
 

 

AWTORITÀ DWAR IL-MEDIĊINI - MEDICINES AUTHORITY  
198, Rue D’Argens, Gżira GZR03 

Tel: 23439153 Fax: 23439158 
Email: postlicensing.mru@gov.mt   

BLOOD SERIOUS ADVERSE EVENT (SAE) REPORT FORM 
 

 ALL CONSUMER/PATIENT AND REPORTER INFORMATION WILL REMAIN CONFIDENTIAL   
 

Please complete as much information as possible. Do not be put off reporting if some details are not known. 
 

 
 
 
  

REPORT IDENTIFICATION NUMBER OF REPORTING ESTABLISHMENT:  

DETAILS OF SERIOUS ADVERSE EVENT (SAE)            

Date of SAE /YYYY): 

Specification Serious A vent (SAE)  
which m  quality and 

safety o omponent 
due t tion in: Product defect Equipment failure Human Error Other (please specify) 

Whole bloo on     

Apheresis c     

Testing of d     

Processing     

Storage     

Distribution     

Materials     

Others     
 

REPORTIN BLISHMENT        
Type (please lood establishment, hospital blood bank 

Name:  

Address: 

Telephone/M

E-mail addr
 
Signature ___ ___________________________________________________________________________   Date of Report _________________________________________________________________________________   
 

An electr on of the SAR report form can be downloaded from: www.health.gov.mt/mru   SUPPLY OF SAE REPORT FORM IS REQUIRED 
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