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New England IRB (NEIRB) requires that all unanticipated problems are promptly reported to the IRB. An unanticipated problem is any unforeseen event or events that may involve risks or affect the safety or welfare of subjects or others, or that may affect the integrity of the research. 
	1. What is being reported?
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	2. Does the event meet the definition of an Unanticipated Problem?
Check all that apply:
[image: image11.wmf]The event was unforeseen


[image: image12.wmf]The event caused harm or placed a person at increased risk of harm
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	3. Provide a brief description of the problem.  If the event was unrelated or expected, explain why it is being submitted.      


	4. Describe steps taken to resolve the problem and procedures implemented to avoid similar problems in the future:     


	5. Date(s) that problem occurred: [image: image14.wmf]



	6. Date Reported to the Sponsor:[image: image15.wmf]
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Signature of Person Reporting Problem

  Date
Version Date: February 2010

[image: image18.png]_1351936683.unknown

_1351936836.unknown

_1351936877.unknown

_1351936922.unknown

_1351936949.unknown

_1351936903.unknown

_1351936854.unknown

_1351936799.unknown

_1351936818.unknown

_1351936707.unknown

_1351936735.unknown

_1351936772.unknown

_1351936718.unknown

_1351936697.unknown

_1351929209.unknown

_1351936670.unknown

_1351929200.unknown

