
Continuing Review Request Form
Instructions: Please complete and upload this completed form to your eProtocol file.
Principal Investigator:      



IRB Protocol Number:      
1. What is the current status of the research? 
 FORMCHECKBOX 
 Study is open to enrollment and no participants have been enrolled to date

 FORMCHECKBOX 
 Study is open to enrollment and participants have been enrolled to date

 FORMCHECKBOX 
 Closed to enrollment but participants are still participating in study interventions
 FORMCHECKBOX 
 Closed to enrollment, participants have completed all study interventions; but follow-up of participants is continuing
 FORMCHECKBOX 
 Closed to enrollment but analysis of identifiable/coded data continues

 FORMCHECKBOX 
 Closed, all research related activities, including follow-up and data analysis at are completed, or the study has been stopped, or the study never was conducted
2. Estimated study completion date:      
3. Please summarize your findings to date:        
4. Since the last IRB review, have there been any publications/new information relevant to this research that the IRB should know about when considering approval for continuation?

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 If Yes, describe:      
5. Since the last IRB review, have there been any problems with or changes in the research (e.g., participant recruiting; advertising; subject compensation; inclusion or exclusion criteria; costs to participants; informed consent; documentation of informed consent; privacy or confidentiality protections; safety monitoring; vulnerable subject protections)? 

 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 If Yes, provide a summary of problems or changes:      
6. If yes to the previous question, were all the problems or changes prospectively reviewed and approved by the IRB prior to changes being implemented.

 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No (please explain):      
7. What is the total number of participants approved for enrollment by the IRB?      
8. How many participants have been enrolled since the start of the research study:       (If you have exceeded the approved number, you must submit an amendment to request approval for the increase).
9. How many participants have been enrolled since the last continuing review:        (If this is the first continuing review, list the number of subjects enrolled since study approval)
10. Provide the cumulative enrollment by race/ethnic group and gender for this study:
	
	African American
	American Indian
	Asian
	Caucasian
	Hispanic
	Others
	Totals

	Men
	     
	     
	     
	     
	     
	     
	     

	Women
	     
	     
	     
	     
	     
	     
	     

	Totals
	     
	     
	     
	     
	     
	     
	     



 FORMCHECKBOX 
  Gender and minority status not collected for this study.
11. Has the IRB approved the enrollment of vulnerable populations for this study (e.g., pregnant women, prisoners, children, adults with impaired decision-making capacity, non-English speakers)?


 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 If Yes, provide a list of the category(ies) of vulnerable population(s) enrolled:       
12. Have any subjects been withdrawn from this study to date?   FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No    FORMCHECKBOX 
 NA (e.g., Records review.

If yes, provide a summary of all withdrawals and the reasons for the withdrawal:      
13. Have any subjects been excluded on the basis of race, ethnic group, not understanding English, socioeconomic status, education, gender, or pregnancy?  FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No 
If Yes, please explain:      
14. Since the last IRB review, has there been any other relevant information regarding this research, especially information about risks associated with the research?
 FORMCHECKBOX 
 No

 FORMCHECKBOX 
 Yes** (provide a description of this information):      
**If yes, was this information reviewed by the IRB?
 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
15. Since the last IRB review, have there been any unanticipated problems involving risks to subjects or others?
 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes (provide a summary of the problems):      
**If yes, were these problems reviewed by the IRB?
 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
16. Since the last IRB review, have any subjects or others complained about the research?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes** (provide a summary describing the number and nature of the complaints):       
**If yes, were these complaints reported to the IRB?

 FORMCHECKBOX 
 Yes


 FORMCHECKBOX 
 No (please explain):      
17. In your opinion as the principal investigator, have the risks or potential benefits of this research changed?

 FORMCHECKBOX 
 No


 FORMCHECKBOX 
 Yes (provide a description of the changes):      
18. Please give your overall risk classification for the research:

 FORMCHECKBOX 
 Minimal Risk

 FORMCHECKBOX 
 Greater than Minimal Risk
19. Do you believe that continuation of the research is justified in light of the above information? 

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No (please explain):      
20. What type of informed consent process was approved by the IRB (check all that apply): 
 FORMCHECKBOX 

Written Informed Consent Obtained and Documented
 FORMCHECKBOX 

Waiver or Alteration of Informed Consent granted
 FORMCHECKBOX 
 Waiver or Alteration of Documentation of Informed Consent granted
21. Do you certify that your Conflict of Interest Disclosure is up-to-date and that you do not have a conflict of interest related to this research?  

 FORMCHECKBOX 
 Yes    FORMCHECKBOX 
 No (please explain):      
Please upload the following items to your protocol file (If applicable):
 FORMCHECKBOX 
  Copy of the informed consent documents(s) that will be used during the next approval period
 FORMCHECKBOX 
  Copy of the assent document(s) that will be used during the next approval period
 FORMCHECKBOX 
  Copy of translated consent forms that will be used during the next approval period
 FORMCHECKBOX 
  Any new documents, e.g., new survey questions, new advertisement flyer, etc. (Documents being revised as of this continuing review should be submitted as part of an amendment request)
1

