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Concord laboratory and Dixon plant attain ISO 13485 certification

Henkel 3D printing facilities achieve quality
standard for medical device manufacturers

Diisseldorf, Germany — Henkel's Concord laboratory and Dixon production facilities in California,
USA, which are dedicated to developing and manufacturing resins for 3D printing, have achieved
ISO 13485:2016 certification.

ISO 13485 is an international quality standard that enables medical device manufacturers to
specify and implement process and production controls, in addition to providing them with
documentation and traceability. In Henkel's case specifically, it covers the design and
manufacturing of biocompatible resins and other materials used to produce non-implantable
medical devices.

“ISO 13485 ensures uniformity in the design, development, production and delivery of medical
devices,” says Rob Clemons, 3D Printing Engineer at Henkel. “The standard doesn't just provide a
system for measurement and tracking, it helps companies reduce their risk by validating that
products, and the materials used in making them, are consistent and safe.”

ISO 13485 certification requires an organization to review many aspects of its operations with the
goals of identifying, implementing and complying with industry quality standards and practices.

Areas of emphasis include:

e Design control: All processes involved with product design are identified and documented,

including user needs, workflow, design inputs and outputs, verification and validation
e Process and production controls: Managed with a quality management software, including

over 2,000 pages of supporting documents
e Change management control: As problems are uncovered over a product’s lifecycle,

processes are audited and improved to eliminate or minimize the issue
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¢ Product traceability: Cradle to grave visibility and surveillance from raw material to finished

resin and from component to final printed part
¢ Risk management: Each process is documented and analyzed for risk based on probability

and severity

“Achieving ISO 13485 certification demonstrates the importance Henkel places on meeting global
business and regulatory requirements for the healthcare industry,” says Sean Dsilva, Market
Strategy Manager, Incubator business at Henkel. “3D printing has immense potential with medical
devices, but for it to become mainstream, the additive industry must embrace total quality
management. Thus, we want to demonstrate to our customers that we are responsible partners.”

Henkel’s 3D printing team began the journey towards ISO 13485 certification early in 2020. At that
time global supply chains for medical supplies including COVID test swabs were highly
constrained. Working with a consortium of OEM 3D printer manufacturers and others, Henkel
helped develop a 3D printing process. Like most other medical devices, consistency and product
safety were key factors.

Henkel's team leveraged many resources to reach certification. Technology played an important
role. Henkel's quality management system (QMS) is used to provide design, process and
production controls. Albert, Henkel's proprietary intelligence engine, provides data generation
and batch level traceability for all components, from raw materials to finished parts.

“"Henkel took the step to obtain the ISO 13485 certification to assure our customers that our
products are designed and manufactured to a high standard, reducing the risks associated with
launching a product in the healthcare market,” added Clemons.

With the ISO 13485 certification, Henkel is well positioned to support medical device
manufacturers. Customers in that industry can benefit from additive manufacturing and have
peace of mind knowing Loctite’s portfolio of products and validated workflows are designed,
developed and manufactured with quality in mind.

To learn more about how Henkel is serving the healthcare industry, please visit
www.LoctiteAM.com or reach out to us via loctite3dp@henkel.com.
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About Henkel

Henkel operates globally with a well-balanced and diversified portfolio. The company holds leading positions with its
three business units in both industrial and consumer businesses thanks to strong brands, innovations and technologies.
Henkel Adhesive Technologies is the global leader in the adhesives market — across all industry segments worldwide. In
its Laundry & Home Care and Beauty Care businesses, Henkel holds leading positions in many markets and categories
around the world. Founded in 1876, Henkel looks back on more than 140 years of success. In 2020, Henkel reported
sales of more than 19 billion euros and adjusted operating profit of about 2.6 billion euros. Henkel employs about
53,000 people globally — a passionate and highly diverse team, united by a strong company culture and shared values.
As a recognized leader in sustainability, Henkel holds top positions in many international indices and rankings. Henkel's
preferred shares are listed in the German stock index DAX. For more information, please visit www.henkel.com.

Photo material is available at www.henkel.com/press
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Phone: +49 211 797-85 94

Email: sebastian.hinz@henkel.com

Henkel’s plant in Dixon (picture) and the laboratory in Concord now have achieved ISO 13485:2016 certification.
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ISO 13485 is an international quality standard that enables medical device manufacturers to specify and implement
process and production controls.

With the I1SO 13485 certification, Henkel is well positioned to support medical device manufacturers with its Loctite
portfolio of products and validated workflows in additive manufacturing.
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