Reportable Event Evaluation and Reporting Form

Purpose:  To assist investigators with: 1) Documentation and evaluation of all study-related adverse events or problems. 2) Collection of data for a timely and meaningful review appropriate to the degree of risk; and 3) Identifying which events are reportable to the IRB.

Instructions:  Principal investigators will evaluate collected data to determine if the event is reportable to the IRB and to determine the applicable timelines for reporting.  Additional guidance is located in DDEAMC HRPP, Chapter 12: “Reportable Events…” and Chapter 6: Policy #10 “Deadlines for Submission…”

[bookmark: Text4][bookmark: Text10][bookmark: _GoBack][bookmark: Check33][bookmark: Check34]Today’s Date:       		 Date of Event:       	   	Type of Report:  |_| Initial     |_| Follow-Up

Project # and Title:        

[bookmark: Text3]Principal Investigator:       	 Subject Study ID #:        (attach list for multiple subjects, if needed)	

[bookmark: Check13]Event Occurred:  |_|  at Local Study Site   |_|  at External Study Site (local impact only)  |_|  DSMB/DSMC Report

Any of the following events determined to be an Unanticipated Problem Involving Risk to Subjects or Others (UPIRSO) must be immediately reported to the IRB POC [see paragraph 8].  Events that are unexpected and related to the study but not a UPIRSO must be reported in writing to the IRB promptly and in no circumstances greater than one week.  Other events not meeting these criteria will be summarized and reported to the IRB at the time of the study’s review for continuation.
1.	Select the appropriate category that applies to the event being reported (check all that apply):
	|_|	SERIOUS ADVERSE EVENT (SAE) [see 8c.]  -  thought to be: (must check one)
			|_|  related to the research study.
			|_|  possibly related to the research study.
	|_|	ADVERSE EVENT – Both must apply and be checked in order to be reportable.
			|_|  unexpected (in terms of nature, severity, or frequency) given the research procedures that are
                                described in the protocol-related documents, such as the IRB approved research protocol and
                                informed consent document; and the characteristics of the subject population being studied, AND
			|_|  related or possibly related to a subject’s participation in the research.
	|_|	MEDICATION OR LABORATORY ERRORS that have or could have caused risk to subjects or others.
	|_|	BREACH OF CONFIDENTIALITY / HIPAA VIOLATION – resulting from disclosure of confidential information or
              identifiable private information or loss/stolen confidential information (lost laptop, inadvertent email distribution).
	|_|	SIGNIFICANT PROTOCOL DEVIATION / NON-COMPLIANCE – an intentional or unintentional change without
             IRB approval that deviates from the approved protocol, consent document, study procedures, recruitment process
             or study materials that has or has the potential to: (check all that apply)
			|_|  impact subject rights, welfare or safety of present, past or future subjects(s).
			|_|  increase the risks and/or decrease the benefit for research subject(s).
			|_|  compromise the integrity of the study data or;
			|_|  affect the subject’s willingness to participate in the study.
	|_|	INTENTIONAL CHANGE TO PROTOCOL WITHOUT IRB APPROVAL to eliminate an apparent immediate
             hazard to research subject(s).
	|_|	INTERIM FINDINGS, PUBLICATION OR SAFETY REPORT – an interim safety report (including a Data Safety
             and Monitoring Report), publication in literature, report of interim results, or another finding that indicates an
             unexpected adverse change to the risks or potential benefits of the research and directly impacts the local site.
	|_|	ENFORCEMENT ACTION – such as an unfavorable audit report; suspension or disqualification of an
             investigator; FDA Form 483 or “Warning Letter”.
	|_|	STUDY PERSONNEL MISCONDUCT
	|_|	INCARCERATION OF A RESEARCH SUBJECT during study participation (required for regulatory purposes so
             an additional mandated IRB review can be completed in order for participant to remain in the study).
	|_|	REQUIRED PROMPT REPORTING – an event that required prompt reporting to the sponsor or IRB in
             accordance with the approved protocol.
	|_|	OTHER – any other event that the PI thinks (or is unsure if it) may represent an unanticipated problem involving
             risk to subjects or others

[bookmark: Text5]2.	Provide any additional details to describe the event and summarize the circumstances leading to the event: 

	      

3.	Status of study:  
	
	|_| Active: |_| Open to enrollment  |_| Closed to enrollment  |_| Long term follow-up only  |_| Data analysis only

	|_| Closed  |_|  Suspended

4.	Number of subjects currently enrolled at local study site:              Enrolled study wide [multi-site]:      

5.	Should the Informed Consent Form or any study procedures be modified as a result of this event?

|_|  Yes   Submit a protocol Amendment and/or revised Consent Form, as applicable.
|_|   No

6.	Describe any proposed protocol changes or other corrective actions to be taken by investigator(s) in response to the event.

