How to align your Al
Governance with ISO 42001
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Whatis ISO 420017

ISO 42001 is a comprehensive framework for organisations to establish, implement, maintain, and continuously improve an Artificial
Intelligence Management System. It promotes the responsible and ethical use of Al technologies while aligning with business objectives and

regulatory requirements for manufacturers. The standard is comprised of:

Scope and Purpose: Defines the applicability of the standard to
any organization using Al aiming to ensure Al is used effectively,

efficiently, and ethically.
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Governance and Leadership: Emphasizes the role of top gpruc ure
management in Al oversight and requires a governance

structure to manage Al-related risks and opportunities.

Risk Management: |dentifies and evaluates risks associated with
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Al systems and implements risk mitigation strategies to ensure

compliance and safety.

Data Management: Ensures data quality, integrity, and security
and addresses data governance policies, including data privacy

and ethical considerations.

Al Lifecycle Management: Covers the entire Al system lifecycle
from design and development to deployment and 'A‘Lllf%%si;cglg

decommissioning ensures continuous monitoring and

improvement of Al systems.
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Benefits of alighing to ISO 42001

Compliance and Risk Management

Supports adherence to stringent medical device regulations such as FDA, MDR, and other regional standards,
minimizing the risk of legal issues and market entry barriers.

Identifies and mitigates risks specific to Al in medical devices, including clinical accuracy, patient safety, and
data integrity.

Helps manage risks related to Al biases, privacy breaches, and cybersecurity threats.

Enhances the reliability and safety of Al-driven medical devices by implementing robust quality management

and continuous monitoring systems.

Operational Efficiency

Improves clinical decision support systems, leading to better diagnostic and treatment outcomes using reliable
and accurate Al algorithms.

Integrates Al into manufacturing and quality control processes to increase efficiency, reduce errors, and ensure
consistency in production.

Accelerates innovation by providing a clear framework for developing and deploying new Al technologies in

medical devices, ensuring they meet safety and performance standards.
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Benefits of alighing to ISO 42001

Stakeholder Trust and Ethical Al

- Builds trust among patients, healthcare providers, and regulatory bodies by demonstrating a commitment to
ethical Al practices and transparent operations.

« Ensures that Al systems used in medical devices are transparent, with clear accountability for decisions and
actions, fostering trust and acceptance among users.

« Promotes the ethical deployment of Al in medical devices, ensuring that Al systems are designed and used in ways

that respect patient rights and enhance overall healthcare quality.

Additional Benefits

« Reduces the risk of adverse events and improves patient outcomes by ensuring Al systems are thoroughly tested
and validated.

- Positions the organization as a leader in the medical device industry by adopting cutting-edge Al standards and
practices, gaining a competitive edge in the market.

« Encourages ongoing assessment and improvement of Al systems, ensuring they remain effective, safe, and aligned

with the latest technological advancements and regulatory requirements.
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By supporting the implementation of your ISO 42001 AIMS, Deviceology will help you design and implement Al systems are compliant, efficient,

and trusted by stakeholders, ultimately leading to safer and more effective medical devices. To achieve this, we will work with you to:

« Form a dedicated team with clear roles and responsibilities to embed expertise in Al, risk management, and compliance.

« Secure top management commitment, align Al governance with business objectives and commmunicate Al governance importance to

stakeholders.

- |dentify potential Al-related risks, create a framework for risk assessment, monitoring, and management and establish protocols for

regular risk evaluations.

- Develop strategies to mitigate identified risks, regularly review and update mitigation measures and conduct simulations to test strategy

robustness.

- Develop policies for data quality, integrity, and security that also include data acquisition, storage, processing, sharing and measures to

protect sensitive data.

- Adhere to legal and regulatory data privacy requirements while incorporate ethical guidelines into data usage policies. Conduct regular

audits for ongoing compliance.

« Create standardized procedures for Al development and deployment while implementing continuous monitoring of Al performance and

compliance. Use metrics and KPIs to measure Al effectiveness.
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By supporting the implementation of your ISO 42001 AIMS, Deviceology will help you design and implement Al systems are compliant, efficient,

and trusted by stakeholders, ultimately leading to safer and more effective medical devices. To achieve this, we will work with you to:

« Develop training programs tailored to different operational roles to ensure all employees understand their responsibilities and

compliance importance. Regularly update training materials.

« Organise workshops and seminars to raise Al governance awdareness to encourage open discussions and feedback on ethical Al usage.

Use real-world examples to illustrate Al governance importance.

- Keep comprehensive records of Al governance policies, procedures, and decisions. Document Al performance metrics and risk

assessments and ensure edsy access and regular updates of documentation.

- Conduct periodic reviews of Al governance frameworks and update policies based on industry standards and regulations. Use review

findings for continuous improvement.

« Collect feedback from stakeholders, including employees and customers, analyse feedback to identify areas for Al governance

improvement. Implement changes to enhance Al system effectiveness and efficiency.
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About us

At Deviceology we on a mission to make medical device compliance easy. We

provide self-service compliance guidance and regulatory support for medical device

manufacturers, and health organisations.

We aim to solve your Al governance, certification, compliance, digital clinical safety

and market access challenges, so you can focus on delivering innovation, bringing

and safely maintaining products in your chosen markets.

We're passionate about doing things the right way and delivering pragmatic, value-
adding insight and assurance. Our services include regulatory strategies, market
access, reimbursement models, product registration and post market surveillance

for major markets including Europe, UK, U.S, Brazil, Japan, Australia and Canada,

www.deviceology.net
www.linkedin.com/company/deviceology/
info@deviceology.net




