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Photo A worker at Zipline's distribution
centerin Omenako, Ghana, prepares a
medical order for drone delivery. Novartis
has partnered with Zipline, a US-based
automated logistics company, to help deliver
vital medicines to remote areas.

Cover photo Patients at Kumasi General
Hospital in Ghana, where newborns are
screened for sickle cell disease. Only about
4% of babies in Ghana are tested for this
debilitating genetic blood disorder.



2019 HIGHLIGHTS

2019 highlights

ETHICAL STANDARDS

99/100

SCORE

achieved by Novartis for clinical trial
transparency in a recent analysis
published by BMJ

ACCESS TOHEALTHCARE

1om

PATIENTS
reached through access programs

GLOBALHEALTH

900Mm+

TREATMENT COURSES
of Coartem delivered

to date in malaria-endemic
countries

CORPORATE CITIZENSHIP

30 000

TONNES REDUCTION
of carbon emissions
(Scope1and?) vs.2016

500+

ASSOCIATES

volunteered to be part of the
networkthat will create the
NovartisCode of Ethics

10m+

PEOPLE
reached through training
and health education programs

20 000+

TREATMENTS

of hydroxyurea delivered to
Ghana for the treatment of
people withsickle cell disease

44%

WOMEN
inmanagement
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135

HIGH-LEVEL AUDITS
performed on 100% of suppliers
with active follow-up

300 000+

PATIENTS

reached with over 90 local brands
for some of our most advanced
medicines

/m+

PATIENTS
reached with free multidrug
therapy for leprosy since 2000

100 000

HOURS
devoted tolearning during
Novartis Learning Month
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Who we are

Our purpose

We reimagine medicine to improve and extend peoples lives.
We use innovative science and technology to address some of
society’'s most challenging healthcare issues. We discover and
develop breakthrough treatments and find new ways to deliver
them to as many people as possible. We also aim to reward
those who invest their money, time and ideas in our company.

Our company

INNOVATIVE MEDICINES

The Innovative Medicines
Division has two business units:

Novartis Oncology
Novartis Oncology focuses on
patented treatments for a variety
of cancers and rare diseases.

Novartis Pharmaceuticals
Novartis Pharmaceuticals
focuses on patented treat-
ments in multiple disease areas
to enhance health outcomes for
patients and offer solutions to
healthcare providers.

Sandoz offers patients

and healthcare professionals
high-quality, affordable
generics and biosimilars.

RESEARCH AND DEVELOPMENT (R&D)

The Novartis Institutes

for BioMedical Research
(NIBR) is the innovation
engine of Novartis. NIBR
focuses on discovering
new drugs that can change
the practice of medicine.

The Global Drug
Development (GDD)
organization oversees
the development of new
medicines discovered by
our researchers and
partners.

is responsible for making our
innovative medicines, devices
and Sandoz products and
delivering them to our
customers across the world.

consolidates support
services across our organi-
zation, helping drive effi-
ciency, simplification, stan-
dardization and quality.

support the enterprise in
specific areas of expertise,
including finance, human
resources, legal and commu-
nications.
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Our culture Our values

Curious Innovation Performance
Inspired Quality Courage
Unbossed Collaboration  Integrity
Our people

The greatest strength of Novartis is our people, whose diversity,
energy and creativity are crucial to our success.

SR YR
I ;”'V'ﬁ'

ANNUAL TRAINING WOMEN
HEADCOUNT NATIONALITIES HOURS PER EMPLOYEE IN MANAGEMENT

108 775 149 35.8 44%

o«

v



6 | Novartis in Society

Whatwedo

Our business model

RESOURCES WE USE

TALENTED FINANCIAL INTELLECTUAL NATURAL
PEOPLE CAPITAL CAPITAL CAPITAL

We depend on the We use cash, equity We use expertise

skills and creativity  and debt to meet and data to devel-
of our employees our financial com- op and market our
to discover, develop mitments, make products. We hold

and produce new investments and patents and trade-

water and other
resources to manu-

and operate our

medicines, and pay dividends. marks that protect business.
deliver them to the long-term invest-
patients. ments required for
our business.
v
THE VALUE WE CREATE
v
JOBS SHAREHOLDER RETURNS TAXES PAID

1.3m

Indlirect, induced (2018)

108 775

Own operations

22.3%

2019 total shareholder return
(USD), including Alcon spin-off

0.6 N

Total dividends paid (USD)

Our products

TECHNOLOGY

We use artificial
intelligence, gene
editing and other
cutting-edge tech-
nologies to spur
innovation and
increase efficiency.

