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Objectives: 

 

Materiovigilance aims to monitor the risk of incidents resulting from the use of Medical 

Devices. Its place is very important in health system for avoiding several incidents that 

consumers can have when they use medical devices. What is its role in the establishment of 

a Quality Management System (QMS) in the hospital pharmacy? 

 

The aim of this work is to identify materiovigilance notifications within Cheikh Zaid 

international hospital, to analyze them, to identify measures taken in each case and to 

establish a QMS that includes the traceability of medical devices. 
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Conclusion: 

 

Materiovigilance is necessary for the traceability of adverse events related to the use of medical devices. It is essential 

for the adoption of the QMS that we introduced in our pharmacy. This is particularly important in the absence of a 

national medical devices industry and specific regulation for these products. 

Material and methods: 

 

Materiovigilance statements that were collected between June 2012 and May 2014 in Cheikh Zaid 

hospital were analyzed. Decisions that had been taken were collected in order to make a synthesis of 

QMS implemented in our pharmacy.  

 

Incidents were classified into three categories according to the severity of the event (3 is the worst) 

and measures taken were classified into three categories (corrective, preventive and palliative). 

Results: 

 

75 notifications were collected, 27 (36%) first degree, 24 (32%) second 

degree and 24 (32%) the third degree of dangerousness.  

 

24 notifications were from surgery units (gloves, sutures, infusion tubing), 

19 from haemodialysis service (vials of bicarbonate), 12 from 

ophthalmology service (ocular implants) and 7 from the Intensive Care 

Unit (catheters, tracheal intubation tubes, pressure sensors). Similar 

results have been found and published in EJHP by other national teams.  

 

The measures that have been taken were correctives in 16 (21%) of cases 

(definitive change of medical device), preventives in 6 (8%) of cases 

(compliance test before use) and palliatives in 53 (71%) of cases 

(exchange of defective device). 

Care units Number of 

notifications 
Example of Medical Device 

Chemotherapy 2 Infusion pump 

Surgery 24 

Gloves, Sutures, Infusion tubing, 

Contention resin, haemostatic dressing 

Haemodialysis 19 Vials of bicarbonate 

Ophtalmology 12 Ocular implants 

Intensive care 7 

Catheters, Tracheal intubation tubes, 

pressure sensors 

Radiology 4 Coil, micro-catheter 

Gastrology 3 Baloon 

Cardiology 4 Endovascular prosthesis 

Discussion: 

 

All notifications were selected and sent to suppliers to request information and to exchange defective devices. Some incidents were 

very serious (coils and stents breaking). 

 

The monitoring of  incidents notifications relating to the use of medical devices enabled us to establish a quality management 

system within our hospital pharmacy. Clear procedures have been published and distributed to all health professionals in the 

hospital. 

 

This quality management system is essential in the case of medical devices as there is several failures in the circuit of these 

products from their design to their use and through their manufacture and marketing. 


