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1)‘{*% Agenda

= mBHe. TUEDSWHFRCRMEIVR

Market history, industry pressures & Industry’s situation

» XHEXRARKEEER (FDA) 08
FDA’s response

= Abbottdi#%
Abbott Strategy

»  CordisGiE%
Cordis Strategy
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1V HBEE Executive Summary

» ERSEWEW. BINPRSNEXNEREEN BB EEBZSEEHTIFINR

Medical device companies, the communities we serve, and global regulatory bodies want to be good stewards of the environment

. FSEENNETEARAE ——EOSRASHESE; MLEsRREELR

Many related sterilization changes are forthcoming — some of them are novel; clarity on expectations is necessary

» TURBERF—NREFHRE

Industry needs a global harmonized regulatory approval process

v REROFIRBEHN @, H

to ensure the supply of products to patients around the globe and

v REUIROTATINNRERE, BB X SR FHAIMRE 2 BIELS
to provide practical & predictable regulatory pathways to reduce barriers toward novel and environmentally favorable changes
in all geographies
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iAHP ~ —RMEFHEEBM,  MARKET HISTORY ~ Single Use Devices

4 W Abbott N3 A BYIE I, Modalities used within Abbott
1. R|FIIR (EO)

2. 1357 Radiation
» BB E-beam
= N58Y% Gamma

3.  2XY5 Steam

%\\:wﬁ‘ 1a.0rg
 Source: ia

source \\;\:ﬁ‘?}\ N ) \\§\:"""‘f E y
m\m ~ Under pressurein the USA & EU

. ‘

4. RIAMEG/ENL

SR« iia.org- “mDE'.JEEZ%‘ BIR. XPEANE IR ABETFESSHAE
SRR AL XS Liquid Chemical / Aseptic Processing

Source: iia.org — “A comparison of Gamma, E-beam, X-ray, and Ethylene Oxide
Technologies for he Industrial Sterilization of Medical Devices and Healthcare

Products”
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0] FDA Response

1. 22, ABLZEMHMN: 5B-602 —MHNGFMYIR, FXAZENcEmCE/MEDA
SAFETY, SECURITY and SUPPLY: Cobalt-60 is radioactive material that requires secure transport &
ARG EO method of storage/disposal

NS Ey4% Gamma

2.EO
50%

1. Gamma
40%

2. EOH: ERMSMNNB/VEHMBMAEEEE. 2019FXH 5 ZREFXNEIRE
EO EMISSIONS: Regulatory changes proposed at national & state level to reduce emissions. Several
U.S. site closures in 2019

FDA [F A REVIE T, ZEHFEO Qg Hin K HE 7T

FDA initiatives underway to mitigate growing industry pressures on EO

FDAQIEPKERL: FDA INNOVATION CHALLENGE 1: FDAQETHK5R2: FDA INNOVATION CHALLENGE 2:
HEFNNE S EFIELA Identify new sterilization methods and technologies BDIAE I AR Reduce ethylene oxide emissions
FDAZE X {4 H s+ Xl| FDA Master File Pilot Programs: FDA “IMEH KX’ ——SE/REFHLXENHE, 20234
= 20194 (ZTEFEO/FHT) . 20214E (EOD>FHETC*) AR023E ((15 (https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/collaborative-
B4 EO > EF I XG4 ) communities-addressing-health-care-challenges-together)

FDA ‘Collaborative Community’ — in discussion with the Kilmer Community, 2023
2019 (change EO cycles), 2021 (EO 2 new modality*) & 2023 (Gamma (https://www.fda.gov/about-fda/cdrh-strategic-priorities-and-updates/collaborative-

communities-addressing-health-care-challenges-together
or EO 2 E-beam or x-ray) )

*FDASZTTHBEFFAVEZT, * FDA Established Category B and Novel modalities

PUEMEAT -0 K
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S conat armonzaton Workig Pty 1 44717 55 6%882030/Abbott Sterilization 2030 Strategy

BEMU MO THENE

Sustainable sterilization will be achieved through

(1) HERIRFE R (E0) K@D, &

switching sterilization from Ethylene Oxide (EO) sterilization and

(2) FEEDIVHITEOK I~ GBBVEOIKE

reducing EO concentration for products that must be EO sterilized

LB PR
Change Modalities * EO Reduction

iz {LHEOEHE, BRRES TN ERREORE
7 GOFEIRRL DM R 5% = BERRE . . .
) . ) EO cycle optimization including reduced concentration of EO per
Product conversion reduces suppIy chain capacity constraints vele
y

*BENEFFEHRENTARE, AIU: FIEHERE. —EHRBRE

Change to E-beam radiation or to alternative gas sterilization, for example: vaporized hydrogen peroxide sterilization nitrogen dioxide sterilization

PUEMEAT -0 K
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- BASKKE
Alternative gas sterilization
EREL . EHRAOHIEO
/m
MEDICAL DEVICES | Soft EO