We consume energy,

facture our products

INFRASTRUCTURE

AND FACILITIES

We own or lease
research laborato-
ries, manufacturing
sites, offices and
distribution facilities organizations to ac-
around the world.

RELATIONSHIPS

We work with doctors
to get effective treat-
ments to patients. We
partner with external

celerate drug discov-
ery, develop business
opportunities and ex-
pand patient access.

19bn

IMPROVED HEALTH AND
WELL-BEING

o/ bn

Socialimpact (USD, 2018),
based on estimated value of
health benefits to patients

ACCESS TO MEDICINE
AND HEALTHCARE

799m

Patients reached with
Novartis medicines

10m

People reached through
training and health
education programs

Our products address most major disease areas and are sold in approximately 155 countries around the world.

Our manufacturing facilities produced 72 billion treatments in 2019.
We develop and produce innovative medicines to
address patient needs in disease areas where our

experience and knowledge have the potential to
produce transformative treatments.

E:/Q/;g ONCOLOGY ﬂﬂD RESPIRATORY @ NEUROSCIENCE

CARDIOVASCULAR, IMMUNOLOGY, INFECTIOUS
@ RENAL AND ﬁ F HEPATOLOGY AND DISEASES
METABOLISM DERMATOLOGY

<(5)> OPHTHALMOLOGY

We also offer about 1 000 generic and bio-
similar medicines covering a broad range of
therapeutic areas. They can bring substantial
savings to patients and healthcare systems,
and help improve access to healthcare.

888 PILLS

INJECTIONS iﬁ'ﬂ INHALERS
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Our environment
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We live in an era of amazing medical innovation, driven by better understanding of the genetic and biological roots of
disease, and surging use of data analytics and digital technology in science and healthcare. At the same time, the world’s
population continues to grow and people are living longer, fueling a rise in chronic diseases. Together, these factors are
increasing demand for high-quality care worldwide and pressuring healthcare systems to restrain spending growth.

ACCELERATING INNOVATION

39%

Theriseinthe average yearly
number of new drugs approved
by the US FDAs Center for Drug
Evaluation and Research from
2015-2019, compared to
2010-2014

Our strategy

235N

The projected value of the
global digital health market by
2023 (USD), a60% increase
from 2019, according to the
Frost & Sullivan Global Digital
Health Outlook 2020

AGING POPULATION

997/ m

The projected number of
people in the world aged 65 or
older by 2030, a 64% increase
from 2015, according to the
United Nations World Popula-
tion Prospects

HEALTHCARE SPENDING

The expected annual average
growthin healthcare spending
between 2019 and 2023,

according to the Economist
Intelligence Unit

Our strategy is to build a leading, focused medicines company
powered by advanced therapy platforms and data science.

As we implement our strategy, we have five priorities to shape our future and help us continue to

create value for our company, our shareholders and society.

STRATEGIC PRIORITIES

v

e Q

Unleash the Deliver Embrace Go bigon
powerofour transformative operational dataand
people innovation excellence digital

We are transforming
our culture to ensure
people can fully apply
their talent and energy.
We're creating an
organization where
people are inspired,
curious and unbossed.

In our pursuit of trans-
formative treatments,

we challenge medical
paradigms and explore
possibilities to cure
disease, intervene earlier
in chronic ilinesses, and
find ways to dramatically

improve quality of life.

O

Build
trust with
society

We are rethinking how
we work, embracing
agile teams and building
better productivity into
our company to free
resources that we can
invest in innovation and
help boost returns.

We aim to spark a digital
revolution at Novartis,
embracing digital tech-
nologies, advanced
analytics and artificial
intelligence to help drive
innovation and improve
efficiency.

We strive to build trust
with society through our
efforts to operate with
integrity, and to find new
ways to expand patients’
access to our treatments.

— Holding ourselves to the highest ethical standards
— Being part of the solution on pricing and access
— Addressing global health challenges

— Being aresponsible citizen
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\We aspire to be aleader on
environmental, social and
governance topics and to build
trust with society. Inthe long run,
that's what will enable us to
continue reimagining medicine

Vas Narasimhan

Message

fromthe CEO

Dear reader,

Thank you for taking the time to learn
more about how Novartis continues to
make meaningful progress on environ-
mental, social and governance (ESG)
topics. We've long been on this journey,
including as a founding signatory of the
United Nations (UN) Global Compact,
and as our world changes and grows
increasingly complex, we continue to
evolve and advance our perspective and
approach to building trust with society.

