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Medicinal Products Conformity Assessment – Directive 2001/83/EC
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https://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ:L:2001:311:0067:0128:en:PDF
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Medical Device Conformity Assessment – New Legislative Framework
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https://ec.europa.eu/growth/tools-
databases/nando/index.cfm?fuseaction=directive.notifiedbody&dir_id=34

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745
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Medical device definition in Regulation EU 2017/745 4

‘Medical device’ means any instrument, apparatus, appliance, software, 
implant, reagent, material or other article intended by the manufacturer to 
be used, alone or in combination, for human beings for one or more of the 
specific medical purposes of:

• diagnosis, prevention, monitoring, prediction, prognosis, 
treatment or alleviation of disease,

• diagnosis, monitoring, treatment, alleviation of or compensation 
for injury or disability,

• investigation, replacement or modification of the anatomy or of a 
physiological or pathological process or state,

• providing information by means of in vitro examination of 
specimens derived from the human body, including organ blood 
and tissue donations

and which does not achieve its principal intended action by 
pharmacological, immunological or metabolic means, in or on the human 
body, but which may be assisted in its function by such means.

The following products shall also be deemed to be medical devices:

• devices for the control or support of conception;
• products specifically intended for the cleaning, disinfection or 

sterilisation of devices

Class I re-usable surgical instruments

Software that was Class I under MDD and now 
up-classified

Devices incorporating tissues or cells of 
Human origin (non-viable)

Devices without a medical purpose – Annex 
XVI

Article 117 Drug/Device combinations

Custom-made Class III implants

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745

https://eur-lex.europa.eu/legal-content/EN/TXT/PDF/?uri=CELEX:32017R0745
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Shared objectives and possible collaboration on novel methodologies
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BSI available resources

https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/

https://www.bsigroup.com/en-GB/medical-devices/resources/whitepapers/
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