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Who We Are A~

BRANDWOODCKC

A premium regulatory, quality We are headquartered in Sydney with international
systems and commercialisation offices in Los Angeles, Wellington, Beijing, Taipei

. dH Kong.
consultancy serving S IO LIS

international health science Through our merger in 2019, Brandwood CKC
innovators for more than 20 brings together two of Australia’s pre-eminent
years. names in health science regulatory and technical

consulting: Brandwood Biomedical and
Capital K Consulting.

Brandwood CKC combines our complementary
technical strengths and diversity with a shared
commercial focus and global market view across
all areas of therapeutics and diagnostics. Our

multilingual team are positioned to deliver .- A
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Whether your market ambitions are local or

global, we are with you every step of the journey.




What We Do ~

BRANDWOODCKC

Reimbursement:
Strategy and Advice

Global Regulatory . Biosimilar and Biotechnology

Strategy and Submissions ' Medicine Development

Authorised Device
| Representation, Sponsorship
‘ and Distribution

Post Market
Compliance and Surveillance

Quality Management
Systems

Reclassification and
R&D Strategy Resd;eollauli.ng' Strategy
ubmissions

In-house
Regulatory Resourcing

Due Diligence and Literature-Based ~ Regulatory and Administrative
Technical Assessment ) Medicine Submissions ‘ Appeals
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Today's Speaker
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Luis Jimenez
VP of Business Development
Brandwood CKC

Luis Jimenez serves as the Vice President of
Business Development for BrandwoodCKC
and is the current President of OCRA
(Orange County Regulatory Affairs). His
experience includes operations, quality
control in cGMP manufacturing, regulatory
affairs for manufacturing, design
engineering, technology transfer and
project management within a start-up and
large corporations such as Johnson &
Johnson and Express Scripts.

brandwoodckc.com
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Luis's background includes Chemical
Engineering, Cum Laude with focuses on
Computer Science and Economics, and an
MBA with Academic Excellence. His
trajectory in diverse health-related
companies including building a class Il
medical device bio-tech company from the
bottom-up provides him with hands-on
experience solving the challenges of
navigating regulatory approvals. Luis is
passionate about the juncture between life
sciences innovation, entrepreneurship, and
regulatory frameworks.
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Introduction

“One of the most important books |'ve ever read—an indispensable

guide to thinking clearly about the world.” —Bill Gates

Ten Reasons
Edwards Lifesciences
CEO Mike Mussallem m

NESS

the World —and Why
- with Ola Rosling and
Hans Rosling o

Global Mindset

Things Are Better
Than You Think

© 2020 Brandwood CKC brandwoodckc.com



Telling a Story through Graphs
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Bubble Size= Population
Y axis= Life Expectancy
X axis= GDP/Capita


https://www.gapminder.org/tools/#$state$time$value=2019;&marker$select@$country=sgp;&$country=phl;&$country=kor;&$country=usa&labelOffset@:-0.027&:0.046;;;;;&ui$presentation:true&chart$trails:false;;&chart-type=bubbles

Economics (2019)

Population (million)

GDP per capita (USD)
GDP (USD bn)

Exports (USD billion)

Imports (USD billion)

Singapore
5.7
65,390

371

439

342

S. Korea

51.8
31,731

1,646

542

503

Philipines
108
3,480

377

70.9

112

United States

327
62,869

20,580

1,643

2,497

https://www.focus-economics.com/countries

© 2020 Brandwood CKC

brandwoodckc.com

=

BRANDWOODCKC


https://www.focus-economics.com/countries
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Do you have a regulated Product?

Medical Devices & IVD Wellness Apps and Health
- Surgical Instruments - Foods

- Software as medical device - Apps

- Implantable devices - Cosmetics

© 2020 Brandwood CKC brandwoodckc.com
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Advice For Non-Regulated Products

Leverage Digital Economy

- Leverage Strengths

- Leverage Local Resources/Opportunities
- Mitigate Risk

Establish local support:

Digital Marketing Campaigns
Local Users and Consumer Groups
Distributors (Regional vs. National)
Franchising?