Our ESG-related commitments are not
add-ons to our business - they perme-
ate Novartis to the core - and we are
owning this journey at the most senior
levels of the company. In 2019, we
established a Trust & Reputation Com-
mittee, which | personally chair, to
review our ESG performance. Building
trust with society has been elevated as
one of our top strategic priorities, and
within that priority we are focused on
four key areas, which | believe are criti-
cal for our strategy and our contribu-
tions to the world: access to medicines,
global health, ethical standards and
responsible citizenship.

Within that framework, | wanted to share
some of our ESG highlights from 2019:

To widen access to medicines, we con-
tinued to implement our pioneering
Access Principles to enable populations
around the world to access the latest
medical innovations, and we continued
to ensure responsible, value-based
pricing, including global tiered pricing
based on national income. We also
announced plans to shift from maximiz-
ing profit to maximizing access in sub-
Saharan Africa, which has the world’s
most underserved patient population.

We made significant progress in global
health, including on our efforts to elim-
inate leprosy and malaria. Additionally,
with the Ghanaian government and the
Sickle Cell Foundation of Ghana, we
launched a first-of-its-kind partnership
to improve care for people with sickle
cell disease.

Focusing on ethical behavior, we rolled
out an integrated approach to enter-
prise risk management (known as the
Novartis Risk Compass) and further
embedded principles-based decision-
making frameworks throughout our
business, including through country-
specific workshops.

Related to responsible citizenship,
we made significant progress toward
making good on the promises we made
in signing the UN Equal Pay Interna-
tional Coalition (EPIC) pledge for pay
equity. Our teams also took important
steps to help ensure we meet our com-
mitment to become carbon neutral in
our own operations by 2025.

There’s much more to share, and our
2019 report provides an update on our
commitments but more importantly on
our actions. We understand our contri-
butions must be part of a larger social
movement, as the challenges society
faces are too great for any group or
government to solve alone. | hope the
following pages will inspire you to join
us on our journey to forge a healthier,
more sustainable future.

Sincerely,

7,

Vas Narasimhan
Chief Executive Officer
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Global Health & Corporate
Responsibility at Novartis

Our Global Health & Corporate
Responsibility journey

The Novartis purpose is inherently a
social one: We reimagine medicine to
improve and extend people’s lives. We
develop breakthrough therapies and
aim to deliver them to as many people
as possible. Over the past 20 years, our
company has evolved its approach to
corporate responsibility, moving beyond
philanthropic initiatives to strategically
integrate access in our core business
operations. In 2018, we changed the
name of the function to Global Health &
Corporate Responsibility (GH&CR), and
in 2019, we took important steps to cre-
ate a new GH&CR organization and
launched a three-year strategy.

Our strategy rests on five pillars and is
rooted in one of the five corporate pri-
orities: building trust with society.

1 Guide the implementation of the
Novartis Access Principles in the
areas of research and development
(R&D), affordability and pricing, and
health system strengthening

2 Drive end-to-end strategies for the
elimination or control of four
diseases where there has been
market failure and little investment in
R&D: malaria, leprosy, sickle cell
disease and Chagas disease

3 Implement a new strategy for
sub-Saharan Africa focused on
reaching more patients and
expanding the availability of our
full portfolio of medicines

4 Deepen our company’s role as a
responsible citizen with a greater
focus on social impact valuation,
CR materiality assessment,
corporate volunteering and
environmental stewardship

5 Expand our engagement with key
stakeholders, with robust reporting
to support transparency and
accountability

As we strive to build a leading, focused
medicines company powered by ad-
vanced therapy platforms and data

science, we're confident that our new
GH&CR strategy will accelerate our
journey to build trust and maximize our
positive social impact everywhere
Novartis does business.

Our annual progress and aspirations for
the future are reflected in this report,
which is organized around our four key
GH&CR focus areas:

» Holding ourselves to the highest
ethical standards

» Being part of the solution on pricing
and access to medicines

« Helping tackle global health
challenges

» Being a responsible citizen

We are committed to taking real, meas-
urable and reportable action in these
key areas, and making sure that we
communicate about them clearly and
transparently. We are also determined
tolearn from and share our experience.
In 2019, we introduced new manage-
ment targets covering environmental,
social and governance (ESG) topics
such as the environment, access to
medicines, global health, human rights
and third-party risk.

