Healthcare Solutions
«DUPQONT»

Silicone elastomers
for medical device
applications

Application and product overview
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The diversity and versatility of DuPont™ Liveo™ healthcare silicone -
elastomers help manufacturers of medical implants and devices DuPont gffers a broad range of uncat'alyzed Uncatalyzed e e
around the world create innovative products to address critical and platinum catalyzed silicones designed for Platinum Catalyzed & o & o
medical needs. These silicone elastomers are suitable for a wide the fabrication of medical devices and device Peroxide Initiated °® °
variety of medical device applications: components. Applications
-Short-term and long-term implanted devices Use this overview as one of the first steps to Long-term implant* o °
- Medical/diagnostic devices and components help youlﬁnd‘the most suitable material for Short-term implant ¢ o ¢ o
. . your application. Medical insert o o [ J ([ J
-Non-implant external devices
Non-implant ([ () [ J [ J
Liveo™ silicone elastomers can help meet ; _
- T ' iauid <ili FDA 21 CFR 177.2600 (Food Grade) ( [ [ ] [ ]
your need for quality, reliability and dependable performance: Liquid silicone rubber .
. . . . ™ (LSR) products are pumpable Select European Pharmacopeia 3.1.9
- Biocompatible, and FDA food grade compliant / _ - thermoset silicone elastomers Substances soluble in hexane ° ° ° °
- Consistent from batch to batch <) that can be processed by Volatile matter e o e o
- Available in a broad range of Shore A hardnesses mo@'”g equment.’Thelr Biocompatibility
relatively low viscosity makes —
- Sterilizable (e.g., autoclave, gamma irradiation) them ideal for intricate designs Cytotoxicity (1SO 10993-5) o o o o
- Do not contain organic plasticizers, phthalates or latex additives and close-tolerance parts. I(\idnu\t,?'?rg?:gi(t)y{gge;;g;xmty @ @
- Solventless, pigmentable and non-blooming in platinum catalyzed Contents of concerned cyclo- Hemolysis (ISO 10993-4) ) )
system, with high gas permeability compared to most other siloxanes in the Liveo™ LSR Skin Sensitization (ISO 10993-10) °® ° ° °
thermoset elastomers and thermoplastics products range are below Pyrogenicity (USP) (IS0 10993-11) ° °
(o)
0:1 %, the Substance of very 90-day implant (IS0 10993-6) o °
high concern (SVHC) threshold
proposed by “ REACH 30-day implant (ISO 10993-6) o ([ ] o o
Regulation (EC) No 1907/2006." 7-day implant (ISO 10993-6) e o e o
USP Class V and VI o ([ [ J ([ J
i . Production
High consistency rqbber 150 90012008 PR PR
(HCR) products are millable
thermoset silicone elastomers 50 14001:2004 ° ° ° °
that can be extruded Produced in GMP facility ([ ([ ([ ([
continuously to form a desired Change Notification (per ISO 9001)
size a{]d Shatpe'DF)efore curing, Change Control (per GMP) [ [ [ ([
e.g. silicone tubing.
Documentation
US Drug Master File* ([ ([ J
EU Technical File* o [ J

* Indemnification is required for long-term implant applications. Select Liveo™ BioMedical
Grade materials have US Drug Master Files and EU Technical Files.




How can we help you today?

DuPont™ Liveo™ silicone elastomers for medical device applications are
dedicated to meeting your needs for specialty materials and are provided
with innovative support.

Our rubber formulating experience and fabrication expertise, plus local
market knowledge and collaborative problem solving help you make an
informed choice.

Meeting your quality and regulatory needs

Our long-term experience in healthcare gives us broad expertise with
global regulatory requirements. Depending on your need or application,
you can call on our worldwide network of technology centers, our
Product Stewardship organization, as well as our team of Product Safety
and Regulatory Compliance specialists. We can provide material from

an ISO-certified site or an FDA-registered facility to the appropriate level
of GMPs. You can also benefit from our requlatory support that includes
Pharmacopeial Certification, Drug Master Files, Material Application Files
or Technical Files for select materials.

Meeting your safety needs

We are committed to ensuring that our products and services are safe and
effective to use.

Silicones are one of the most extensively biotested materials used in the
healthcare industry. The Liveo™ Elastomers have been tested according to

specific USP and ISO guidelines.

All Liveo™ silicone elastomers for medical device applications are
manufactured to ISO 9001 quality standards in accordance with the
practices of Responsible Care® (ISO 14001).

DuPont has adopted the American Chemistry Council's Responsible Care
program, which helps manage environmental, health and safety issues

that could affect you.
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To learn more about DuPont’s
healthcare solutions visit:
www.dupont.com/healthcare.html

For country-level information, visit:
www.dupont.com/corporate-functions/
our-company/global-locations.html
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CAUTION: DO NOT USE DUPONT MATERIALS IN MEDICAL APPLICATIONS INVOLVING PERMANENT IMPLANTATION IN THE HUMAN BODY OR
PERMANENT CONTACT WITH INTERNAL BODILY FLUIDS OR TISSUES. DO NOT USE DUPONT MATERIALS IN MEDICAL APPLICATIONS INVOLVING
BRIEF OR TEMPORARY IMPLANTATION IN THE HUMAN BODY OR PERMANENT CONTACT WITH INTERNAL BODILY FLUIDS OR TISSUES UNLESS THE
MATERIAL HAS BEEN PROVIDED DIRECTLY BY DUPONT UNDER A CONTRACT THAT EXPRESSLY ACKNOWLEDGES THE CONTEMPLATED USE.

The information, suggestions and data contained herein are intended only as an informational guide to assist you in making preliminary selections of materials and
are not intended to be all-inclusive or final. Because DuPont cannot anticipate or control the many different conditions under which this information, data, suggestions
or materials may be used, DuPont does not guarantee the applicability or the accuracy of this information or the suitability of the information, data, suggestions, or
materials in any given situation. The information, data, or suggestions are not intended to substitute for any testing you may need to conduct to determine for yourself
the suitability of a particular material for a particular purpose. DuPont makes no guarantee of results and assumes no obligation or liability whatsoever in connection
with this information. Such information, data or suggestions are to be used and relied upon at user’s own discretion and risk. DuPont makes no warranties, express
or implied, and disclaims any and all direct and indirect liability for damages or losses resulting from or relating to the use of any information, suggestion, data,

or materials described herein. Statements concerning the use of the products or formulations described herein are not to be construed as recommending the
infringement of any patent, copyright, designs or other intellectual property and no liability for infringement arising out of such use is assumed by DuPont. None of this
information is to be considered as a license to operate under, or recommendation to infringe, any patents.

DuPont reserves the right not to sell Special Control and Premium Control products for selected applications.

Although these products are tested against certain USP Class VI and ISO 10993 standards, DuPont makes no representation or warranty of suitability of its products
for particular healthcare or medical applications or any other representations or warranties based on such testing.

The information set forth herein is fumished free of charge and is based on technical data that DuPont believes to be reliable. It is intended for use by persons having
technical skill at their own discretion and risk. DuPont makes no warranties, express or implied, and assumes no liability in connection with any use of this information.

DuPont™, the DuPont Oval Logo, and all products, unless otherwise noted, denoted with ™, " or ® are trademarks, service marks or registered trademarks of
affiliates of DuPont de Nemours, Inc.

© 2022 DuPont de Nemours, Inc. All rights reserved.
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