Conduct SWQOT Analysis:

- Less Competition?

- Intellectual Property and Legal Framework?
- Import, Tariffs, and Logistics

Internet, Modern Source of Global Connectivity

© 2020 Brandwood CKC brandwoodckc.com
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Jumping into the world of Medical Devices and Diagnostics...

Efficient Regulatory and
Commercialization Processes

COVID Update and EUAs

© 2020 Brandwood CKC brandwoodckc.com
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COVID Update - Export Bans BRANDWOODCKC

Face and eye protection
Protective garments

Gloves

Sanitizers & Disinfectants
Pharmaceuticals

Foodstuffs

Medical devices, incl. ventilators
Other medical supplies
COVID-19 test kits

Categories of products

Soap

Toilet paper

Source: WTO Secretariat

© 2020 Brandwood CKC

Global Export Restrictions
No. of countries / territories In ReSponse TO COVI D'1 9

S 7 3 Countries that have imposed temporary export
S 5O restrictions on products due to COVID-19"
I ] £ / '
I 2 5
0

I 17

IS 10

I i O

L [3

3 . o
Total: 80 countries / territories

2 (As of 22 April 2020)

* Products affected include personal protection equipment,
pharmaceutical products, hand sanitizer and food.
** Germany has lifted export bans on medical equipment.

Source; International Trade Centre

@O statista %

BEWTO Members ®Non-Members

brandwoodckc.com
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COVID-19 Emergency Use Authorizations

C rlte rla for E UA COVl D_1 9 |VD Test Klts IFJ:ts:IE::ed ~  Entity .I;L:i::;!;;:’f:r;g:)centLeﬂerof Technology® ::::::(z:)‘“ ::;E;:;gl(ls:n
©  09/01/2020 OPTOLANE Technologies, Inc. Kaira 2019-nCoV Detection Kit (141KB) ~ Molecular H HCP (153KB)
e Agent (Coronavirus) specified in the e Molecular & Serology (208) P
deCIaratlon Of emergency Can Cause a ° A th . d f U . CLlA | b f . © 09/01/2020 Detectachem Inc. MobileDetect Bio BCC19 (MD-Bio Molecular H HCP (151KB)
serious or Iife—threatening disease or u tC))rllie (?3); sein aps ot varying BCC19) Test Kit (139K8) \TL‘I:;O?I&;EKE]
condition. Capabilities ( ) © 08/31/2020  BayCare Laboratories, LLC BayCare SARS-CoV-2 RT PCR Assay Molecular H HCP (86KB)
(289KB) Patients (92KB)
. . . EUA Summary
e Reasonable scientific belief that the . (22468)
pr‘od uc‘t is effec‘tive' PPE (20), Ve ntllato rS and Others © 08/31/2020 Mammoth Biosciences, Inc. fﬁ:l;ig)o\’? DETECTR Reagent Kit Molecular H :;P.{HT(:S.;KB]
) ] (26) IFU (467KE)
e The known and potentlal benefits © 08/31/2020 MiraDx MiraDx SARS-CoV-2 RT-PCR assay Molecular, Home  H HCP (105K8)
outweigh the known and potential risks. e Seeg Salva Eat By
e Masks (438K8)
e Thereis no adequate approved and © 08/31/2020 T2 Biosystems, Inc T2SARS-CoV-2 Panel (314KB) Molecular H HCP (137K8)
. . ' ' ° ReSpira‘torS Patients (124K8)
available alternative IFU (1 2608)
e Sterilizers e ety () A hecpns 12266
. _ . oy
b Dlaphragmatlc paCIHg © 08/31/2020 TBG Biotechnology Corp. TBG SARS-CoV-2 IgG / IgM Rapid Test  Serology IgM and H.M HCP (146KB)
Kit (332KB) IgG, Lateral Flow Recipients (133KB)
° ECMO IFU (548KB)
© 08/31/2020 Color Genomics, Inc. Color COVID-19 Test Unmonitored Home Collection Kit EUA Summary
. Collection Kit (136KB) (133K8)
e [nfusion Pumps IFU (103K6)
(Data as at 9 September 2020)
Source: FDA'’s Approved EUAs

© 2020 Brandwood CKC brandwoodckc.com 12
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EUA — What's waived, and what's not

FDA waivers under EUA NOT waiving

* General controls « Adverse event reporting

* Registration and listing * Recalls

« QSR « Claims of "FDA Approved”
« UDI

* 510(k) During EUA only

Remember it's an Emergency Use AUTHORIZATION, not an APPROVAL

© 2020 Brandwood CKC brandwoodckc.com 13
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US Classification and Requirements

General Controls: GMP, Labelling etc.

