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Note: This blank template is unclassified.  Make sure the filled-out template is appropriately marked with the right classification level and protected accordingly.

The protocol must be submitted in typed form and all applicable items must be answered.

	Project Title

	     


	1. STATUS OF THE RESEARCH. Click on the one choice that best describes the
current state of this research study

	☐	Project funded, but no participants have been enrolled to date.

	☐	Protocol approved, but no funding and no human participants to date.

	☐	Study is not currently enrolling subjects or enrollment of participants is currently suspended; may resume in the future.

	☐	Recruitment and/or enrollment of new participants or review of records/specimens continue.

	☐	Study is no longer enrolling, but participants still receive research- related interventions, (e.g., still receiving treatment, obtaining blood draws), or interactions (surveys, questionnaires).

	☐	Study is no longer enrolling and participants have completed research- related interventions. The study remains active only for long-term follow-up.

	☐	Study enrollment is permanently closed, participants have completed all research-related interventions, and long-term follow-up has been completed. The remaining research activities are limited only to data analysis that may require contact with records or specimens.

	☐	Study is closed or completed.



	2. SUMMARY OF PROGRESS SINCE THE PREVIOUS IRB CONTINUING REVIEW
APPROVAL. Provide a brief summary of research activities since last reporting period. Information provided must be substantive and meaningful.

	Click here to enter text.







	2.1   In addition, please answer the following questions (human subject means a living individual about whom an investigator conducting research obtains data through interaction with the individual or identifiable private information that includes medical records or specimens):

	Number of human subjects enrolled (or records/specimens reviewed) in the project to date (total):
	[bookmark: Text1]     

	Number of human research subjects enrolled (or records reviewed this report period:
	[bookmark: Text2]     

	Number of human research subjects to be enrolled (or records reviewed) next report period:
	[bookmark: Text3]     



	2.2   Has there been any difficulty obtaining/retaining subjects or obtaining informed consent during the previous approval period:
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If yes, please explain:  Click here to enter text.

	How many potential subjects have refused participation?
	[bookmark: Text4]     

	How many subjects have withdrawn participation at their own request?
	[bookmark: Text5]     

	How many subjects have withdrawn participation at the project’s request?
	[bookmark: Text6]     



	2.3   Were there any adverse events, unanticipated risks, or complaints related to the involvement of research subjects?
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If yes, was an Adverse Event Report filed?
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If yes, please describe.
Click here to enter text.

	Describe the circumstances and corrective actions taken:
Click here to enter text.



	3   Please provide a list of any publications relating to this project.
Click here to enter text.

	4   Is there any new information since previous report that might affect the risk/benefit ratio for new subjects or subjects already participating in the research, or their willingness to participate in the research (e.g., information or adverse effects resulting from other research)?
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If yes, please describe.
Click here to enter text.






	5    Have any changes occurred in the professional personnel participating in the study?
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If yes, please explain (i.e., name of new Principal Investigator, etc.):
Click here to enter text.

	6   Informed Consent: Please review your most recently approved informed consent form(s) currently in use for this project.  A copy of the most recently approved consent form should be included as an attachment in the electronic submission system for continuing review.

	6.1  Based on your experience in the conduct of this study, are the actual risks and benefits still adequately addressed?
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If no, please explain.
Click here to enter text.



	The consent form must include the basic elements of informed consent as outlined in 10 CFR 745.

	6.2 If this project qualified for waiver of consent according to 10 CFR 745.117(c), is continuation of this waiver requested at this time?  

Note:  This is NOT an option for classified projects.
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	If no, please explain.
Click here to enter text.



	7   Involvement of Other Institutions. If applicable, documentation of current IRB approval must be provided for collaborating institutions. Attach any other IRB approvals.

	8   Health Insurance Portability and Accountability Act (HIPAA): Are institutions involved in this research in compliance with the requirements of the DHHS Health Insurance Portability and Accountability Act (45 CFR Parts 160 and 164)?
	☐	Yes
No
N/A

	
	☐	

	
	☐	

	9   Describe plans for research beyond this approval period, if any.
Click here to enter text.






	
10   Human Subjects Training: Human subjects training must be completed before this application will be accepted for review.

		
 INVESTIGATOR ASSURANCE

	I affirm to the best of my knowledge that all the above information is complete and accurate and agree to accept responsibility for this project in accordance with applicable Federal regulations and established CDOEIRB policies and procedures.  I accept primary responsibility for safeguarding the interests of subjects under study.  No changes will be made without prior approval from the CDOEIRB.  I will inform the CDOEIRB of all unanticipated problems, significant adverse events, non-compliance issues, and complaints.

Agree: |_|         Disagree: |_|

Print Name/Sign:                                        Date:      
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