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Study ID No.                                             Initials                                              
                               Participant #                                       F     L                                                    

 

                                                               ADVERSE EVENT FORM (Page 1 of 2) 

1. Date the adverse event was diagnosed:          Day                   Month                         Year 

 

2. Please specify the adverse event (check only one). If there are multiple adverse events, please 

complete a separate form for each adverse event. 

 

Death  Cause: _________________________________________________________ 

             Please complete an Early Withdrawal Form 

 

Falls (Excluding home falls)    Dizziness  

 

Fracture                                                                        Chest pain 

 

Pain with exercise                                                       Other: _________________________________       

 

3. Additional information: 

__________________________________________________________________________________

__________________________________________________________________________________

__________________________________________________________________________________ 

4. Did this event result in hospitalization or prolonged hospitalization? 

                Yes                    No 

5. Does this adverse event meet the criteria of a Serious Adverse Event (SAE) (i.e, a fatal or life threatening 

event resulting in significant or persistent disability, requiring or prolonging hospitalization, or presenting 

other significant hazards or potentially serious harm in the judgment of the attending surgeon)? 

                   Yes  We need to report all SAEs to the appropriate HiREB within 24 hours.                                                                         

                   No 
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6. Is this adverse event directly related to the patient’s participation in the study? 

         

Definitely related                Probably related              Possibly related             Not related 

 

7. What is the level of severity of this adverse event? 

     

             Mild                              Moderate                    Severe 

 

 

 

8.  What is the status of the adverse event?: 

         Fatal  Please complete an Early Withdrawal Form 

         Ongoing                             No Treatment                       Treatment (specify): _____________________________ 

           

                  Resolved with no treatment                                          Resolved with treatment                                          

                 Did not resolve              Did not resolve with treatment 

                          N/A: ____________________________________________________________________ 

Date to follow-up (DD/MM/YYYY): 

            

9. Did the patient suffer impairment as a result of the adverse effect? 

 

         No (Resolved, without any impairment) 

         Yes (Resolved, with subsequent impairment)  Specify degree of impairment:          Mild 

 

                                                                                                                                                                Moderate 

 

                                                                                                                                                                Severe 

 

         Indicate here if you are reporting another Adverse Event. Please complete an additional Adverse Event Form. 

Mild: Awareness of signs/symptoms, but easily tolerated and of minor irritant type causing no loss of time from normal activities. Symptoms do not 

require therapy or medical evaluation; signs and symptoms are transient. 

Moderate: Events introduce a low level of inconvenience or concern to patient and may interfere with daily activities, but usually improved by 

simple therapeutic measures; moderate experiences may cause some interference with functioning. 

Severe: Events interrupt patient’s normal daily activities and generally require systemic drug therapy or other treatment; events are usually 

incapacitating.  


