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Role of Standards in the 
Assessment of Medical Devices



challenging undertaking:
• devices with high risk potential
• wide spectrum of technical/scientific 

concepts
• material of diverse origin and 

properties 
• high rate of innovation

Regulation of Medical Devices



• essential requirements = safety and 
efficiency 

• essential requirements = broad and 
general formulation

• specific product requirements through 
Harmonised Standards

• consistency through Quality 
Management Systems

New and Global Approach of the EU



proof of compliance with essential 
requirements:

•what is good enough?
•what suffices in terms of technical 
documentation?

Medical Devices Directives



for given essential requirements or processes 
• the European Commission mandates and 

finances the development of certain 
standards by CEN/CENELEC/ETI

• decides about their acceptability
• publishes their reference in the Official 

Journal of the European Communities
• and therewith gives them the status of 

Harmonised Standards

Harmonised Standards



• compliance = assumption of conformity
• key role in technical documentation
• certification by conformity assessment bodies
• audits by regulatory authorities
• voluntary

Harmonised Standards in the CE 
Marking Process



• not mandated but selected if corresponding 
to specific regulations

• national or international standards from 
various sources

• evaluated by regulatory authority
• published in the respective official register, 

gazette or journal (including target 
regulations and devices)

Characteristics of Recognized 
Standards



• compliance with recognized standards: 
indication, not proof of compliance 

• recognized standards to be documented in 
“certificate of conformance”

• compliance with standard may replace 
detailed examination 

• FDA may still examine data/processes in 
detail

Recognized Standards in FDA 
Processes



l



are valued by
• regulators
• conformity assessment bodies
• industry 

Recognized / Harmonized 
Standards



• should realize structural requirements for 
the development of recognized/harmonized 
standards

• should support compliance with these 
needs

• should be engaged in negotiations with 
governments and supranational institutions

Global Standards Bodies