	     

[bookmark: Check22][bookmark: Check23]7.	Will currently enrolled subjects be notified?	     |_|  Yes	|_|  No         |_|  No Subjects Enrolled	

	If yes, describe how subjects will be notified?       

8.	Events meeting all three criteria below are considered Unanticipated Problems Involving Risk to Subjects or Others (UPIRSO) and are to be reported to the IRB IAW 32 CFR 219.103(b).  Report a UPIRSO verbally or by email to the IRB POC at (706) 787-2387 or usarmy.gordon.medcom-eamc.mbx.irb@mail.mil within 24 hours and provide a written report within 1 week.

a. 	The Event was unexpected for this study (i.e., not mentioned in drug brochure, protocol, or Informed Consent Form, or is not unexpected but occurs at a greater frequency, severity or duration than expected)?

[bookmark: Check25][bookmark: Check29]|_|  Yes	  |_|  No 

	b. 	The Event was related to participation in the research.	 |_|  Yes	  |_|  No	

	In the principal investigator’s judgment, how likely is it that this Event was related to the study drug, device, or procedures (interventions/interactions) associated with this protocol?

[bookmark: Check30]|_|  Definitely Related				|_|  Probably Not Related / Unlikely
[bookmark: Check31]|_|  Probably Related / Likely			|_|  Definitely Not Related
[bookmark: Check32]|_|  Possibly Related / Maybe			|_|  Unknown

	c.	The Event is Serious or otherwise one that suggests that the research places subjects or others at a greater risk of harm (i.e., physical, psychological, economic, financial, etc.) than was previously known or recognized.

		|_|  Yes	  |_|  No

		The following outcome criteria denote a Serious Event: (check all that apply to this event)

|_|  Results in death
|_|  Is life threatening (places the subject at immediate risk of death from the event as it occurred)
|_|  Results in persistent or significant disability/incapacity
|_|  Requires inpatient hospitalization or prolonged an existing inpatient hospitalization
|_|  Results in congenital anomaly/birth defect
[bookmark: Text9]|_|  Any other adverse event that, based upon appropriate medical judgment, may jeopardize the subject’s health and may require medical or surgical intervention to prevent one of the other outcomes listed.  Describe:     
		
		|_|  Other event determined to increase risk to subjects or others such as: problems with overdosing or drug abuse, loss of control of research agents, patient data, or hazardous materials, psychological reactions, breach of confidentiality, economic risks, less than ideal results of treatment, etc. (must be determined to increase risk). Describe:     

10.	Does Event meet the criteria for a UPIRSO? (Yes responses to 8a – c) 

|_|  Yes – Report verbally or by email to the IRB within 24 hours and route this report through the Research
                (Medical) Monitor [if applicable] for review, concurrence and comment and then submit the report to the
                IRB within one week.

|_|  No – Determine if event is still reportable based on the criteria of “unexpected” and “related”.

	|_|  Yes – Route report for these reportable events through the Research (Medical) Monitor [if applicable]
                             for review, concurrence and comment to the IRB within one week.

	|_|  No – Route through the Research (Medical) Monitor [if applicable] for review and concurrence.  Do
                           Not forward the report to the IRB.  Maintain report with investigator study files and provide a
                            “Summary of Adverse Events” at the time of protocol’s continuing review or closure report.

	e-signature here

__________________________
Principal Investigator’s Signature


	Research (Medical) Monitor Review
(required for Greater Than Minimal Risk Research)



1.	|_|	I am aware of the reported Event, have reviewed this report, and I concur with the proposed actions.  Comments, if needed:

	     

2.	|_|	I am aware of the reported Event, have reviewed this report and I do not concur. (Explain) 

	      


[bookmark: Text11]	     
	__________________________________________________________________________
	Name of Research (Medical) Monitor

	e-signature here

_______________________________
Research (Medical) Monitor’s Signature		Date: Click here to enter a date.
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