Class | .

No premarket review
Class I

Full Safety and Efficacy review including clinical data
Class 11l

Premarket Approval (PMA)

© 2020 Brandwood CKC brandwoodckc.com 14



FDA Requirements

Premarket
Product
Review

//J

BRANDWOODCKC

PMA — New devices/technology
510(k) “substantial equivalence”
De novo classification petition (no predicate or classification but device risk does not justify PMA)

HDE — Humanitarian Device Exemptions (Safety only, <8,000 patients/year, Ethics oversight)

Quality
Systems

© 2020 Brandwood CKC

GMP Quality Systems Audit (Factory Inspections)
FDA uses 21 CFR 820 Quality Systems Regulations

Plan is to Convert to ISO 13485 (but delayed to 2021)
Audits are prerequisite for PMA but are after first supply for 510(k)/De Novo Class Il devices

brandwoodckc.com
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Target Country Regulatory Bodies

\} .
“’ HSA Ministry of Food and F/BN”; )

Health Sciences Authority Drug Safety Food and Drug Administration

PHILIPPINES

Singapore S. Korea Philippines

© 2020 Brandwood CKC brandwoodckc.com 16
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Global Harmonization
Founding Members in 1993:

GHTF Australia, Canada, Japan, the European Union, and the
United States of America.

2012 GHTF Was Converted to IMDRF

IM DR International Medical
Device Regulators Forum
The current members are:

Australia, Brazil, Canada, China, Europe, Japan, Russia,
Singapore, South Korea, and the United States of America.

© 2020 Brandwood CKC brandwoodckc.com 17



Key Framework Comparison (premarket)

N
/\ Rules-based device classification
A

/\ " Regulatory Intervention based on Class

\
A Essential Requirements of S&E

|

/\ " Standards as means of compliance
!

/\ " Technical File construction

/
,\ " Appointment of Local Representative
W

© 2020 Brandwood CKC
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/" Clinical experience or predication as
means of compliance



All jurisdictions within the GHTF Model have similar processes, but there
are some country specific considerations...

© 2020 Brandwood CKC

Essential Principles Checklist

*GHTF-based checklists
*However need separate reports

*Wording of the Essential Principles differs
between jurisdictions (e.g. EU/AU/Canada)

Declaration of Conformity

*When required (e.g. EU and AU), they must
meet specific format for each jurisdiction

Other

Classification

*Most classes will align

«Some devices will be different
(e.g. Central Circulatory System, Disinfectors,
Contacting CNS)

Clinical Evaluation Report

*AU must be signed by a clinician

<EU / AU have special requirements for certain
high risk devices (E.g. Total Joints, Electrical
pulse)

-Patient Leaflets and Implant Cards

*Unique Product Identifier (UPI)
Post-Market Reports
«Unique Device Identifier (UDI)

brandwoodckc.com
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What is the Technical File (STED)?

« Scope (Specific Device(s))

« Admin Info

« Declarations of Conformity and Regulatory Classification
«  Overview product description

« Specifications

* Product documentation, labels, manuals

* Risk Analysis Report

« Summary of Testing Reports / Certificates
« Essential requirements check list

* Clinical Evaluation Report

* Overall manufacturing and inspection plan
* Product history

-

What is it?

<
p

\

What is it for?