RBBAME/)\. BERNKASINERESS k-

Leading in connected care with less-invasive, more-accurate tfhnologies

e B
:EGE,EIES - NEUROMODULATION
(=] =
CARDIOVASCULAR S Abet\tEﬁﬂRﬁj%E}g ...... \
- RERASTEETSIRERAS
i ErRES

Vascular care

« SIEIVIER

Structural heart

c INR
Heart failure

* INAEEBAEIE
Electrophysiology

. \NEPRSE more effective, and less
Cardiac rhythm management invasive

Abbott is a world leader ...
broad portfolio of advanced
healthcare technologies

- BIRR. EBM. RAMKEE/N
H A

Technologies that are faster,
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ZHIHBD B IR ILFTEH Eﬁﬁ‘&%ﬁﬁiﬁi
Miami Lakes, FIorlda, USA Ciudad Juarez, Mexico

Santa Clara, California, USA

=
? R
v L

LENNERINRE 000 BtES

Irvine, California, USA Nyon, Switzerland

RIR=FBR

Cashel, Ireland

PLEMER X4
PRIVILEGED AND CONFIDENTIAL

ilmﬂ@ﬁﬂmxﬁﬁh

Cordis.

IR AMETAT ZF0EISE

B, 60DERIARBOTFHEINE, =

RMERINMERA, MBS LBEIR
1/\/[3;_

A worldwide leader in the development
| and manufacturing of interventional
vascular technology with a more than
60-year history of pioneering
reakthrough cardiovascular

echnologies to treat millions of patients.
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Cordis.

RB=:

VISION:

BYTeE. RRMERNINMERAR, RO EBNED.
Saving billions of lives by pioneering breakthrough cardiovascular
technologies.

fbdn:

MISSION:

BYRRTAERMBRROZR, REZBELEME, TP
BEA, NMBEE/E K. Cordisi@S2uit. M,
BN EIRARL R SRERER V48 01,

We delight our customers by developing differentiated solutions
at pace that improve patient vitality and lower the cost of
care We embrace a diverse, empowered culture where
teammates can fulfill their career aspirations.

BAIXY TN EYS = @BL 2 0T3RS No
We provide medical products that we would be proud to have
used on our loved ones.

© 2021 Cordis. f& B FiT AR HLEEE L.
© 2021 Cordis. All Rights Reserved.Confidential.
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ERENIZKADaTs

Diagnosis and Treatment of Vascular Disease

SeltionSIR’:

X IR/HIEARG
Stents / Delivery
Systems

” - = pTa/PTcAREE [ MEHERS
In%ogdlfir prte ; %g|%% PTA/ PTCA Vasc%ué\r Closure
Dx / GuideWires Dx Catheters Guiding Catheters
Sheaths Balloons
0% ShEmE SAEmE
Ca?;;gﬂ,ﬁgﬁ;gpr Peripheral Peripheral
° i\ﬁ ° oQ = - =\ \
Ischemic heart disease o8 E*Uﬂﬁﬁ.ﬁﬁﬂ%ﬂﬂ ‘ o IMENBRIR
— J\ANAB3F, Organ and Limb Ischemia Carotid disease
Myocardial infarction « [BEMBKE
— INAE Abdominal Aorta Aneurysm
Angina
— Ih=
Heart failure -
=577
Veins

o [ieteE
Thromboembolism

UEES

Obstruction

Cordis.
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Cordis Sterilization Strategy Five-Year Plan (2023 - 2027)

BN MO ISEA R O KEE VDA
Alternatives to ethylene oxide sterilization will be achieved through

= HREMKEEAN

Investigating other sterilization technologies
= B/DEORRE (JUHEOFENRZITAITIE)
EO usage reduction (Enhanced EtO Cycle design and Processes)

BREA
Alternative Technologies

B/DEORE

EO Usage Reduction

HRAEANKEERAK, “S8]HITE. BleFco2,
MBHL%. BEFR. X%, YEHLITIAN

Investigating alternative sterilization technologies,

560 NERS6IE, SIUSENNREIRSEOFH, B&
B/ DEOHERY

, 0 o Partnered with our contract sterilizers to implement sustainable
Chlorine Dioxide gas, Supercritical CO,, Gamma, E- ) L o

_ ethylene oxide SEO Cycle to significantly reduce EO emissions
beam, X-Ray, Hydrogen Peroxide Gas

Cordis. |,
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Alternative Sterilization Modality Challenges

" SERENREIVERMREIR

Understanding the impact of materials from alternate modalities

= TA SR EVAR M EFMR I E IR K

Slow adoption of new modalities by industry and regulators

= GONERNTEER, ANRETZIR

Limited capacity at contract sterilizers & availability for large scale volumes

" H— TR EBHPTREIEIE

Better understanding of required data for regulatory approval

(B E T3S T\ BVAKTEIFAIXY T N EERINBNIAR, FTRAIESNVENNEINMT W inE, PURHIESFDENME SN e Ht.

As the medical device industry continues to innovate and investigate new sterilization modalities there is a need for international
industry standards for alternative modalities to help provide guidance and assist with regulatory approval.

FOARI IR B IEERRAIGENNE ARG SWHAD B ARFEERER,

FDA and global regulators play an important role in ensuring that manufacturers sterilization methods are properly validated.

Cordis.
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