
Instructions for determining the types of events that should be reported are provided on page 2 of this document.
Protocol #:  





Date
Title of the study:

Principal Investigator: 


  
Email: 



Phone: 
Submitted by:
            



Email:



Phone: 

Patient ID:  

Type of Report: 
 FORMCHECKBOX 
  Initial
 FORMCHECKBOX 
  Follow-up      FORMCHECKBOX 
  Other  ______________


Expectedness:           FORMCHECKBOX 
  Unexpected
 FORMCHECKBOX 
  Expected

 FORMCHECKBOX 
  Not applicable
Relationship:

 FORMCHECKBOX 
 Unlikely
 FORMCHECKBOX 
 Possibly
 FORMCHECKBOX 
 Probably
 FORMCHECKBOX 
 Definitely

Timeline:


	
	Date Event Started

	
	

	
	Date Event resolved

	
	

	
	Date PI/study staff became aware of event

	
	

	
	Event ongoing? (Yes/No)


Describe Event
Attachments:  If applicable, attach all supporting documentation and list attachments here:

Do you recommend changes to the protocol or consent form?
   FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No
Signature:  ___________________________________________________________

RSA Recommendation:








RSA Signature





Date
UCH Clinical and Translational Research Center

Monitoring Event Form Reporting Requirements

The purpose of the UCH Monitoring Event form is to 
· document events which do not meet the criteria for reporting to COMIRB, but result in a deviation from the approved protocol/consent or standard practice. 

· allow for independent monitoring of unanticipated problems related to the provision of services on the CTRC by the Research Subject Advocates (RSAs) and UCH CTRC Study Monitoring Committee (SMC) to assure study safety and study integrity of active studies on the CTRC.

· Identify procedural problems on the unit and facilitate process improvements.

The UCH CTRC Monitoring Event form is to be completed whenever an event occurs that deviates from the latest approved version of the protocol, consent form, or nursing flow sheet especially if it causes the study to be aborted.  The deviation from the approved protocol or flow sheet may be in response to a physical event experienced by the participant, or it may be due to pre-determined participant stopping criteria, or it may be due to a procedural error on the unit.
Action Required:  this form can be completed by the investigator, the PRA or any other member of the research staff, the nurse who was assisting with the study at the time, the person who responded to the monitoring event, or any member of the UCH CTRC staff.

The Monitoring Event Form is to be completed and a copy given to the RSAs as soon as practicable.   This form is not to be placed in the participant’s medical records.
COMIRB requirements

Not required by COMIRB 

Examples of events to be reported using the Monitoring Event Form can include:

Long and/or unanticipated delays in study

Syncope with procedure

Study aborted

Unexpected abnormalities in vital signs

Problems with diet (missed, cold, wrong foods)

Multiple IV sticks

Participant enrolled in more than one study concurrently
Unable to obtain adequate tissue sample in biopsy

Abnormal labs that result in study termination

Unrelieved pain

Break in sterile technique

Issues with informed consent or hospital consent



Medication errors which do not meet the reporting criteria for COMIRB


Deviations from study flowsheet (e.g., missed blood draw, incorrect sample processing)
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