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Brief overview of ISO/TC 210



About Scott Sardeson …

Scott is on of our TC Advisors
… and convener of WG1 in TC 210
and terribly sorry he can’t be here

He says hi to all of you!



Quality management and corresponding 
general aspects for medical devices

• Secretariat: ANSI
• Secretary: Mr Wil Vargas
• Chairperson: Mr. P.W.J. Linders until end 2018 
• ISO Technical Programme Manager: Mr Ben Carson
• ISO Editorial Programme Manager: M. Vincenzo Bazzucchi

Creation date: 1994

ISO/TC 210 – OVERVIEW

http://www.iso.org/iso/home/standards_development/list_of_iso_technical_committees/technical_committee_contact.htm?commid=54892
mailto:WVargas@aami.org
mailto:Carson@iso.org
mailto:bazzucchi@iso.org


IS
O

/T
C

 2
10

 s
tr

uc
tu

re
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• ISO 14971 – Risk Management
• ISO 15223 – Symbols 
• ISO 16142 – Essential Principles and related standards
• ISO 18250-series – reservoir delivery connectors
• ISO 80369-series – small bore connectors

And jointly with IEC/SC 62A:
• IEC 62304 – Medical device software life cycle
• IEC 62366 – Usability (parts 1 and 2)
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• Strategic Business Plan 2018 published
• AHWP is active category A liaison
• Strive for category A liaison with IMDRF
• Work to liaise with more medical professionals organizations

• ISO 14971 and ISO/TR 24971 in revision

• ISO/TR 20416: Work on Post-Market Surveillance

• ISO 20417: information to be supplied by the manufacturer

• Exploratory group on medical device life cycle
• Strong connection with AHWP and MS 2058
• Focus on availability of and access to safe device
• Additional focus on environmental aspects
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Special note on ISO 13485 – Quality Management Systems

• Strong involvement of AHWP
• 2016-edition published and now in transition
• Practical Guide published (2017)
• Survey on transition experience
• Workshop at next meeting in Seoul (12-16 November)
• ISO High Level Structure ??
• IMDRF, MDSAP, Korea will write to not adopt HLS in next 

5 years
• AHWP-TC invited to express its opinion



Thank you
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