
 

 ADVERSE EVENTS LOG  
Description of  

adverse event 

(provide additional information on notes 

pages if required) 

Date of onset Severity 

 

1.Mild 

2.Moderate 

3. Severe 

4. Life 

Threatening 

5. Death 

Causality 

 

1.Unrelated 

or 

improbable 

2.Possible 

3.Probable 

4.Definite 

 

 Action taken 

1.None  

2.IMP dose 

reduced/temp 

withheld 

3.IMP stopped 

4.Con. Meds 

commenced * 

5.Other 

Date resolved 

 

(if not resolved at end of study 

mark as ongoing) 

Is this a 

Serious 

AE?  

 

YES  

or NO 

If Serious AE  

provide reason 

1.Death 

2.Life threatening 

3.Hospitalisation 

4.Disability or 

incapacity 

5.Congenital    

 abnormality 

Outcome 

1. Recovered 

2. Ongoing 

3. SAE reported * 

4. Unknown 

 

* complete an SAE 

form and fax to the 

sponsor 

Signature  

 

 

___/___/___ 

   ___/___/___ or  

 

    

 

___/___/___ 

   ___/___/___ or 

 

    

 

___/___/___ 

   ___/___/___ or 

 

    

 

___/___/___ 

   ___/___/___ or 

 

    

 

___/___/___ 

   ___/___/___ or 

 

    

 

___/___/___ 

   ___/___/___ or 
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