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1. History of sterilizationy

2. The role of the associations
• National
• EuropeanEuropean
• Global



The quality system which is the most appropriate one for the 
treatment of medical devices is EN – ISO 13485(2003): 
“Quality systems - Medical devices – Particular requirements for the 
application of EN – ISO 9001: 1994 (revision of EN 46001: 1996). 
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2. The role of the associations
• National
• EuropeanEuropean
• Global

3. The Medical Device Directive





ANNEX I 
ESSENTIAL REQUIREMENTS

8 4  Devices delivered in a sterile state must have 8.4. Devices delivered in a sterile state must have 
been manufactured and sterilized by an 
appropriate, validated method. appropriate, validated method. 

8.5. Devices intended to be sterilized must be 
manufactured in appropriately controlled (e. g. 
environmental) conditions. 





htt // i t/ / t i / hhttp://europa.eu.int/comm/enterprise/newapproach
/standardization/harmstds/reflist/meddevic.html





In Belgium

• 50 % of steam sterilizers > 10 years old

• 33 % are validated annually
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2. The role of the associations
• National
• EuropeanEuropean
• Global

3. The Medical Device Directive

4. A survey



1  Are the European norms known by the sterilization 1. Are the European norms known by the sterilization 
departments in your country?

Total: 10 of 13 yes

EU: 7 of 8 yesEU: 7 of 8 yes

Non EU: 3 of 5 yes



2  Are the European norms being applied?2. Are the European norms being applied?

Total: 5 of 13 yes

5 f 13 +/5 of 13 +/-

EU: 4 of 8 yes

Non EU: 1 of 5 yes



3  Does the CSSD in your country generally meet the 3. Does the CSSD in your country generally meet the 
‘state of the art’?

Total: 5 of 13 yes

4 f 13 +/4 of 13 +/-

EU: 4 of 8 yes

3 of 8 +/-

Non EU: 1 of 5 yesNon EU: 1 of 5 yes



4  What can be improved?4. What can be improved?

• Education of the personnel:  8 of 13 !!!

• Inspections & validationInspections & validation

• Design & equipment



5  Are there national norms for the CSSD?5. Are there national norms for the CSSD?

Total: 9 of 13 yes

EU: 5 of 8 yes

Non EU: 4 of 5 yes



6  Is there still reuse of single use medical devices?6. Is there still reuse of single use medical devices?

Total: 10 of 13 yes

EU: 5 of 8 yes

Non EU: 5 of 5 yes



7  Is there an education for CSSD personnel?7. Is there an education for CSSD personnel?

• Technicians?  9 of 13 yes (EU: 6 / 8 , non EU: 3 / 5)

• Teamleaders? 9 of 13 yes (EU: 6 / 8 , non EU: 3 / 5)y ( / , / )

• Managers? 10 of 13 yes (EU: 7 / 8 , non EU: 3 / 5)
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6. Putting theory into practice6. Putting theory into practice



Keep it simple !
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RKI recommendations:

• Alkaline detergents 

• Disinfection 5 min 90°C

• Sterilisation: 5’  134°C



Disinfection parameters:

• Ao = 600 sec (80°C , Z = 10°C): uncritical 
• Ao = 3000 sec : semi-critical & critical







































































ConclusionConclusion

• Sterilization in Europe is not different from sterilization 
in the rest of the world

• The road to the goal is or becomes the goal itself



THANK YOU!THANK YOU!