/
<

4

© 2020 Brandwood CKC brandwoodckc.com
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+ i
. IMDR International Medical
el Device Regulators Forum

 Collection of technical
documents

« Description of device design,
use

 Risk Management
« Testing and Clinical evaluation
« Manufacturing

+ Evidence that the device
complies with regulations

- Safe and Efficacious
* Performs as intended

« Manufactured under
appropriate controls



(ASEAN) Association of Southeast Asian Nations

South East Asian country snapshot in 2017

ASEAN comprises 10 member countries, each at a different stage of economic and energy

development

Myanmar
Population: 55 million
GDP: US$80bn

GDP per capita:US$1,453
Power demand: 18 TWh
Gas demand: 350 mmcfd

v O

Population: 7 million
GDP: US812bn

GDP per capita: US$1,700
Power demand: 7.5 TWh

Cambeodia e

Population: 16 million
GDP: US$18bn

GDP per capita: US$1,137
Power demand: 6.5 TWh

F o

Thailand
Population: 68 million
GDP: US8420bn

GDP per capita: US36,148
Power demand: 188 TWh
Gas demand: 4,930 mmcfd

© 2020 Brandwood CKC
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é Malaysia

= Population: 31 million
GDP: US$360bn
GDP per capita: US$11,538
Power demand: 139 TWh
Gas demand: 3,200 mmcfd

s
m Singapore

Population: 5.8 million
GDP: US$301bn

GDP per capita: US851,948
Power demand: 45 TWh
Gas demand: 1,060 mmcfd

6 Vietnam
Population: 95 million

GDP: US$173bn

GDP per capita: US81,810
Power demand: 168 TWh

Gas demand: 980 mmcfd

’ Philippines
Population: 104 million

GDP: US$301bn

GDP per capita: US$2 904
Power demand: 75 TWh
Gas demand: 425 mmcfd

% Brunei
Population: 0.4 million

- GDP: US%13bn
DP per capita: US$33,000
ower demand: 4 TWh
as demand: 214 mmcfd

Indonesia

Population: 264 million
GDP: US81,091bn

GODP per capita: US$4,142
Power demand: 229 TWh
Gas demand: 3,650 mmcfd

brandwoodckc.com
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ASEAN is not a union, but
political and economic
alliance (each country has its
own regulation & policy)

Singapore:
* Highest GDP Per Capital
* Longest Life Expectancy

Philippines:

« Slated to be 10t largest
economy

« Largest by population 110M

ASSOCIATION
OF SOUTHEAST
ASIAN NATIONS

21
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Device License Holder m Distributor
(R, ))

Market Assess Roadmap: Philippines and Singapore

Philippines «  Own entity * Must be LH « Any entity appointed
« Distributor by LH with license to
_ « 3 party Operate (LTO) for MD
Singapore +  Own entity * Any entity with * Any entity with
* Importer/Distributor GDPMD or ISO 13485 GDPMD or ISO 13485
P « 3 party & registered with HSA & registered with HSA
as Importer as Wholesaler
« appointed by LH « appointed by LH

GDPMD=Good distribution Practices for Medical Devices

© 2020 Brandwood CKC brandwoodckc.com 22



S. Korean Regulatory Body and Market ~

BRANDWOODCKC
» Used to be like FDA but is migrating to EU (GTHF/IMDRF) _ _ _
Framework Top 20 Countries that filed 510(k)s in 2019
* The Ministry of Food and Drug Safety (MFDS), formerly fuftgr';:z - E 2,823 510(k)s out of
known as the Korea Food & Drug Administration Netherlands mm 13 2,918 applications receivedin 2019
(KFDA), oversees the safety and efficacy of drugs and '“;::: - 1155

medical devices in Korea.

Brazil mm 18
Malaysia mm 19

« The MFDS is divided into five bureaus. The Pharmaceutical Sweden mmm 26
Safety Bureau and the Medical Device Safety Bureau are United Kingdom ey 49
the two divisions holding primary responsibility for i s 25
pharmaceutical and medical device regulations. Taiwan me— 61

Canada e 68

Israel o——— 73

Switzerland m—— 78
Japan meeess————— 90
Germany ss—— 103

MlNlSTRY OI: FOOD AND DRUG SAFETY United ;:t:[tr: #ﬂs 1694

50 100 150 200 250 300 350

Source: Brandwood CKC Analysis of 2019 US 510K’s

© 2020 Brandwood CKC brandwoodckc.com 23



https://brandwoodckc.com/2019-us-510k-clearances-analysis-and-fdas-target-to-receive-innovative-technologies-first-in-2020/

S Korea
Approval Pathways and Data Requirements

@, =

,, BRANDWOODCKC

» MFDS offers different approval pathways depending on risk class:
» Class | devices require only an online Notification (with automatic approval).
» Class Il devices require application for a General Technical Review which requires submission of laboratory safety data.

