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EVENT REPORTING FORM FOR UNANTICIPATED PROBLEMS INVOLVING RISKS TO SUBJECTS OR OTHERS, ADVERSE EVENTS, AND OTHER EVENTS
	Use this form for all Unanticipated Problems that occur.  Please submit one Unanticipated Problem Report within 10 days of each reportable event.  This form should NOT be used for cases of potential non-compliance.  Non-compliance is defined as any action or activity associated with the conduct or oversight of research involving human subjects that fails to comply with federal or state regulations or institutional policies.  Examples of non-compliance include, but are not limited to, failure to obtain IRB approval, study expiration, using expired documents, non-study staff consenting subjects, etc.  If the event was caused by the action (or inaction) of the study staff, you should complete the Non-Compliance Reporting Form.  If you are unsure of which form to complete, contact the IRB at 404-785-7477.


Please complete in blue or black type.  Do not handwrite or staple documents.

A.  STUDY INFORMATION
	1.  IRB NUMBER
	     

	2. STUDY TITLE
	     

	3. PRINCIPAL INVESTIGATOR
	     
	4. EMAIL
	     

	5. RESEARCH COORDINATOR
	     
	6. EMAIL
	     



B.  TYPE OF EVENT
	Please select type of event below.  Check only the most appropriate event.  Complete a separate form for each event.

	1.
 FORMCHECKBOX 
 Unanticipated Event (Adverse Event or Unanticipated Problem) at both Children’s-affiliated and non-Children’s affiliated sites:
         1a.  Was this event unexpected in regards to the known risks of the study drug, device, or procedure, the subject’s disease or  condition or individual health issues?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

         1b.  Was the event more likely to be caused by study participation than circumstances or events outside the study?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
                 If Yes, please explain:

         1c.  Does the event place subjects or others at a greater risk of harm than was previously known or result in (or require medical or surgical intervention to prevent) death, a life-threatening experience, inpatient hospitalization, prolonged hospitalization, persistent or significant disability or incapacity, congenital anomaly or birth defect, OR jeopardy to any subject’s rights, safety, or welfare?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

  If No to 1a, 1b, OR 1c, STOP.  This event does not require prompt reporting to the IRB and may be submitted with the renewal.

	2.
 FORMCHECKBOX 
 Internal or External Death      2a.  Was this death an event that was more likely than not to be caused by participation in the research?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No

 If No to 2a, STOP. This event does not require prompt reporting to the IRB and may be submitted with the renewal.

	
3.  FORMCHECKBOX 
 Adverse Audit, Adverse DSMB/DSMC Report, or Enforcement Action (i.e., Form FDA 483, FDA Warning Letter, Adverse Sponsor audit results, or Suspension of medical license,  DSMB report that reports increased risk or requires stopping the study).  

	
4.  FORMCHECKBOX 
 Participant Complaint at Children’s-affiliated site (i.e. Any complaint from a participant or others relating to an alleged breach of the participant’s rights, safety or welfare or the integrity of the study).

	
5.  FORMCHECKBOX 
 Protocol Deviation or Violation at Children’s-affiliated site (or unintentional change to the protocol or procedures) involving risks or with the potential to recur (i.e., subject refused required blood draw).
           5a.  Was this a substantive deviation from the IRB protocol?  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If Yes, continue to 5b-d.  If No, STOP. This event does not require prompt reporting to the IRB and may be submitted with the renewal.
Does the deviation adversely affect the following:

          5b.   FORMCHECKBOX 
 the rights, welfare, or safety of subjects  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
          5c.   FORMCHECKBOX 
 the integrity of the research data  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
          5d.   FORMCHECKBOX 
 the subjects’ willingness to continue participation  FORMCHECKBOX 
 Yes  FORMCHECKBOX 
 No
If No to 5b, 5c, AND 5d, STOP. This event does not require prompt reporting to the IRB and may be submitted with the renewal.

	
6.  FORMCHECKBOX 
 Breach of Confidentiality (i.e., Loss of study records or unauthorized disclosure of participant health information).

	7.  FORMCHECKBOX 
 New Information indicating unexpected change in risks or potential benefits (i.e., literature, scientific report or other published finding).

	   8.  FORMCHECKBOX 
 Investigator’s Brochure (IB or IDB) Update or revision to safety information that presents the potential for additional harm to subject or significantly changes the risk:benefit ratio (submit revised document).

