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	CONTINUING REVIEW SUMMARY OF 
STUDY PROGRESS
	Always check for the most current version at cuhs.harvard.edu or hsph.harvard.edu/ohra/‎



Instructions: Use this template to provide a brief summary of the progress of the study, and to provide explanations if you left any items unchecked from the list in Question 4 of the Continuing Review SmartForm. Insert explanations under the appropriate question number(s); leave all other questions blank. Save this template with the protocol number in the filename and then upload it to Question 5 of the Continuing Review SmartForm, along with a copy of any applicable sponsor’s progress report or annual reports. 
	General Information

	Protocol # 

	Principal Investigator Name:

	Protocol Title:


Required for all studies:
IRB Approved Target Enrollment: ​​​​​​​​​​​​​​​​​

Enrollment to Date: provide breakdowns per study group if applicable (e.g. treatment arms versus healthy controls):
[image: image1.jpg]Has enrollment been slower than anticipated? 
    No          Yes:  If yes, explain:
​​​​​​​​​​​​​​​​​

Are you requesting that this study be closed
? 

    No          Yes:  If yes, explain:

​​​​​​​​​​​​​​​​​
Briefly Describe or Summarize the Progress of the Study:

If you left any items unchecked from the list in Question 4 of the Continuing Review SmartForm, please explain below:  
1. Since the last IRB review, have participants experienced any unexpected harms? 

2. Since the last IRB review, have anticipated adverse events taken place with greater frequency or severity than expected? 
3. Since the last IRB review, have any participants withdrawn from the research? 
4. Since the last IRB review, have there been any unanticipated problems involving risks to participants or others? 

5. Since the last IRB review, have any participants or others complained about the research? 

6. Since the last IRB review, have there been any publications in the literature relevant to risks or potential benefits?
7. Since the last IRB review, have there been any interim findings? 

8. Since the last IRB review, have there been any multi-center trial reports?

9. Since the last IRB review, have there been any data and safety monitoring board (DSMB) reports? 

10. Since the last IRB review, have there been any regulatory actions that could affect safety and risk assessments?
11. Since the last IRB review, has there been any other relevant information regarding this research, especially information about risks or challenges associated with the conduct of the research? 

12. In the opinion of the principal investigator, have the risks or potential benefits of this research changed?

13. Are there any modifications or amendments to the research that have NOT been submitted to the IRB? 

14. Are there any problems that require prompt reporting that have NOT been submitted as required? 




























� A study may be closed when it is permanently closed to enrollment, all subjects have completed all study-related interventions (including all follow-up activities), collection of private identifiable information is complete, and analysis of private identifiable information is complete. In addition, a study should be closed when the PI’s Harvard affiliation ends.
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