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GENERAL RISK & EFFICIENCY “

Quality Management Learning Series | Risk & Efficiency Certificate

o Q3 Outcomes e Article 8: Risk Management in QMS
By the end of Q3, participants should be able to:

0 Understand how ISO 14971 risk management integrates

0 Understand how risk management integrates into into ISO 13485

compliant QMS 0 Understand the difference between product risk and QMS
0 Apply lean, risk-based thinking across QMS process risk

processes O Learn how risk-based thinking supports safer and more

effective devices

0 Understand how risk management should be applied
across the product lifecycle

O Learn how risk management supports FDA, MDR, IVDR,
and TGA compliance

O Recognise opportunities to improve efficiency
without reducing compliance

0 Understand how quality systems can support
commercial and strategic goals

Article 9: Lean & Risk-Based o Article 10: Compliance as a Competitive
Compliance Advantage

0 Understand how lean, risk-based OMS
approaches reduce unnecessary complexity

O Learn how risk tiers guide SOPs, audits, CAPA, commercial growth and market trust
O Learn how a mature QMS can improve operational

0 Understand how ISO 13485 certification can support

validation, and supplier controls

0 Understand how severity and occurrence efficiency and reduce rework

influence risk-based decisions 0 Understand how post-market surveillance and

0O Recognise common causes of over- complaint data can support product improvements
documentation and administrative burden O Recognise how strong quality systems can support
0 Understand how digital tools and eQOMS innovation, investors, and strategic partnerships

systems can support high-risk processes

o Webinar: Risk & QMS o Whitepaper

0 Watch the Q3 webinar: Driving Quality Forward -
Risk & Efficiency Strategies for ISO 13485 Success
O Review practical examples of risk-based quality

management and implementation strategies Management Systems

0 Understand how risk management supports O Identify opportunities to apply lean, risk-based thinking
compliance, efficiency, and continual improvement
O Read the webinar summary

0 Read the O3 whitepaper: Risk & Efficiency in ISO 13485:
A Practical Guide to Lean, Risk-Based Quality

within your organisation

o Quiz & Certification Reach out to the HealthTech Progress toward the full
Complete the Q3 quiz 9 Activator team to receive the -9 ISO 13485 QMS Certificate of
assessment Q3 Certificate Completion



https://cdn.prod.website-files.com/62f0807de977e21dbc5d18f8/69c1e98ab92e2e472223c0b2_Elevate%20WhitePaper%20%233%20Risk%20and%20Efficiency%20in%20ISO%2013485_032026.pdf
https://hta.callaghaninnovation.govt.nz/qms-quiz-3---risk-efficiency
https://hta.callaghaninnovation.govt.nz/qms-quiz-3---risk-efficiency
https://hta.callaghaninnovation.govt.nz/news/iso-13485-and-risk-management-how-to-build-a-proactive-qms-article8
https://hta.callaghaninnovation.govt.nz/news/simplifying-iso-13485-compliance-lean-approaches-to-qms-implementation
https://hta.callaghaninnovation.govt.nz/news/simplifying-iso-13485-compliance-lean-approaches-to-qms-implementation
https://hta.callaghaninnovation.govt.nz/news/simplifying-iso-13485-compliance-lean-approaches-to-qms-implementation
https://youtu.be/tzQOHnjadjw?si=QCuVl95227LAtCGM
https://hta.callaghaninnovation.govt.nz/news/iso-13485-and-risk-management-how-to-build-a-proactive-qms-article8
https://hta.callaghaninnovation.govt.nz/news/iso-13485-and-risk-management-how-to-build-a-proactive-qms-article8
https://hta.callaghaninnovation.govt.nz/news/how-to-turn-iso-13485-compliance-into-a-competitive-advantage---from-burden-to-strategic-asset
https://hta.callaghaninnovation.govt.nz/news/how-to-turn-iso-13485-compliance-into-a-competitive-advantage---from-burden-to-strategic-asset
https://hta.callaghaninnovation.govt.nz/news/how-to-turn-iso-13485-compliance-into-a-competitive-advantage---from-burden-to-strategic-asset
https://hta.callaghaninnovation.govt.nz/qms-quiz-3---risk-efficiency
https://cdn.prod.website-files.com/62f0807de977e21dbc5d18f8/69c1e98ab92e2e472223c0b2_Elevate%20WhitePaper%20%233%20Risk%20and%20Efficiency%20in%20ISO%2013485_032026.pdf
https://cdn.prod.website-files.com/62f0807de977e21dbc5d18f8/69c1e98ab92e2e472223c0b2_Elevate%20WhitePaper%20%233%20Risk%20and%20Efficiency%20in%20ISO%2013485_032026.pdf
https://hta.callaghaninnovation.govt.nz/contact-us
https://hta.callaghaninnovation.govt.nz/contact-us
https://youtu.be/tzQOHnjadjw?si=iAHR1MSC36y4UXdt
https://youtu.be/tzQOHnjadjw?si=iAHR1MSC36y4UXdt
https://youtu.be/tzQOHnjadjw?si=iAHR1MSC36y4UXdt
https://cdn.prod.website-files.com/62f0807de977e21dbc5d18f8/6a0556aa8e4f629ba1d87dd1_QMS%20Webinar%203%20Summary_Risk%20%26%20Efficiency%20Strategies%20for%20ISO%2013485%20Success.pdf
https://cdn.prod.website-files.com/62f0807de977e21dbc5d18f8/6a0556aa8e4f629ba1d87dd1_QMS%20Webinar%203%20Summary_Risk%20%26%20Efficiency%20Strategies%20for%20ISO%2013485%20Success.pdf
https://cdn.prod.website-files.com/62f0807de977e21dbc5d18f8/6a0556aa8e4f629ba1d87dd1_QMS%20Webinar%203%20Summary_Risk%20%26%20Efficiency%20Strategies%20for%20ISO%2013485%20Success.pdf
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