Identifying our key issues

As a global innovator, we strive to
expand our focus beyond financial
results to create long-term value along
our entire value chain. One way we
approach this is through our corporate
responsibility materiality assessment to
understand what matters to our stake-
holders and how they perceive our
impact. It allows us to capture non-
financial issues, such as social and envi-
ronmentalimpacts, and prioritize issues
to focus on. We conducted our third
global materiality assessment in 2017.
The results identified four material CR
issue clusters: access to healthcare,
innovation, patient health and safety,
and ethical business practices. Within
these clusters, priority topics were
identified. These topics are at the core
of the four GH&CR focus areas outlined
above, and are covered in the following
sections of this report.

Our organization

v

O

brings together our flagship global health
priorities, our work in noncommunicable
diseases and our social business
commercial operations

NOVARTIS SOCIAL
BUSINESS

v

N

focuses on how data, digital and artificial
intelligence can transform global health

NOVARTIS
FOUNDATION

v

o3

aims to maximize patient reach across
income levels by focusing on affordability
strategies and social business models

SUB-SAHARAN
AFRICAUNIT

v

oo

serves as a center of excellence for
capacity-building, partnerships, digital
solutions and innovation in global health

HEALTHSYSTEM
STRENGTHENING
AND INNOVATION

v
CORPORATE
RESPONSIBILITY
INITIATIVES

encompass employee engagement and
volunteering, as well as measurement and
evaluation efforts, including impact valuation


https://www.novartis.com/sites/www.novartis.com/files/cr-materiality-results-report-2017.pdf
https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/targets-results
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Streamlining our governance

In March, Novartis established an inter-
nal Trust & Reputation Committee as a
sub-committee of the Executive Commit-
tee of Novartis. Chaired by our CEO, it
oversees progress and aims to accel-
erate decision-making in key GH&CR
areas. This was followed in May by the
launch of our new GH&CR organization,
which is now responsible for end-to-
end execution of the company’s global
health priorities, from discovery through
development to implementation. The
new setup will help achieve a stronger
focus on the areas where Novartis can
have the greatest impact.

Novartis Social Business and the
Novartis Foundation were integrated
into the GH&CR organization,and anew
team was created to focus on health
system strengthening and innovation.
Most recently, we announced a new
unit in sub-Saharan Africa, bringing
together the expertise and portfolio
across divisions and business units.

The Governance, Nomination and Cor-
porate Responsibilities Committee
(GNCRC) of the Board of Directors con-
tinues to oversee the company’s strat-
egy and governance on GH&CR topics.
Our approach to patient access in sub-
Saharan Africa and ESG targets were
among the topics discussed by the
GNCRC in 2019 (see page 180 of the
Annual Report 2019).

The Group Head of Global Health &
Corporate Responsibility continues to
report to the CEO of Novartis. The
GH&CR leadership team includes rep-
resentatives from the business divi-
sions and relevant functions.

Engaging with stakeholders

Novartis continues to engage with a
wide range of stakeholders, including
patients and caregivers, associates,
healthcare providers, governmental
organizations, nongovernmental organ-
izations (NGOs), shareholders and
other financial market participants,
local communities, and partners from
the pharmaceutical and other industries.

In March, Novartis Social Business con-
vened its first pan-African stakeholder
dialogue in Kampala, Uganda. The
event brought together more than 160
attendees from 12 African countries
spanning faith-based organizations,

NGOs, government agencies, private
sector firms, patient organizations, the
media and health technology compa-
nies to discuss strategies to achieve
universal health coverage in Africa.

In May, our CEO addressed the annual
Shared Value Leadership Summit in
Boston, Massachusetts, in the US. He
presented the company’s approach to
embracing shared value as a driver of
both business strategy and cultural
transformation.

In September, we held our sixth ESG
investor event, including a physical
event for the first time, in addition to a
webcast. The event was hosted by our
CEO and included our Chief Ethics,
Risk & Compliance Officer, as well as
the Group Head of Global Health &
Corporate Responsibility and the Chief
Operating Officer for Global Health.
Senior management attendance high-
lighted our company’s commitment to
trust and reputation priorities.

