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March 14, 2016

Dear Valued Clients,

Release of ISO 13485:2016

For the first time since 2003, there is a new revision of the ISO 13485 standard, as of February 25,
2016, with the efforts by Working Group 1 (WG1) of Technical Committee 210 (TC210) in ISO. This is

the 3rd edition of this standard, addressing the feedbacks from regulators and other users.

ISO 13485 is the international standard that defines quality management system requirements for
organizations that design and develop, manufacture, install and service of medical devices and
design, develop, and provide related services, including manufacturers of materials or component
parts that are used in medical devices. It is based onISO 9001, but with additional emphasis
on documentation, risk management, design control, work environment, regulatory approval and

reporting.

—- You bring quality to life in all areas.
We perform assessments in all sectors.

The primary changes and enhancements in 2016 version include:

e Broadened application to organizations interacting with medical devices manufacturers;

e  Risk-based approach to QMS processes;

e  Greater emphasis on responsibilities and commitment of top management;

e  Greater emphasis on commitment to applicable regulatory requirements;

e  Harmonization with US CFR, ANVISA (Brazil), CMDR (Canada), MDD, JPAL, and TGA — MDSAP;
e Increased controls on design process;

e Harmonization of validation requirements for software applications;

e Risk management throughout product life cycle; and

e Increased controls over supplier and outsourced activities,

e  Emphasis on appropriate infrastructure; and

e Enhanced requirements on complaint handling and regulatory reporting.
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ISO 9001:2015 follows the Annex SL —the common text and high level structure, but the revised I1SO
13485 standard maintains the I1ISO Guide 83 format, with ISO 9001:2008 as its basis. A primary
reason is that many regulators have the ISO 13485:2003 as their regulatory model.

There is no specific plan at the moment when ISO 13485 will be revised to follow the high level
structure, whereas a periodic review has been accelerated to March 2019. Nevertheless, a
management system can be established to comply with both ISO 9001:2015 and I1SO 13485:2016 in

the meantime.

A three year window from the issuance of the standard is allowed for upgrade to the 2016 revision.
Any ISO 13485 certificate that is not upgraded to 2016 version will be withdrawn on February 25,
2019. If your ISO 13485 certification also includes ISO 9001, the deadline, September 2018, for
update to ISO 9001:2015 should be considered.

Current certifications may be upgraded to ISO 13485:2016 at any time during the certification cycle.
It may be done as part of the Re-certification Audit, regularly Surveillance Audits, or by a Special

Audit done at the organization’s preferred time.

February 2016 — Publication

February 2016 start of 3 years transition period to February 2019
Certifications to ISO 13485:2003 will no longer be valid after February 25, 2019

DQS looks forward to helping you prepare for the 2016 revisions. Contact us if you have need for

training, questions on audit planning, or certificate transfer to DQS.

Thank you for your attention.
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