* Class Il and IV devices require application for a Safety and Efficacy Review which adds a review of Clinical Evaluation data on
top of the General Technical Review.

A successful MFDS review results in issue of a Notification of Conformity. The manufacturer may then apply for a certificate of
product approval.

There exists a parallel pathway in which the Application for Technical Review and for certificate of product approval may be applied
for at the same time and both certificates are issued at the satisfactory conclusion of the technical review.

» Type Testing

» Clinical Data

© 2020 Brandwood CKC brandwoodckc.com
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Wrapping it up
Regulatory frameworks are working to converge

Setting the foundation for Quality Systems and Technical Files is
the most efficient way to obtain regulatory approvals

Singapore, S Korea and Philippines generally following the GHTF
classification framework and IMDRF approval process.

One approval fits all, not yet, but we are moving in that
direction!

Commercialization should consider new ways of doing business,
consider telemedicine, and local groups

Emerging markets constitute a great opportunity

© 2020 Brandwood CKC brandwoodckc.com



GAP Business Connections
Send your business profile

Be included in the Business Director by

sending:

- Name

- Company

- Website

- Business Details (Max 50 words) (e.g. Interest
country, category or type of produt/service)

To: cam@csusb.edu

Incluede a one-minute video product/service
pitch on your product or service to be
potentially showcased in the next country-
focused event.

© 2020 Brandwood CKC brandwoodckc.com
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Stay Connected with GAP!

GAP focus on Fashion and
beauty products and retail
services in the Philippines

Oct. 815:30-7 p.m.

Philippines

GAP focus on agriculture,
food, and beverage products
and services/business in
South Korea, Singapore, &
the Philippines

Nov. 1915:30 - 7 p.m.

S Korea

GAP focus on Property
development and remodeling
services in Singapore

Feb.1215:30 - 7 p.m.

Singapore

© 2020 Brandwood CKC brandwoodckc.com 27



Key References:

Philippines FDA:

https://www.fda.gov.ph/

Singapore Health Science Authority:

https://www.hsa.gov.sqg/

Korea KMDFA:

https://www.mfds.go.kr/eng/index.do

World Economic Data:

https://ourworldindata.org/

https://www.healthsystemtracker.org

© 2020 Brandwood CKC

Asean MDD:
https://asean.org/storage/2016/06/22.-September-2015-
ASEAN-Medical-Device-Directive.pdf

GHTF Classification Rules:
http://www.imdrf.org/docs/ghtf/final/sg1/technical-
docs/ghtf-sg1-n15-2006-quidance-classification-060627.pdf

brandwoodckc.com
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https://www.fda.gov.ph/
https://www.hsa.gov.sg/
https://www.mfds.go.kr/eng/index.do
https://ourworldindata.org/
https://www.healthsystemtracker.org/
https://asean.org/storage/2016/06/22.-September-2015-ASEAN-Medical-Device-Directive.pdf
http://www.imdrf.org/docs/ghtf/final/sg1/technical-docs/ghtf-sg1-n15-2006-guidance-classification-060627.pdf

Key Resources

Consulate General of the Republic of Korea in Los Angeles
consul-la@mofa.go.kr / http://overseas.mofa.go.kr/us-losangeles-en/index.do

Korean American Chamber of Commerce of Orange County
info@kaccoc.com / http://www.kaccoc.org
serves as the bridge between Korean Business, main stream business, local government,

neighborhood minority business association, and the general business community in Orange
County.

