
Europe
Medical Devices-The Regulatory Process 

Medical Device Directive  -  which one is appropriate to your 
device?:  93/42/EEC – Medical Devices Directive (MDD)

Appoint an Authorized Representative (EC REP) in Europe who is qualified to  handle regulatory issues in case you are 
not situated in Europe. Keep EC REP name and address on Instructions for Use or outer packaging or device label.

Issue of CE Marking certificate for your device and an ISO 13485 certificate for your  facility after your Notified 
Body audit. Renewal of ISO 13485 certification must happen every year . A period of 3 years is the validity of CE 

marking certificate
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Class I devices must be registered with  Competent 
Authority in the country where you,  or your EC REP, 
is situated.

Some EU member states need extra registration of  
Class lla, llb or lll devices that are available on 

their markets.

Comprehensive medical Technical File preparation showing 
compliance with 93/42/EEC.

Design Dossier 
Preparation

Your QMS and Technical File or Design Dossier must be audited by a third 
party Notified Body accredited by European authorities to audit medical 

device companies and products

Notified Body audit  of QMS 
or Technical File will not 
happen.  

Audit for each year will be done by a Notified Body to ascertain consistent compli-
ance with 93/42/EEC or 90/385/EEC.  You have to pass the audit to validate your 

CE Marking certificate. CER updates and PMS activities are essential.

You should have a valid CE 
certificate. CER updates  
and PMS functions are 
mandatory.

Declaration of Conformity formation –the manufacturer’s legally binding statement 
that the  device is in compliance with the applicable Directive. Affix the CE marking. 

Implement a Quality Management System (QMS) as per Annex II or V of 93/42/EEC.  
Most companies make use of the ISO 13485 standard to achieve QMS compliance.

Implementation of a PMS 
procedure that need not be 

audited by a NB. 

Non-sterile
Class I

Non-measuring

Sterile
Class I

Measuring

Class IIbClass IIa Class IIi

Decide on the Classification of your device through Annex IX of the MDD. Active implantable 
medical devices generally have the same regulatory essentials as Class III devices. 

Current MDD Process


