ADVERSE DRUG REACTION (ADR) REPORT FORM

Please complete as much information as possible

PATIENT DETAILS
INITIALS        
   SEX    FORMCHECKBOX 
 MALE   FORMCHECKBOX 
FEMALE    AGE (at time of reaction)          WEIGHT (in kg, if known)      
ETHNICITY      
   AREA      


SUSPECTED DRUG(S) / VACCINE(S) / BLOOD PRODUCT(S)
Brand name and form of drug and batch no. (if known)   Dosage    
Prescribed for 

Date started    
Date stopped                  
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


SUSPECTED REACTION(S) (Description of Toxic/Side Effects/Interaction)
   
     
 Date started      Date stopped
	     
	     
	     

	     
	     
	     

	     
	     
	     


OTHER DRUGS (including self-medication & herbal medicinal products)


Brand name and form of drug and batch no. (if known)   Dosage    
Prescribed for 
Date started       Date stopped                  
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


	     
	     
	     
	     
	     

	     
	     
	     
	     
	     

	     
	     
	     
	     
	     


How serious do you consider this ADR?          Outcome from ADR:            For this ADR:                    

YES     NO

 FORMCHECKBOX 
 Fatal


 FORMCHECKBOX 
 Recovered
               
     Drug was discontinued       

   FORMCHECKBOX 

 FORMCHECKBOX 

 FORMCHECKBOX 
 Life threatening

            
 FORMCHECKBOX 
 Recovering
                         Improvement noted on discontinuation 
 FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 
 Caused or prolonged hospitalisation
 FORMCHECKBOX 
 Symptoms Continuing   
Patient was rechallenged    


    
 FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 
 Congenital abnormality
            
 FORMCHECKBOX 
 Long-term effects           
Manufacturer  notified

 FORMCHECKBOX 
        FORMCHECKBOX 

 FORMCHECKBOX 
 Caused disability or incapacity

 FORMCHECKBOX 
 Death related to the ADR 
Treatment  required
 


 FORMCHECKBOX 
     
 FORMCHECKBOX 

 FORMCHECKBOX 
 Other medically significant condition
 FORMCHECKBOX 
 Death not related to ADR  
If yes, which      
     


 FORMCHECKBOX 
Not known

     If pregnant, state age:       weeks

 FORMCHECKBOX 
 Not Serious








ADDITIONAL RELEVANT INFORMATION (medical history, test results, known allergies, suspected drug interactions)
	 FORMCHECKBOX 
 Liver disease               

 FORMCHECKBOX 
 Kidney disease
	Allergy (please describe):      

	Other illnesses (please describe):      


REPORTER






Reporter Stamp


	Type  (please choose)  FORMDROPDOWN 
 
	

	Name:        
	

	Address:       
	

	Telephone/Mobile:       
	

	E-mail address:       
	

	Registration number (if applicable):        
	


Signature ________________________________________________________  
Date __________________________________________________________   

	An electronic version of the ADR reporting card can be downloaded from:   www.medicinesauthority.gov.mt
	 FORMCHECKBOX 
 SUPPLY OF ADR REPORT CARDS IS REQUIRED 
 FORMCHECKBOX 
 INFORMATION ABOUT OTHER ADRs IS REQUIRED




Submit electronically to the Medicines Authority  postlicensing.mru@gov.mt
ALL CONSUMER/PATIENT AND REPORTER INFORMATION WILL REMAIN CONFIDENTIAL 
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