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Unanticipated Problems REPORTING FORM

Unanticipated problems involving risks to participants or others must be reported to the IRB.

Check One:    FORMCHECKBOX 
 Initial Report of Event/Problem     FORMCHECKBOX 
 Follow-Up Report (Date of Initial report     )
	Section I.  Project Information

	Principal Investigator’s Name:      
	Department/school:      

	Project Title:                               
	Project Sponsor:      

	Section II. Event Information

	 FORMCHECKBOX 
 Internal Event Check all that apply:

 FORMCHECKBOX 
 GWU subject/patient  FORMCHECKBOX 
 GW staff  FORMCHECKBOX 
 GW student  FORMCHECKBOX 
 GW affiliate
	 FORMCHECKBOX 
 External Event

(Does NOT involve any GWU subject(s), faculty, staff, students or affiliates.)

	Date of Event/Problem:       
	Participant ID: 
     
(DO NOT include personal identifiers)

	Drug/Biologic/Device/Treatment/Intervention:       
	Participant Age:       

	4 keywords describing the event/problem (e.g., loss of confidentiality, nausea and vomiting):       
	Participant Gender:       

	Section III.  Event/Problem Description

	Provide a description of the event/problem including the timing of study treatment, dosing, or intervention with start and stop dates of relevant research interventions.      

	Section IV. Principal Investigator’s ASSESSMENT

	 FORMCHECKBOX 
 Serious:  
                                                                                   

 FORMCHECKBOX 
 Death

 FORMCHECKBOX 
 Life-threatening adverse experience

 FORMCHECKBOX 
 hospitalization, or prolonged hospitalization

 FORMCHECKBOX 
 Persistent or significant disability/incapacity

 FORMCHECKBOX 
 Congenital anomaly/birth defect

 FORMCHECKBOX 
 Important medical event  

 FORMCHECKBOX 
NOT SERIOUS. Do NOT report to the IRB.
	 FORMCHECKBOX 
  Unanticipated/Unexpected   

(An event is “unanticipated” when it was unforeseeable at the time its occurrence.)

 FORMCHECKBOX 
 Anticipated/Expected  
 FORMCHECKBOX 
  Related to the study treatment/intervention.

(An event is “related” if it is More Likely to have been caused by the research procedures.)

	1. This study (choose one): 

 FORMCHECKBOX 
 has a Data Safety Monitor(DSM)/Data Safety Monitor Board (DSMB) (if yes, check one):

 FORMCHECKBOX 
 a copy of the DSM/DSMB review of the event/problem is attached

 FORMCHECKBOX 
 the DSM has not reviewed the event/problem

 FORMCHECKBOX 
 DSM review is pending

 FORMCHECKBOX 
 does NOT have a Data Safety Monitor/Board (DSM/DSMB)

	2. This Event/Problem is (choose one of the following):
3.  FORMCHECKBOX 
  Currently described as a risk in the informed consent document and does not require submission of an amendment. 

 FORMCHECKBOX 
  Not listed as a risk in the informed consent document and submission of an amendment is not recommended at 

       this time.  Please explain:      
 FORMCHECKBOX 
  Not listed as a risk in the informed consent document and requires submission of an amendment.

	Section V.  Other Reportable Events

	 FORMCHECKBOX 
 
Any event that is unanticipated, involved risk to participants or others and was possibly related to the research procedures.
 FORMCHECKBOX 


 FORMCHECKBOX 
  Protocol Deviation/Violation Report:  Any incident involving noncompliance with the protocol.

 FORMCHECKBOX 
 
Accidental or unintentional change to the IRB-approved protocol;

 FORMCHECKBOX 
 
Deviation from the protocol taken without prior IRB review 
 FORMCHECKBOX 


 FORMCHECKBOX 
  Other:      
 FORMCHECKBOX 
 
Breach in confidentiality that may involve risk to research participant or others;

 FORMCHECKBOX 
 
Complaint of a participant that be resolved by the research staff;

	Explain why or how the problem/violation occurred; indicate the outcome (result in a violation of the participant’s rights, safety, or welfare; affect the integrity of the study) of the problem/deviation; and describe plans implemented to prevent future occurrences:       

	Section VI. Attestations and Required Signatures

	Principal Investigator Signature:
My signature indicates that I have reviewed and assessed the event(s) described above and the information provided in this report is accurate and complete.

	Principal Investigator (Print/Type)

     
	Signature


	Date




NOTE:  If a MedWatch Report has been submitted to the FDA, please attach it to this report and check here:    FORMCHECKBOX 
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