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SLIPPERY ROCK UNIVERSITY INSTITUTIONAL REVIEW BOARD for RESEARCH INVOLVING HUMAN SUBJECTS

Reportable Events Form
For information or help, contact the IRB Office

Phone: 724-738-4846

e-mail: irb@sru.edu
Full Protocol Title:      
Protocol #:      
Principal Investigator:       
	1. Report Status: Please indicate whether this is the first time this event has been reported to the IRB or if it is a follow up report

	Initial Report   FORMCHECKBOX 
                 OR                 Follow-up Report   FORMCHECKBOX 


	For follow-up reports, please list the date the initial report was submitted to the IRB       


	2. Event Summary: Please provide a narrative summary of the event that occurred. The summary should include the following elements:
· The date, time and location the event occurred;

· The date the team became aware of the event;

· A description of the event and the subjects that were affected; 

· The immediate and follow up actions that were taken in response to the event;
· The subject’s prognosis or probable outcome;
· Assessment of causality (i.e., problem/event is definitely, probably OR possibly associated with this protocol); and
· What follow up measures have been taken or are planned (if relevant, include procedures taken to prevent similar incidents)

	     

	In the following text box, please indicate whether the event is considered resolved or unresolved. If the event is unresolved, please indicate what additional actions are expected to be taken to resolve the event: 

	     


	3. Supporting Reports: Please identify any other entities that have been informed of this event (i.e., funding agency, other IRB, etc.)

	     

	Please provide the IRB with copies of any event-related correspondence (including email correspondence) from the above-mentioned entities.

	     

	Please identify any other entities responsible for monitoring the protocol that may need to be informed of the event (i.e., lead site investigator, sponsor, other study sites, etc.) and whether you plan to notify them of the event:

	     


	4. Response to the Event:

	Does the event(s) require any changes to the currently approved study conduct or document(s)? Have you been informed that revisions to study documents are planned (i.e., from the sponsor)?

	If yes, please submit an amendment to the IRB

If no, please explain why these events do not warrant revision of the current study conduct and/or document(s):

	     


	If this event involved a subject enrolled at SRU (or a site that is relying on SRU as the IRB of record), please provide a description of what information has been shared with the subject and whether this communication has been documented. Please also detail what actions may still be taken with the subject in response to the event (e.g., subject will be withdrawn, additional follow-up procedures, additional monitoring will occur, etc.)

	     


	5. Is the event considered unanticipated/unexpected? An event is unexpected (in terms of nature, severity, or frequency) given the research procedures that are described in the protocol-related documents and the characteristics of the subject population being studied. 

	Does the Principal Investigator assess this event as unexpected or unanticipated?  
	 FORMCHECKBOX 
  Yes      FORMCHECKBOX 
  No

	Please provide a narrative summary of your rationale for this unanticipated/unexpected assessment:

	     


	6. Is the event considered related to the research? An event is considered related to the research if the cause of the event is deemed related or possibly related to participation in the research (possibly related means there is a reasonable possibility that the incident may have been cause by some aspect of research participation). 

	     


	7. Risk/Benefit Assessment: In light of this event, please re-assess the study overall and provide your rationale for whether or not the protocol unnecessarily exposes subjects to risk and whether risks to subjects remain reasonable in relation to the anticipated benefits, if any, to subjects, and the importance of the knowledge that may be expected to result from this research. 

	     


Certification by Principal Investigator

My signature certifies the following:

1.
All necessary information has been assessed and attached report has sufficient detail to facilitate IRB review.
2.
The risks of the research are minimized to the greatest extent possible.
3.
The risk-benefit relationship of the research continues to be acceptable.
4.
Check which of the following applies related to consent forms:


 FORMCHECKBOX 
 The consent form/research protocol does not require revision. Copies of the current documents are attached; or

 FORMCHECKBOX 
 The consent form/research protocol requires revision. Copies of the current documents are attached; or

 FORMCHECKBOX 

The informed consent requirement was waived for this protocol.  No copies of consent documents are attached.
By submitting this completed form, the principal investigator certifies that they have disclosed to the IRB all relevant information that might affect re-approval of this study. 





        





Investigator’s Signature



Date

FOR IRB USE ONLY
Based on the review of the IRB chair, it is determined that this reportable event is (check all that apply): 
 FORMCHECKBOX 
 Adverse Event

 FORMCHECKBOX 
  Unanticipated Problem  

 FORMCHECKBOX 
  Non-Compliance
 FORMCHECKBOX 
 Continuing Non-Compliance

Recommended Action(s):

 FORMCHECKBOX 

Continue study as submitted and approved by the IRB. No changes necessary. 

 FORMCHECKBOX 

The informed consent and/or research protocol should be amended to address this problem/event. However, subjects already enrolled do not need to be advised.

 FORMCHECKBOX 

The informed consent and/or research protocol should be amended to address this problem/event and subjects already enrolled should be advised appropriately. No new subjects may be enrolled until the IRB has approved the revisions.
 FORMCHECKBOX 
  Full Board review required
 FORMCHECKBOX 

Suspend the study pending further review.

 FORMCHECKBOX 

Report to Institutional Official.

 FORMCHECKBOX 

Other: 
     
Reviewer’s Comments:

     






        





IRB Chair’s or Designee’s Signature


Date

Please use this form to report unanticipated problems, adverse events and/or non-compliance.





The IRB requires researchers to submit reports that meet the above criteria within 7 business days of the time the event becomes known to the study team. 





Unanticipated Problems:  





unexpected (in terms of nature, severity or frequency) give the research procedures that are described in the protocol-related documents and the characteristics of the subject population being studied;


definitely or probably related to participation in the research; and


suggests that the research places subjects or others at greater risk of harm than was previously known or recognized. 





Adverse Events:





Any untoward or unfavorable medical 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. Adverse events encompass both physical and psychological harms.  They occur most commonly in the context of biomedical research, although on occasion, they can occur in the context of social and behavioral research. 





Non-Compliance:





Failure (intentional or unintentional) to comply with applicable federal regulations, state or local laws, the requirements or determinations of the IRB, or university policy regarding research involving human subjects. Non-compliance can result from action or omission. Non-compliance may be non-serious (minor) or serious, and may also be continuing. 








***The IRB should not receive any identifiable subject information. All supporting documentation should be de-identified prior to submission. Additionally, when emailing with the IRB about any reportable event, please ensure that all email correspondence is clear of identifiable subject information.***
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