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                                                       Data and Safety Monitoring
Adverse Event Reporting Form
Please Note: Data and safety monitoring requires that ALL adverse events be reported. If an adverse event is reportable the HSC, you may simply forward a copy of the HSC reporting form to Jo Denton in the Office of Compliance. For all other adverse events, please use this form.
I. Study Information
	HSC#:       
	Principal Investigator:      


	Person Reporting Event:      
	Date of Report:      


	Study Title and Protocol # (if applicable):      


II.
Study Status

 FORMCHECKBOX 

Open to Enrollment; recruitment, enrollment and/or subject interventions are ongoing at KUMC
 FORMCHECKBOX 

Closed to Enrollment, but        (enter number) KUMC subjects still receiving study intervention

 FORMCHECKBOX 

Closed to Enrollment, no KUMC subjects on drug/device; follow-up activities only
 FORMCHECKBOX 

Terminated; new information may affect previous subjects at KUMC
III.
Type of Event  
 FORMCHECKBOX 
  

Adverse Event
 
 FORMCHECKBOX 

Death of a study subject 
 FORMCHECKBOX 

Complaint from study subject
 FORMCHECKBOX 

Other event. Please describe: 

	     


IV.
Type of Report


 FORMCHECKBOX 

Initial (first) report of Event/Problem

 FORMCHECKBOX 
   Follow-up Report

V.
Event/Problem Description

(a)
	Participant ID:       

	Participant AE#:      
	Date of Study Intervention:      


(b)

	Date of AE onset:      
	Date that PI learned of the event:      


(c)
Provide a description of the event.
	     


VI.
Assessment by the Principal Investigator 
(a)
Indicate the severity of the event:  

 FORMCHECKBOX 
  Mild
 (no limitation of usual activities)


 FORMCHECKBOX 
  Moderate (some limitation of usual activities)


 FORMCHECKBOX 
  Severe (inability to carry out usual activities)

 FORMCHECKBOX 
  Life-threatening or disabling


 FORMCHECKBOX 
  Death
(b)
Indicate the expectedness of the event:  

	 FORMCHECKBOX 
  Expected
	 FORMCHECKBOX 
  Unexpected



(c)   
Indicate the relatedness of the event to the study (check all that apply):  
	 FORMCHECKBOX 
  Related to study device
	 FORMCHECKBOX 
  Related to study drug

	 FORMCHECKBOX 
  Related to other study intervention


	 FORMCHECKBOX 
  Related study participation  (separate from intervention)
	 FORMCHECKBOX 
  Related to pre-existing condition


(d)
At the time of this report, the outcome of the event is:

	 FORMCHECKBOX 
  death
	 FORMCHECKBOX 
  life-threatening condition
	 FORMCHECKBOX 
  hospitalization

	 FORMCHECKBOX 
  permanent disability
	 FORMCHECKBOX 
  congenital defect
	 FORMCHECKBOX 
  intervention to prevent disability

	 FORMCHECKBOX 
  other (describe:       


 (e)
Does the reported event negatively impact the safety and/or welfare of current KUMC subjects?

 FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A (No current subjects or no enrollment to date)

  (f)
Does the reported event negatively impact the safety and/or welfare of previous KUMC subjects? 

 FORMCHECKBOX 
  Yes 

 FORMCHECKBOX 
  No

 FORMCHECKBOX 
  N/A (All subjects are currently undergoing study intervention)
VII.
Proposed actions to address the occurrence of the adverse event; please consider both this individual event along with the pattern of adverse events that have been reported for this protocol (Check all that apply)

 FORMCHECKBOX 

No proposed action; the PI believes the relationship to study participation is unlikely for the following reason:  


	     


 FORMCHECKBOX 

Modification of the consent form

 FORMCHECKBOX 

Modification of study procedures 

 FORMCHECKBOX 

Change in inclusion/exclusion criteria

 FORMCHECKBOX 

Additional monitoring through lab or other testing   

 FORMCHECKBOX 

Provide additional information to current subjects 

 FORMCHECKBOX 

Provide additional information to previous subjects 
 FORMCHECKBOX 

Re-consenting of current subjects 

 FORMCHECKBOX 

Increased frequency of interim data reviews 

 FORMCHECKBOX 

Suspension of enrollment 

 FORMCHECKBOX 

Suspension of study procedures 

 FORMCHECKBOX 

Termination of the study 

 FORMCHECKBOX 

Other modifications to address the unanticipated problem (Please describe) 

	     


VIII.
   Signature  

Principal Investigator  _______________________________________        Date       
Typed Name      
For office use only:

 FORMCHECKBOX 
  Reviewed and accepted

 FORMCHECKBOX 
  Additional information required:  
	     




______________________________________

_________________

Initials, DSM reviewer



Date
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