	   9.  FORMCHECKBOX 
 Participant Incarceration (i.e., Participant becomes incarcerated during his/her participation in the study)

	 10.  FORMCHECKBOX 
 Pregnancy of the participant during participation in the study (in studies where pregnancy is prohibited)

	11.   FORMCHECKBOX 
 Other Event (please describe) (i.e., unapproved changed made to eliminate immediate hazard to subject):       


C. REPORT INFORMATION
	1.  DATE OF EVENT
	     
	If this event was not reported within 10 days, please provide an explanation for the delay:

	2.  REPORT TYPE
	 FORMCHECKBOX 
  Initial Report
 FORMCHECKBOX 
  Follow-up Report





	3.  SOURCE 
	 FORMCHECKBOX 
  Internal (research conducted at Children’s or a site under the Children’s IRB jurisdiction)
 FORMCHECKBOX 
  External (research conducted at a site other than Children’s over which another IRB has jurisdiction) If External, list the location where the research was performed and/or the event occurred.

	4. DESCRIPTION
	Do not include subjects’ personally identifiable information in the description (i.e., no medical record numbers, no initials, no SSN, etc.) Please describe the event, including an explanation whether or not the event represents an unanticipated problem involving risks to subjects or others and how.  Attach additional documents as necessary.


	5.  ACTION TAKEN IN response to the Unanticipated Problem (provide additional pages as necessary)

	     



 D.  RESEARCH INTERVENTIONS OR INTERACTIONS
	1. The event involved (check all that apply):

 FORMCHECKBOX 
  Drug(s)    FORMCHECKBOX 
  Research-related procedure(s) or activity

 FORMCHECKBOX 
  Device(s)   FORMCHECKBOX 
  Other (please explain):      

	2.  Provide the names or description of any drugs, devices, or study procedures involved in the event.      





	3.  SOURCE 
	 FORMCHECKBOX 
  Internal (research conducted at Children’s or a site under the Children’s IRB jurisdiction)
 FORMCHECKBOX 
  External (research conducted at a site other than Children’s over which another IRB has jurisdiction) If External, list the location where the research was performed and/or the event occurred.


E.  RESEARCH STATUS
	1. The study subject(s) involved in the event is/are:

 FORMCHECKBOX 
  Still on study          FORMCHECKBOX 
  No longer on study                FORMCHECKBOX 
  N/A or unknown

	2.  Recruitment at Children’s is:
 FORMCHECKBOX 
  Ongoing       FORMCHECKBOX 
  Completed (or stopped) for all subjects.


F.  REPORTING
	1. The event will also be reported to (check all that apply):
 FORMCHECKBOX 
  Sponsor   FORMCHECKBOX 
  Collaborating Investigators
 FORMCHECKBOX 
  None   FORMCHECKBOX 
 Other (please specify):      


G.  RECOMMENDATIONS

Please submit an amendment form and associated documents for all proposed changes and communication.

	1.  Do you recommend a change to the protocol?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	2.  Do you recommend a change to the consent form or consent process?
	
 FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	3.  Will additional information and/or follow-up be provided to current and/or past subjects?

If yes, explain what information will be shared and to whom.
	    FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	4.  Will current subjects be asked to re-consent to participation?

If no, explain why.
	    FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	5. Will the study be voluntarily placed on hold?
	    FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO


	6.  Is the study being stopped?
	    FORMCHECKBOX 
 YES
 FORMCHECKBOX 
 NO

	7.  Other (please specify):      


​​​​​​​​​​​​​​​​​​​__________________________________                       _____________________________                          ________________

Principal Investigator’s Signature

 
     Printed Name




  Date
	*********TO BE COMPLETED BY THE INSTITUTIONAL REVIEW BOARD (IRB)*********


Action taken by the Institutional Review Board: 
                FORMCHECKBOX 
 Additional Information Needed prior to determination
 FORMCHECKBOX 
 Acknowledged

 FORMCHECKBOX 
 Request Consent Change

Comments: 







 FORMCHECKBOX 
 Request Protocol Change
 FORMCHECKBOX 
  Refer for Non-Compliance






             FORMCHECKBOX 
 Refer to Full Board                       FORMCHECKBOX 
  Other
Children’s IRB Chair, Vice Chair or Their Designee





Date
Reportable Events, ver. 9-5-2015
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