously forwarded to the IRB, and summarize those reports here:      

c. Interim findings? 	|_|Yes |_|No
[bookmark: Text24]	If yes, state both the positive and negative results received to date:      

d. Published literature? 	|_|Yes |_|No
If yes, attach a copy and summarize the published findings here:      

e. [bookmark: Check205]Any other relevant information regarding this research, especially information about risks associated with the research? 	|_|Yes |_|No
If yes, attach a copy if applicable, and summarize this information here:      

f. [bookmark: Check220][bookmark: Check219]Could any of the information described above relate to the participants' willingness to continue participating? 	|_|Yes |_|No 
[bookmark: Text29]If yes, describe here whether and how this information will be provided to participants:      

8. Since the last IRB review, have any of the following occurred? 
a. [bookmark: Check206][bookmark: Text2]Have participants experienced any harms (expected or unexpected)? 	|_|Yes |_|No
If yes, briefly describe here the harms (serious and/or non-serious) experienced by participants:      

b. Have there been any unanticipated problems involving risks to participants or others? 
[bookmark: Check207]	|_|Yes |_|No
If yes, attach Problem Report, and briefly describe here the unanticipated problems involving risks to participants or others:      

c. Have you have any problems obtaining informed consent? 	|_|Yes |_|No
If yes, briefly describe the problems here:      

d. [bookmark: Check208]Have any participants or others complained about the research? 	|_|Yes |_|No
If yes, briefly describe the number and nature of the complaints:      

e. [bookmark: Check209]Have any participants withdrawn from the research? 	|_|Yes |_|No
If yes, indicate the number of withdrawals and include the reason for each:      

f. [bookmark: Check210][bookmark: Check211][bookmark: Text31]Have any obvious, study-related benefits occurred for participants? 	|_|Yes |_|No
If yes, briefly describe the benefits here:      

g. Have the risks or potential benefits of this research changed? 	|_|Yes |_|No
If yes, briefly describe the changes here:     

9. Protocol and/or Informed Consent Modifications
a. Since the last IRB review, have you made modifications to the protocol or consent process/document that affect the participants?  	
[bookmark: Check212]|_|Yes |_|No 
If yes, have the modifications been approved by the IRB? 
[bookmark: Check213]|_|Yes |_|No 
If yes, provide copies of all cover memos from all amendments approved by the IRB during the approval period.

b. At this time, are you requesting IRB review of any changes to the protocol? 	|_|Yes |_|No 
[bookmark: Text26]If yes, describe the requested changes to the protocol here:      

c. At this time, are you requesting IRB review of any changes to the consent process and/or document? 	|_|Yes |_|No 
[bookmark: Text25]If yes, describe the changes here:     
If yes and you are requesting review of changes to the consent document: 
i. include a copy of the revised consent document with all changes highlighted 
ii. include a "clean" copy for the IRB approval stamp
iii. check the following box to indicate revised consent document submitted: |_| 

10. Plans For Future Participant Enrollment
[bookmark: Check214][bookmark: Check215]Is the study open for enrollment? 	|_|Yes |_|No
[bookmark: Text27]If yes, provide narrative of plans for future enrollment here:     
If no, complete the following items:
i. [bookmark: Text28]Enter date closed to enrollment:     
ii. Choose ONE of the following to describe the status of participants: 
[bookmark: Check216]|_|Participants still on therapy/receiving intervention
[bookmark: Check217]|_|Participants off study therapy/interventions, in long-term follow-up only
[bookmark: Check218]|_|Participants off study therapy/interventions, in data analysis only
|_|Study not initiated/no participants enrolled


Principal Investigator Signature: 						Date: 			

Faculty Advisor (required for Student PI’s)_______________________ Date: 		


Please Include in this Application:
Current and New Consent form(s)
Assent Forms
Special Populations Review forms for Minors, Pregnant Women, or Prisoners
Amendments approved during the previous year
New letters of permission from off-site Institutions where research is take place
[bookmark: _GoBack]New approval letters from off-site Institution IRB’s
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