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BU Charles River IRB
Event Reporting Form
This form is to be completed to report: Unanticipated problems or adverse events involving risks to subjects or others, exceptions, deviations, new information, and other problems/events.

Unanticipated problems involving risks to subjects or others must be reported to the IRB within 5 working days of discovery.  For more information on unanticipated problems, refer to the policy on Unanticipated Problems Involving Risks to Subjects or Others & Adverse Events: http://www.bu.edu/researchsupport/compliance/human-subjects/.

Major deviations must be reported to the IRB within 5 working days of discovery and minor deviations must be reported to the IRB within 20 working days of discovery.  For more information on reporting deviations, refer to the policy on Exceptions & Deviations: http://www.bu.edu/researchsupport/compliance/human-subjects/.

 

SECTION A:  PROTOCOL AND CONTACT INFORMATION
	Protocol Number:
	

	Protocol Title:  
	

	[bookmark: _GoBack]Principal Investigator (Name, degrees, licenses, etc.):
☐ Mr.
☐ Ms.
	

	             Department/School:
	

	             Email:
	

	BU Mailing Address:
	

	             Telephone:
	

	Additional Contact Person:
	

	              Email:
	

	              Telephone:
	



SECTION B:  TYPE OF EVENT:  (Check all that apply)

	☐
	Death of a research subject: If the death is related or possibly related to the research study


	☐
	Adverse Event* that is unanticipated:  Unanticipated in terms of nature, severity, or frequency, related or possibly related, and suggest that there is an increased risk to subjects or others than was previously known.

*Adverse Event: Any untoward or unfavorable physical or psychological occurrence in a human subject, including any abnormal sign (for example, abnormal physical exam or laboratory finding), symptom, or disease temporally associated with the subject’s participation in the research, whether or not considered related to the subject’s participation in the research.

	☐
	Unexpected Adverse Device Effect: Any serious adverse effect on health or safety or any life-threatening problem or death caused by, or associated with, a device, if that effect, problem, or death was not previously identified in nature, severity, or degree of incidence in the investigational plan or application (including a supplementary or application), or any other unanticipated serious problem associated with a device that relates to the rights, safety, or welfare of the subjects.

Note:  This category applies to Investigational Devices

	☐
	Event or problem that is unanticipated:  Unanticipated in terms of nature, severity, or frequency, related or possibly related, and suggest that there is an increased risk to subjects or others than was previously known.

	☐
	Breach of Confidentiality

	☐
	Suspension or termination of the research study by the Sponsor or other agency


	☐
	Incarceration of a research subject enrolled into the study

	☐
	Study Staff misconduct

	☐
	Medication or laboratory error regardless of whether subjects experienced harm

	☐
	Data Safety Monitoring Report/Interim Analysis/other oversight or monitoring committee report

	☐
	New information that suggests that there are new or increased risks to subject or others

	☐
	Complaint by a research subject or others that suggests that rights, welfare, or safety of a subject has been adversely affected.

	☐
	Deviation: Any change/alteration to the CRC IRB-approved protocol without prospective IRB approval.

	☐
	Exception: This is a request for a one time, intentional change/alteration to the IRB-approved protocol that is approved by the IRB prior to implementation.

	☐
	Premature completion of a study

	☐
	Other: (e.g. loss of study data, lapsed study approval, missing consent forms, etc.)





SECTION C:  EVENT DESCRIPTION

	Provide a summary of the event in the box below.  Do not include subject identifiers in the summary.  

Note:  If requesting an exception, provide information on how the exception will not affect subject safety or data integrity.

	






SECTION D:  ASSESSMENT OF EVENT (This section does not apply when applying for an exception)

	YES
	NO
	

	☐	☐	Is the event/information unexpected in terms of nature, severity or frequency given 1) the research procedures (that are described in the IRB-approved documents such as the protocol, consent form, package insert, etc.) and 2) the subject population being studied?

	☐	☐	Is the event related or possibly related to a subject’s participation?

	☐	☐	Does the event/information place the subjects or other at a greater risk of harm  (including physical, psychological, economic, or social harm) or discomfort related to the research than was previously known or recognized?

	☐	☐	In the opinion of the investigator, have the risks or potential benefits of this research changed as a result of this event?  If yes, explain:

	Additional Comments:










SECTION E:  RE-CONSENTING OF ALEADY ENROLLED SUBJECTS

	If the event could affect a subject’s willingness to continue taking part in the study, these subjects must be re-consented.  

Examples of when subjects may need to be re-consented:  Change in study procedures, new risks identified, change in subject payment, etc.


	YES*
	NO
	

	☐	☐	Could the event affect a subject’s willingness to continue taking part in this research study?
*If YES, please describe the plan for re-consenting already enrolled subjects in the box below:





SECTION F:  CORRECTIVE ACTION PLAN

	Provide a summary (in the box below) of the Corrective Action Plan.  If there is no corrective action plan, provide justification.  

NOTE:  THE IRB MAY REQUIRE ADDITIONAL CORRECTIVE ACTIONS              



	











SECTION G: PRINCIPAL INVESTIGATOR CERTIFICATION

The signature line below must be signed by the PI of the study. If the PI is a student then THIS form must also be signed by the Faculty Advisor.   


By signing below I certify that:
· The information in this Application is true, complete, and accurate
· I will conduct this research in accordance with applicable laws, regulations, and BU CRC IRB policies


PI Printed Name:  _________________________________________________	 


PI Signature:   ______________________________________	Date:___________________	    	


If PI is a student, signature of the faculty advisor is required below.
By signing, the faculty advisor is also indicating agreement with the statements above. 

Faculty Advisor Printed Name:  ____________________________________________


Faculty Advisor Signature:____________________________________  	Date____________



Submission
This form can be completed, signed, and submitted to the IRB at irb@bu.edu.   Faxed documents and handwritten materials are not accepted.   Be sure to include all relevant attachments.   
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