Philippine Consulate General, Los Angeles, California

LosAngeles@dti.gov.ph / losangeles@philippinetrade.org
https://www.philippineconsulatela.org/
https://www.philippineconsulatela.org/other-services/for-doing-business-in-the-philippines
Doing business and investment in the Philippines

Planet63, Ferdinand B. Soriano
Info@planet63.com / https://planet63.com/
Philippine Product Procurement & Logistics Management Company. Brings products to US

GRIIT, Sarita D. Jackson, Ph.D., President and CEO
sarita@griit.org / www.griit.org
1) customized global market research, 2) strategy design, and 3) connection with network of

overseas trusted advisors (e.g., finance, compliance, tax, digital marketing)

DH Reg Sys, Andrew Ho
aho@dhregsys.com / http://www.dhregsys.com/
Singapore based regulatory consulting firm

© 2020 Brandwood CKC
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Brandwood CKC, Luis Jimenez, VP of Business Development
Luis.jimenez@brandwoodcke.com / www.brandwoodcke.com

Global Quality and Regulatory Experts providing regulatory and registrations services

Fiona Bay, Enterprise Singapore
fiona_bay@enterprisesg.gov.sg
Country Support: Singapore

Lois Brisbois, Janet Burt, Senior Business Development Manager
https://lewisbrisbois.com/ / Janet. Burt@lewisbrisbois.com
International Law Firm with expertise in Asian Markets

Center for Global Management, Cal State University- San Bernardino
Dr. Vipin Gupta, Professor & Co-Director, Center for Global Management
Vipin.Gupta@csusb.edu

Provides student lead research projects for companies

Posture360, William Choi
william@posture360.com /www.posture360.com /
South Korea & Australia/Healthtech, Wearables, AL, ICT, SaaS/Investor, Channel Partnerships)

U.S Small Business Administration, Orange County/Inland Empire District Office
Paul I Smith, Economic Development Specialist, District International Trade Officer
paul.smith@sba.gov / https://www.sba.gov/

Small Business Loans and Commercialization Support

brandwoodckc.com
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Level 8, 1 Chandos Street
St Leonards NSW 2065, Australia
+61 (0) 2 9906 2984

www.brandwoodckc.com

@BrandwoodCKC

brandwoodckc

Ways to

get in touch

We hold monthly free webinars on current topical issues
in medical devices regulation and market access.

These can be viewed on demand via
brandwoodckc.com/videos at any time.

help@brandwoodckc.com

Contact Info:

VP of Business Development
p: +1(951) 987 7281 m: +1 (424) 488 3457
e: luis.jimenez@brandwoodckc.com

BRANDWOODCKC



https://brandwoodckc.com/
https://www.facebook.com/BrandwoodCKC
https://au.linkedin.com/company/brandwoodckc
https://brandwoodckc.com/videos/
mailto:help@brandwoodckc.com
https://aus01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fnyl.as%2Ft1%2F191%2F9so1p9b6p0styfj684qcb3m2p%2F3%2Fc68548000ff3a14e8a0eb0a04810f1364e6c1ca51bea5cda8a506fb9fae563a4&data=02%7C01%7Cluis.jimenez%40brandwoodckc.com%7Cf39bc9142b7f420fc18d08d855a77d7e%7C764328a4f5244853869aafba12af625f%7C0%7C0%7C637353525161006490&sdata=8oFYZV48zaiGrFJxJbp4Y6mY6DaEh%2B%2FLXW02eyHh%2FKs%3D&reserved=0
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Important Notice:

The views and options expressed in this presentation are those of the author/s and do not necessarily reflect the views of
Brandwood CKC Pty Ltd ACN 128 762 505. Where indicated, certain content has been sourced from third parties; we have not
independently verified it. Neither Brandwood CKC nor the author makes any warranty as to the accuracy, completeness or reliability

of this presentation, nor do those parties accept any liability or responsibility arising in any way from omissions or errors contained

in the content. The information presented in this presentation is of a general nature only and does not consider the particular

circumstances of your business. Prior results and case studies do not guarantee a similar outcome in future. You should not rely on BRANDWOODCKC
this information, and you should seek specific advice for your particular business needs.
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