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Enabling innovations for:

» Personal protective equipment

» Infection and disease protection
» Thermal and electrical protection
» Clean processes

«0UPONT>
I‘'evlar | Nomex ' Tyvek | Tychem

Healthcare Packaging Appllcat|ons
DuPont Safety - Healthcare £
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The Role of Medical Packaging for Sterile Devices
Enable sterilization, protect, maintain sterility, allow for aseptic presentation

... a key element to minimize the risk of nosocomial infections
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DuPont™ Tyvek® for Healthcare

Recognized as the standard of excellence
in sterile packaging since its introduction
in 1972. The unique structure of Tyvek®
gives it inherent advantages over other
materials. Used for

= \ledical Devices
=mm Combination Products
=== Pharmaceutical Processing

The DuPont Oval, DuPont™, The miracles of science™ and all
‘ nu P u NT . products denoted with ™ or ® are trademarks or registered

trademarks of DuPont or its affiliates.
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Global Medical Device Regulations and Standards

Global medical packaging requirements:

. Design to minimize the risk

. Qualification of materials

. Design & Process Validation

And maintaining the packaging process and changes under control
Applying International Standards:

EN ISO 11607 — Parts 1 & 2 “Packaging for terminally sterilized medical devices” developed by ISO
TC198/WG7 and other standards like EN ISO 13485, EN ISO 14971, EN 1SO 10993...
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DuPont™ Tyvek® Medical Packaging Manufacturing Locations

-

Manufacturing Location by Style:

Tyvek® 1073B
Tyvek® 1059B

Tyvek® 40L

Since 2015

Tyvek® 2FS™

Luxembourg
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"“Challenge

A materials science company makes a manufacturing change,
impacting a material used in a highly regulated industry.

How can this be accomplished without triggering a revalidation?

«DUPONT»

Medical Packaging Transition Project

The DuPont™ Tyvek® Medical Packaging Transition Project (MPTP) is a plan to transition
Tyvek® 1073B and Tyvek® 1059B to the latest flash-spinning technology to help ensure
greater continuity and flexibility of future supply.

Goal: demonstrate functional equivalence in an effort to help mitigate requalification

Phase 1 Phase 2 Phase 3 Phase 4 Phase 5 Phase 6 Phase 7 Phase 8

2019 to
2023

I,\D/llg?r%m a?nour;gig U.S. FDA affirmed functional

i -une equivalence 1 Oct 2015
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Regulatory bodies involved in the MPTP
ca. 90% of Global Medical Device Market

U.S. FDA/CDRH DQS Medizinprodukte GmbH
Health Canada NSAI Inc.

CFDA AMTAC Certification Services Ltd
Japan MHLW Intertek SEMKO AB

Dekra Certification GmbH
Dekra Cetrtification B.V.

BSI Assurance UK Ltd

LNE/G-MED

SGS United Kingdom Limited

TuV Rheinland LGA Products GmbH
TUV SUD Product Service GmbH

«DUPONT»

me U.S.FDA

Oct 18, 2012: We have completed our review
of the documentation....we are in agreement
with the study design and testing proposed....
FDA will not routinely require Sponsors to
amend either their 510(k)s or PMAs

EU notified bodies

A consortium of 5 NBs issues a common
letter with their acceptance and guidance
on how to file the change
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Medical Packaging Transition Protocol Testing

60 + 18 packaging applications
Transition Protocol Test Matrix over the entire supply chain

Sterile Medical

DuPont Packaging Device
Manufacture Manufacturer

Steriliser X 78

HHHHHHEE

Each cell represent a US FDA approved medical device
manufactured using qualified designs and validated processes Preparation of > 100,000 samples

Reporting

Lab Testing

Pre-sterilization

Post-sterilization

www.areyouready.tyvek.com + Accelerated Aging 1, 3, 5, 10 years Equivalents
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« Real Time Aging 1, 3, 5, 10 years
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Functional Equivalence Affirmed — 1 Oct 2015
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Functional equivalence became the basis to transition
without systematic revalidation all over the world*

L BUPUNT' *transition to be filed as a significant change under EU regulations
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Key Future Challenges in the Healthcare Industry
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Medical Device Big Data Affordable Sustainability
Regulation healthcare for
aging population
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Tyvek.
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DISCLAIMER

This information corresponds to our current knowledge on the subject and may be subject to
revision as new knowledge becomes available.

It is your responsibility to investigate other sources of information on this issue that more
appropriately addresses your product and its intended use. This information is not intended
for use by you or others in advertising, promotion, publications or any other commercial use.
DUPONT MAKES NO WARRANTIES OF ANY KIND REGARDING THIS INFORMATION
AND ASSUMES NO LIABILITY WHATSOEVER IN CONNECTION WITH ANY ISE OF
THIS INFORMATION. This information is not a license to operate under, or intended to
suggest infringement of, any existing trademarks or patents.
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