Compliance with PEEK-OPTIMA™
polymer implantable devices

European Union Medical Device

Invibio Regulation (MDR)

MATERIAL SAFETY SUPPLY CHAIN TRACEABILITY POST-MARKET SURVEILLANCE

Post-market clinical evidence - are
you ready?

Material composition and hazardous PEEK-OPTIMA polymers are manufactured

H 1
substances requirement Under the full control of Invibio Biomaterial

Disclose all raw materials used to
manufacture a device:

Each substance/material up to 0.1%
(1000 ppm)

All hazardous materials

Material considerations

How do materials evolve through
manufacturing processes and clinical use?

Do they remain stable?

Does their reactivity change?

Finished medical device considerations
Expect more focus on testing for:
Shelf-life
Ageing

PEEK-OPTIMA polymers allow these

questions to be answered more easily
Long clinical history in spine and orthopedics
Proven stability and biocompatibility
Non-hazardous

Zero material-related recalls
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Solutions™

Within a secure, integrated supply chain
From monomer to specifier

Under ISO 13485:2016 certification

Monomer Manufacturing

*These products are not cleared for implantation or distribution.

Increased requirement for clinical evidence
to demonstrate safety and performance of
medical devices under MDR

Poses significant cost burden and resource
constraints to spine medical device
manufacturers

Invibio will manage selected clinical
studies for medical device manufacturers
Opportunity to collect quality clinical data

Objective to generate marketing collateral
and clinical publications on PEEK-materials
and technologies

CLINICAL EVALUATION REPORTS (CER)

PEEK-OPTIMA Technical Dossier
20 years - proven clinical history captured
in a single evaluation

~9M devices implanted worldwide —
large volume of data and many references
available for use

Focused on spine indications including:

Literature search — protocol filters 5 year
review (2012-2107)

Filters down to 44 relevant papers with
3,000 cases

To be updated annually
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REFERENCES
1. 1.(EU) 2017/745 Annex |, Chapter 2, Section 10.4.1 Design and manufacture of devices.

Victrex plc and/or its group companies (Victrex plc) believes that the information contained in this document is an accurate description of the typical characteristics and/or uses of the product(s) and is based on information that we believe is reliable. However,

it is provided for information only. It is not intended to amount to advice on which you should rely and should not be construed as, or used as a substitute for, professional medical advice or other professional or specialist advice. In particular, it is the customer’s
responsibility to thoroughly test the product in each specific application to determine its performance, efficacy, and safety for each end-use product, device or other application. Suggestions of product uses should not be taken as inducements to infringe any particular
patent. Mention of a product in this document is not a guarantee of its availability.

Victrex plc reserves the right to modify products, specifications and/or packaging as part of a continuous program of product development. Victrex plc makes no warranties, express or implied, including, without limitation, a warranty of fitness for a particular purpose
or of intellectual property non-infringement, including but not limited to patent non-infringement, which are expressly disclaimed, whether express or implied, in fact or by law.

Further, Victrex plc makes no warranty to your customers or agents and has not authorized anyone to make any representation or warranty other than as provided above. Victrex plc shall in no event be liable for any general, indirect, special, consequential, punitive,
incidental or similar damages, or any damages for harm to business, lost profits or lost savings, even if Victrex has been advised of the possibility of such damages regardless of the form of action. The foregoing does not seek to affect any liability (including to individual
consumers) which cannot be excluded or limited under any applicable law.

Supporting information is available on request for claims referenced in this document.
Victrex plcis the owner or the licensee of all intellectual property rights in the this document. All rights are protected by copyright and other intellectual property laws and treaties around the world. All rights reserved.

VICTREX™ and SHAPING FUTURE PERFORMANCE™ are trademarks of Victrex plc or its group companies.
INVIBIO™, JUVORA™, PEEK-OPTIMA™, BIOMATERIAL SOLUTIONS™ are trademarks of Victrex plc or its group companies.
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