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About Peter Linders
• Over 30 years involvement in IEC and ISO
• Involved in regulatory affairs since 1998 
• COCIR Board member & chair of TRAC
• DITTA member Board of Directors
• Involved in GHTF, IMDRF, and GHWP
• Chair of CENELEC/TC 62 - until 01.2022
• Chair of ISO/TC 210

T: +31 6 5182 6428; E: peter.linders@philips.com
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Structure
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2021 publications

ISO # Title 

20417 Medical devices — Information to be supplied by the manufacturer

15223-1 Medical devices — Symbols to be used with information to be supplied by 
the manufacturer — Part 1: General requirements

80369-5:2016/Cor2 Small-bore connectors for liquids and gases in healthcare applications —
Part 5: Connectors for limb cuff inflation applications — Technical 
Corrigendum 2 

80369-7 Small-bore connectors for liquids and gases in healthcare applications —
Part 7: Connectors for intravascular or hypodermic applications
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Activities (selection)
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Current activities (selection)

Ø Two PWIs update/revise ISO/TR 20416 (PMS - approved)
Ø PWI on colour coding in medical applications 
Ø JAG5 (with IEC TC 62) on medical device life cycle aspects
Ø WG7 project on medical maintenance engineering
Ø Investigate alternative deliverable for ISO 16142 series
Ø Study risk management cf. ISO 14971 for “health devices”
Ø Discuss risk terminology at top level in ISO and IEC JTF 
Ø Investigate opportunity to be involved in future of IEC 62304
Ø Revision of strategic business plan (SBP) 6
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New scope text    

Ballot still open (ISO deadline 15 December 2021)
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Chair Advisory Group

Ballot still open (ISO deadline 9 December 2021)
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Future of ISO 13485

Why would ISO 13485 have to change?

Ø In 2020, confirmation*) until 2025, so …

Ø Make ISO 13485 HLS/HAMSS compliant ?? Nah …
Ø Link with ISO 9001 ?? No ISO 9001 revision foreseen …
Ø Small updates/clarifications ?? Ehm, maybe via …

Ø … the “Handbook”: it is here to help …

*) See document N1156 of ISO/TC 210, 17 Jan 2020 
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Future of ISO 13485

101010

MEDEC: we believe that the maintenance of the status quo and 

deferring any plans for a revision to ISO 13485 for the time being 

are in the best interests of both industry and regulatory 

stakeholders

Japan NC: HLS is 
not suitable to be 
used as a base of 

ISO 13485

IMDRF: Imperative that the medical device sector is engaged in any future revisions of the ISO HLS, if there is a desire by ISO TMB that the standard continue to be used for 
regulatory purposes.

MDSAP: careful consideration should be 
given to the need to revise the standard 

UK: ISO 13485:2016 should 
be confirmed for another 
five years to allow stability 
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Links
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Useful links:

Official ISO website: https://www.iso.org/committee/54892.html

Public website for ISO/TC 210: https://committee.iso.org/home/tc210 11
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The end

12

Why change?    The end
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