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A harmonised standard is a European standard developed by a recognised
European Standards Organisation: CEN, CENELEC, or ETSIL. It is created
following a request from the European Commission to one of these
organisations. Manufacturers, other economic operators, or conformity
Key Players assessment bodies can use harmonised standards to demonstrate that
products, services, or processes comply with relevant EU legislation.
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The European Commission provides a range of guidance documents to
assist stakeholders in implementing directives related to medical devices.

N REs New regulations

; Guidance documents to assist stakeholders in implementing the Medical Devices
Market surveillance W

Regulations.
Specific areas of v
development MDCG documents
Dialogues with b
interested parties Current legisiation
Questions and answers Guidance documents to assist stakeholders in implementing directives related to
medical devices.
Contacts
Guidance MEDDEVs
Medical devices - Consensus statements
links
_ Informative documents ey
NEvwe P B
News Al
Events

4. FZEG: LERIGRITNEIESKR MEDDEV 2.7/1 Rev 4 #5431,
HNZMULE RIS Guidance MEDDEVs, FHRURFEAILAEZ
MEDEV 2.7/1 Rev 4 X147, BiMETE.,



B

MEDDEV 2.5/7 rev.1 (92 kB) Conformity assessment of
breast implants
July 1998

MEDDEV 2.5/9 rev.1 (96 kB) Evaluation of medical
devices incorporating products containing natural rubber
latex

February 2004

MEDDEV 2.5/10 (80 kB) Guideline for Authorised
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January 2012
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MEDDEV 2.7/1 rev.4 (631 kB) Clinical evaluation: Guide for
manufacturers and notified bodies

June 2016

Appendix 1: Clinical evaluation on coronary stents (100 kB)
December 2008

MEDDEV 2.7/2 rev. 2 (412 kB) Guidelines for Competent
Authorities for making a validation/assessment of a clinical
investigation application under directives 90/385/EEC and
93/42/EC

September 2015

MEDDEV 2.7/3 rev. 3 (383 kB) Clinical investigations: serious
adverse reporting under directives 90/385/EEC and 93/42/EC
- SAE reporting form (27 kB)

May 2015

The new SAE reporting form will be taken in use 1
September 2016 at the latest.
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