Reporting of Adverse Events, Unanticipated Problems, and Protocol Deviations to UHCMC IRB

The Event Reporting policy includes the UHCMC IRB definitions, policy, and reporting requirements for adverse events, unanticipated problems, and protocol deviations.  All reportable events need to be reported to the IRB within their respective timeline even if the information about the event is incomplete.  Further information can be added with a follow-up report.

Adverse events, according to their classification( (e.g. internal or external; fatal; serious or non-serious; expected or unexpected; and, possibly study-related or not study-related) are reportable to the UHCMC IRB.

“Internal” events are those that occur to a participant who was consented using a UHCMC IRB approved consent form, whereas “external” events are those reported to a UHCMC investigator in regards to participants not consented with a UHCMC IRB approved consent form.  Internal adverse events are submitted via the Internal Adverse Event Checklist (I-AE) and external adverse events are submitted via the External Adverse Event Checklist (E-AE).  

For all study designs (observational, non-interventional, and interventional), any event that changes the risk/benefit ratio or causes a change in the protocol or consent form must be reported to the UHCMC IRB within 14 calendar days of learning of the event or of being notified of a required change.  

a) Observational studies and/or non-interventional studies (no risk or minimal risk studies as per policy):  The UHCMC IRB does not require adverse event reporting unless the event is directly related to study participation or if the event causes a change in study design or participant risk.    

b) Interventional Studies (greater than minimal risk): Adverse Event reporting requirements are listed in the table below:
	
	Internal
	External(

	
	Study Related or Possibly Study Related
	Not Study Related
	

	Death  

     Expected 

     or

  Unexpected
	Within 7 calendar days
	Within 14 calendar days
	Within 7 calendar days if study related/possibly related; or

At Next Continuing Review if not study related

	Serious

    Expected 

     or

  Unexpected
	Within 14 calendar days
	At Next Continuing Review or Study Closure(
	At Next Continuing Review or Study Closure(

	Non-serious 

    Expected

     or

Unexpected
	At Next Continuing Review or Study Closure(
	At Next Continuing Review or Study Closure(
	Retain in Investigator’s File


Unanticipated problems involving risks to participants or others,  include any incident, experience, or outcome that meets all of the following criteria:

(1) unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the IRB-approved research protocol and informed consent document; and (b) the characteristics of the subject population being studied; and
(2) suggests that the research places subjects or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

Excluding adverse events, all other unanticipated problems involving risks to participants or others (that meets the above criteria), must be reported to the UHCMC IRB within 14 calendar days(. If the unanticipated problem does not meet these criteria, it does not have to be reported to the UHCMC IRB.  Unanticipated problems (other than adverse events) are submitted via the Unanticipated Problem/Deviation (U/D) checklist.  

Major protocol deviations must be reported to the UHCMC IRB within 14 calendar days of its discovery(; whereas, minor protocol deviations are to be retained in the Investigator’s File.  Deviations are submitted via the Unanticipated Problem/Deviation (U/D) checklist.

( Adverse Event Classification terms are defined within the Event Reporting policy.

( External events on related, but different, protocols are retained in the investigator’s file.

( Any previously unreported Adverse Events that meet the reporting criteria for Continuing Review are reported at Study Closure.

( Unanticipated problems and Major protocol deviations are reportable according to stated timelines regardless of study design (e.g. interventional versus non-interventional versus observational studies).
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