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CONTINUING REVIEW OF APPROVED STUDY

Email application to: IRB_submissions@phila.gov

If the documents exceed 15MB, contact the IRB Office for instructions.
Study Number:____________________________________________________________

Study Title:________________________________________________________________

Principal Investigator:_______________________________________________________

Contact Information: ________________________________________________________

Submissions of update reports may be submitted between 60 and 20 days before the study’s IRB approval is scheduled to expire.  Update reports that require full IRB review must be submitted at least 20 days before an IRB meeting prior to the approval expiration date.  

If revisions to the study are under consideration, investigators are encouraged to submit them for consideration at the same time if possible.  Please see the application for revisions to approved studies, and submit the documentation described there in addition to the update report.  
	What to submit for review:
	Document name(s): Note that if documents have changes from those previously submitted, the document name must also be changed (e.g., 2013-01 Doe update_v2.doc):

	(Required) Update report including: 
· number of subjects accrued, ongoing, withdrawn, and completed

· summary of outcomes to date, deviations from expectations
· summary of adverse events, unanticipated problems involving risks to subjects or others, complaints about the research since last IRB review

· a summary of any amendments or modifications to the research since the last IRB review
· other relevant information, especially about risks associated with the research  
	

	(Required) Copies of all subject-oriented materials: informed consent document(s), outreach materials and documents currently used in the study
	

	(Required) Current list of study staff and their Human Subjects Training certification
	

	(As applicable) Any relevant multi-center trial reports
	

	(As applicable) Continuing approval from other IRBs overseeing this study
	


Add additional space above or attach additional page as needed.
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