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	Appendix 24 – PROBLEM SUMMARY SHEET



	PROJECT TITLE
	PI NAME
	PROTOCOL NUMBER

	     
	     
	     


	This is a summary form that is submitted with a Continuing Review form or Final Study Report.

Complete this form to summarize new risk information arising from internal or external events since the last IRB review (initial or continuing): 

· Unanticipated problems involving risks to subjects or others
· Adverse events related to the research
Internal events are those occurring in research at South College or at a site(s) under the South College IRB’s jurisdiction.
External events are those occurring in research at a site(s) other than South College over which another (non-South College) IRB has jurisdiction.

Individual reports of internal event(s) indicating unexpected risk to participants in South College research should be reported promptly using the Human Subjects Research Protocol: Problem Report.  For more information regarding events requiring prompt reporting and definitions of terms, see REPORTING RESEARCH-RELATED PROBLEMS in the South College IRB Policies and Procedures Manual for Human Subjects Research.


	1.  INTERNAL EVENTS

a. Have there been any unanticipated problems involving risks to subjects or others?

	
	 FORMCHECKBOX 

	No

	
	 FORMCHECKBOX 

	Yes ( Provide a summary of new risk information.  Do not list each event separately or include participants’ personally identifiable information.
     


	b. Have there been any adverse events that were unexpected or that occurred at GREATER THAN the expected frequency or level of severity as documented in the research protocol, the consent form, and/or other available information (e.g., investigator brochure or IND application for an investigational drug)?

	
	 FORMCHECKBOX 

	No

	
	 FORMCHECKBOX 

	Yes ( Provide a summary of new risk information. Do not list each event separately or include participants’ personally identifiable information.
     

	2.  EXTERNAL EVENTS

a. Have there been any unanticipated problems involving risks to subjects or others?

	
	 FORMCHECKBOX 

	No

	
	 FORMCHECKBOX 

	Yes ( Provide a summary of new risk information.  Do not list each event separately or include participants’ personally identifiable information.
     

	b. Have there been any adverse events that were unexpected or that occurred at GREATER THAN the expected frequency or level of severity as documented in the research protocol, the consent form, and/or other available information (e.g., investigator brochure or IND application for an investigational drug)?

	
	 FORMCHECKBOX 

	No

	
	 FORMCHECKBOX 

	Yes ( Provide a summary of new risk information. Do not list each event separately or include participants’ personally identifiable information.
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