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• IECEE Chair (2022-Present)
 Vice Chair (2019-2021)

• Incoming IEC Vice President and Chair, Conformity 
Assessment Board (CAB) (2024 - )
 CAB member (2014-2019, 2022-Present)

• Director, Conformity Assessment Programs



“demonstration that specified requirements are fulfilled” 

Conformity Assessment
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“need or expectation that is stated”

NOTE: Specified requirements may be stated in normative documents 
such as regulations, standards and technical specifications.

Specified Requirements
Conformity Assessment
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Conformity Assessment
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Source: ISO Presentation on ISO/IEC 17000:2020
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• Facilitate trade by eliminating duplication of testing 
and providing market access

• National adoption and use of IEC standards (with or 
without differences)

• Mutual acceptance of IECEE certificates and their 
related test reports 

• Peer Assessment to ensure competence, 
consistency and mutual confidence
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IEC System of Conformity Assessment Schemes
for Electrotechnical Equipment and Components
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• 54 Member Bodies
• 93 Certification Bodies
• 583 Testing Laboratories
• 2046 Customer Testing Facilities
• 120,000+ Certificates (2022)

 Over 1.7M Issued
• MED

 28 Member Bodies
 50 Certification Bodies
 159 Testing Laboratories
 291 Standards
 2.7% of all Certificates: 2022 (3221)
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Belgium*
Belarus (R)

Canada
China (R)

Czech Republic*
Denmark*
Finland*
France*

Germany*

Hungary*
Israel
Italy*
Japan

Republic of Korea
Netherlands*

Norway**
Poland (R)*

Portugal (R)*

MED: NCB Economies
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Singapore
Slovenia*

Spain* 
Sweden*

Switzerland^
Turkey (R)

Ukraine
United Kingdom
United States

Key: R: Recognizing Only; ^: Observer; IMDRF Member Countries (EU*, EEA**)
[IMDRF Members Not Participating: Argentina^, Australia, Brazil, Russian Federation]



MED
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Editions:
1988 & 2005



MED
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MED



• Cybersecurity
 IEC 62443, ETSI 303 645

• Functional Safety
 IEC 61508

• Personnel Competence

16

Other Considerations



• Participate
• Object of Conformity Assessment
• Specified Requirements 
• Conformity Assessment Activity
• Conformity Assessment System / Scheme
• Global Optimization
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A Methodical Approach
… to Medical Device Regulation



18



• Australia Therapeutic Goods Administration
• Brazil National Health Surveillance Agency (ANVISA)
• Canada Health Canada
• China China Food and Drug Administration
• European Union European Commission Directorate-General for Internal Market, Industry, 

Entrepreneurship and SMEs
• Japan Pharmaceuticals and Medical Devices Agency and the Ministry of Health, Labour and 

Welfare
• Russia Russian Minstry of Health
• Singapore Health Sciences Authority
• South Korea Ministry of Food and Drug Safety
• United Kingdom Medicines and Healthcare products Regulatory Agency
• United States of America US Food and Drug Administration
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Note: Regional Harmonization Initiative (Africa) African Medical Devices Forum (AMDF)


