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ISO 13485 is a quality management standard for medical
devices that ensures safety, effectiveness, and
regulatory compliance.

What it is

ISO 13485 is an international quality management standard for medical devices that helps organizations ensure the
safety, effectiveness, and regulatory compliance of medical devices throughout their lifecycle. The framework provides
a systematic approach to managing quality processes and mitigating risks associated with device design, production,

and distribution.

Published by the International Organization for Standardization (ISO), ISO 13485 is widely used by manufacturers,
suppliers, and service providers in the medical device sector. It addresses requirements such as risk management,
product traceability, regulatory documentation, and corrective actions, supporting compliance with global regulatory

bodies and harmonizing processes across jurisdictions.

At a glance
PUBLISHER TYPE
International Organization for Standard

Standardization (ISO)

EFFECTIVE DOMAIN

March 1, 2016 Quality & Safety

REGION INDUSTRY

International Healthcare & Life Sciences

IMPLEMENTATION COMPLEXITY
High

Source: https://www.iso.org/standard/59752.html

Why it matters

VERSION
ISO 13485:2016

FAMILY
ISO Industry Standards

ADOPTION MODEL
Regulatory Compliance

¢ Enhance regulatory alignment Support compliance with diverse global regulations by aligning internal processes with

widely recognized international requirements.

¢ Improve risk management Enable proactive identification and mitigation of risks throughout device design, production, and

distribution stages.

e Support audit readiness Maintain comprehensive documentation and evidence to demonstrate conformity during regulatory

audits and inspections.

¢ Promote product traceability Ensure full traceability from design to distribution, facilitating timely response to recalls and

regulatory inquiries.
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How SmartSuite supports ISO 13485:2016

Quality Management System (QMS)
Governance

Centralize quality policies, procedures,
and documentation aligned to ISO 13485
requirements.

Supplier and Manufacturing Quality
Oversight

Manage supplier qualification, audits, and
production quality controls.

Design Controls and Change
Management

Track design inputs, outputs, verification,
validation, and change management
activities.

Corrective and Preventive Actions
(CAPA)

Track nonconformities, root cause
analysis, and CAPA workflows to
resolution.

Common framework mappings

IEC 62304 1SO 14971:2019

Official resources

1SO 13485:2016 Standard

Defines requirements for a quality management system specific to

medical devices for regulatory compliance.
iso.org/standard/59752.html

1SO 13485:2016 Application Information

Risk Management and Product
Safety

Link risks to product components and
track mitigation actions throughout the
lifecycle.

Audit Readiness and Quality
Reporting

Provide dashboards showing quality
metrics, compliance status, and audit
readiness.

ISO 13485 Implementation Guidance

Provides official guidance on implementing ISO 13485 requirements

in medical device organizations.
iso.org/publication/PUB100234.html

Outlines application of ISO 13485 for quality management in medical

devices, ensuring safety and effectiveness.
iso.org/publication/PUB100398.html

Frequently asked questions

What is ISO 13485 used for?

ISO 13485 is used to establish a quality management system (QMS) for organizations involved in the design, production, installation,
and servicing of medical devices. It helps ensure the consistent production of safe and effective medical devices and supports
compliance with global regulatory requirements.

Is ISO 13485 certification mandatory?

ISO 13485 certification is not legally mandatory but is often required or strongly recommended by regulators and customers in many
markets. Achieving certification demonstrates that an organization meets recognized international quality management practices for

medical devices.

What is the scope of ISO 13485?

The scope of ISO 13485 covers all organizations involved in the lifecycle of medical devices, including manufacturers, suppliers, and
service providers. It applies to organizations regardless of size or type and can extend to related services such as calibration and

maintenance.

What are the key requirements and artifacts of ISO 13485?

Key requirements include documented quality management procedures, risk management processes, design and development
controls, product traceability, regulatory documentation, and corrective and preventive actions (CAPA). Organizations must maintain

evidence such as quali'%y manuals, technical files, audit records, and supglier agreements.
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How does an organization implement 1ISO 13485?

Implementation involves developing and documenting QMS processes aligned with ISO 13485 clauses, integrating risk management,
establishing robust design controls, ensuring supplier compliance, and maintaining comprehensive records. Regular internal audits,
management reviews, and training are also essential for effective implementation.

How does ISO 13485 relate to other regulatory frameworks?

ISO 13485 harmonizes with regulatory requirements from authorities such as the FDA, EU MDR, and Health Canada, and supports
alignment with risk management standards like ISO 14971. It helps streamline compliance across jurisdictions by providing a common
framework for quality assurance practices.

What are the ongoing compliance obligations for ISO 13485?

Ongoing compliance requires organizations to conduct regular risk assessments, maintain up-to-date documentation, perform internal
and external audits, monitor corrective actions, and continuously improve QMS processes. Surveillance audits by certification bodies
may be required to maintain certification status.

License included / downloadable: No ISO 13485 is published by the International Organization for Standardization. Access to the full standard
typically requires purchasing official documentation through authorized standards organizations. License not included with platform

Full framework page and mappings: smartsuite.com/frameworks/iso-13485-medical-device-quality-management-systems-2016
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