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! Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical devices
http://eur-lex.europa.eu/legal-content/EN/TXT/?uri=0J:L:2017:117:TOC

2 MDR, Article 61 and Annex XIV Part A,

3 MDR, Article 2 (48) 2nd and 3rd indent.

4 MDR, Annex XIV, Part A (3).

5 MEDDEYV 2.7/1 revision 4, Guidelines on medical devices, clinical evaluation: A guide for manufacturers and
notified bodies under directives 93/42/EEC and 90/385/EEC https://ec.europa.eu/growth/sectors/medical-
devices/current—directives/guidance_en -

5 MDR, Annex XIV, Part A (3).
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7 MDR, Article 61 (1) and (3 (a)).

8 MDR, Article 2 (48) 1st and 4th indent.

9 Whether the ‘market’ is presumed to be the EU market or not is related to requirements in Article 61. See
section 4 (d) and (e) in this document for further guidance.

10 MDR, Annex X1V Part A (3).
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11 “Conditions of use” with regard to technical characteristics may e.g. be environmental factors such as magnetic fields,
temperature, moisture, conditions during transport of device in use etc. See section 3.3 in this document regarding use for the

same clinical condition or purpose.

12 See MDCG 2019-11 Guidance on Qualification and Classification of Software in Regulation (EU) 2017/745 - MDR and

Regulation (EU) 2017/746 - IVDR.

13 E.g. IEC 62304 Medical device software - Software life cycle processes, and IEC 82304-1 Health software - Part 1: General

requirements for product safety.
14 MDR, Article 2(1).
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15 ISO 109931 Biological evaluation of medical devices - Part 1: Evaluation and testing within a risk
managetiient process, and collateral staridards in the 10993 series.
16 MDR, Annex I, (12.2).
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17 Directive 2001/83/EC relating to medicinal products for human use.
18 MDR, Annex IX, Chapter II, 5.4 (b).

19 MDR, Annex XIV Part A (3) second indent.

20 MDR, Annex IX, Chapter I, 5.2. (b) and (c).
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