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DH Circular No. 48/2005  
05.04.2005 
 
 
Re: Serious Adverse Events & Serious Adverse Reactions to Blood and Blood 
Components 
 
Following the release of Government Notice 99 in The Malta Government Gazette 
number 17, 716, please be advised that:  
 
• Any serious adverse events related to the collection, testing, processing, storage and 

distribution of blood and blood components which may have an influence on their 
quality and safety, as well as any serious adverse reactions observed during or after 
transfusion which may be attributed to the quality and the safety of the blood and 
blood components are to be notified to the Medicines Authority; 

 
• Blood establishments1 and hospital blood banks2 shall have procedures in place to 

notify to the Medicines Authority all relevant information about serious adverse 
events (SAEs) using the Blood SAE Reporting Form attached at Annex I (which can 
be downloaded from the Medicines Authority’s website on www.health.gov.mt/mru);  

 
• Hospital blood banks, and all other facilities to which blood or blood components 

may be delivered e.g. hospitals, clinics, manufacturers and bio-medical research 
institutions, shall have procedures in place to notify to the Medicines Authority all 
relevant information about serious adverse reactions (SARs) using the Blood SAR 
Reporting Form attached at Annex II (which can be downloaded from the Medicines 
Authority’s website). The Blood Serious Adverse Reactions (SARs) Imputability 
Level Guidance Sheet required for the determination of the imputability level of the 
SAR reported is attached at Annex III and can also be downloaded from the 
Medicines Authority’s website. Moreover, hospital blood banks should send a 
duplicate Blood SAR reporting form to the blood establishment;  

 
 
 
 
 
 
                                                 
1 “Blood establishment” is defined as any structure or body structure or body that is responsible for any 
aspect of the collection and testing of human blood or blood components, whatever their intended purpose, 
and their processing, storage, and distribution when intended for transfusion. This does not include hospital 
blood banks (Directive 2002/98/EC). 
 
2 “Hospital blood bank” shall mean a hospital unit which stores and distributes and may perform 
compatibility tests on blood and blood components exclusively for use within hospital facilities, including 
hospital based transfusion activities (Directive 2002/98/EC). 
 

http://www.health.gov.mt/mru
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• Stakeholders have a derogation of nine months from 8 February 2005 to implement 
all the necessary requirements to comply with Directive 2002/98/EC as stated in 
article 7 of the latter Directive.  

 
• In the case of medicinal products containing blood components, the same Adverse 

Drug Reaction (ADR) reporting system as for other medicinal products should be 
used. Further information on the ADR reporting system and the ADR reporting form 
used for reporting suspected ADRs on medicinal products can be obtained from the 
Medicines Authority’s website. 

 
 
 
 
 
Dr Ray Busuttil  
Director General (Health)  
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Annex I: Blood Serious Adverse Event (SAE) Reporting Form 
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Annex II: Blood Serious Adverse Reaction (SAR) Reporting Form 
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Annex III: Blood Serious Adverse Reactions (SARs) Imputability Level Guidance 
Sheet 
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