Also in September, Novartis and the
Novartis Foundation were headline
sponsors of Intelligent Health’s Al in
Medicine Summit in Basel, Switzerland,
which was attended by 2 000 clinicians,
technologists, business executives and
entrepreneurs. Delegates discussed the
future of artificial intelligence (Al) and its
potential to revolutionize healthcare.

In addition, we conducted three mate-
riality assessment webinars on evaluat-
ing social materiality by measuring out-
comes, capturing intangible risks of
global trends, and focusing on the
United Nations (UN) Sustainable Devel-
opment Goals. Approximately 60 par-
ticipants, including representatives
from industry, NGOs, and access-
related and sustainability groups, as
well as investors, dialed into each webi-
nar, which featured both internal and
external speakers.

Novartis also engages in dialogue with
policymakers and other external stake-
holders. Providing policymakers with
data and insights enables informed
decision-making conducive to improv-
ing patient outcomes. We also work
closely with trade associations and par-
ticipate inindustry initiatives, which cre-
ate opportunities to raise industry
standards and exchange best prac-
tices. A list of our memberships can be
found in the appendix on page 63.

Novartis makes financial contributions
to support political dialogue onissues of
relevance to the company or to certain
government projects (e.g., for capacity
building). Such contributions need to be
fully compliant with applicable reg-
ulations, and we only make political
contributions in countries where such
contributions by corporations are both
legal and generally considered appro-
priate. We publish the amounts of these
contributions on our website and, for the
US and Switzerland, in the Novartis in
Society US and Novartisin Society Swit-
zerland reports, respectively.

Measuring and valuing our total
impact

We work with partners to establish
methodologies to measure the total
impact of our business activities. For
example, we are currently working on
valuing the social return oninvestments
at the intersection of community health
and the local environment. We are also
exploring ways to better assess social
risks in our supply chain beyond those
associated with living wages.

In February, Boston University (BU)
published the midline measurement
and evaluation results on Novartis
Access, our program that offers a port-
folio of medicines for noncommunica-
ble diseases at the price of USD 1 per
treatment, per month, in low- and mid-
dle-income countries. BU evaluated the
program in Kenya, the first country to
receive the program. More details on
the results and how we are adjusting
our business model based on the learn-
ings can be found on page 25.

We are a founding member of the Value
Balancing Alliance, an association devel-
oping a standard model for measuring
anddisclosing the environmental, human,
social and financial value companies pro-
vide to society. We are also a member of
the Impact Valuation Roundtable, an
informal group of more than a dozen
international companies that wish to
develop and operationalize the emerging
field of impact valuation. In December,
we hosted an event on co-creating social
impact, held on the Novartis campus in
Basel. It featured Robert Eccles, from
Said Business School at the University
of Oxford, and was moderated by John
Elkington, from Volans, who chairs our
Impact Valuation Advisory Council.


https://www.novartis.com/sites/www.novartis.com/files/novartis-in-society-us-report-2019.pdf
https://www.novartis.com/sites/www.novartis.com/files/novartis-in-society-us-report-2018.pdf
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=184
https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/transparency-disclosure/public-policy-advocacy
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Indicator Results' Remarks

Financial

GDP contribution USD 102 bn Own operations USD 58 bn, indirect impacts USD 20 bn, induced impacts USD 24 bn
Employment? 1.3 m Own operations 125 000, indirect 360 000, induced 940 000

Economic inefficiencies Not valued in 2018 - no methodology available

Total taxes Not valued globally in 2018

Environmental

Climate, energy and air pollution (USD 4.4 bn) Own operations USD 210 m, indirect USD 1.5 bn, induced USD 2.7 bn

Water and waste (USD 1.0 bn) Own operations USD 32 m, indirect USD 282 m, induced USD 530 m, downstream USD 150 m
Other environmental impacts Land use, biodiversity not valued in 2018

Social

Living wages USD 4.5 bn Own operations USD 600 m, indirect USD 3.9 bn

Employee development USD 375 m Own operations

Occupational safety (USD 3.7 m) Own operations, including third-party personnel

Other human capital impacts Employee well-being, voluntary turnover, human rights beyond living wages not valued in 2018
Products USD 67 bn Large part of the Innovative Medicines portfolio in 117 countries

' Data represent continuing and discontinued operations.
2 Total excludes own operations.

In parallel, we further developed the
Novartis financial, environmental and
social (FES) impact valuation approach.
We now have FES impact data available
for all countries where Novartis oper-
ates. In addition to gaining insights on
the impact they create, several coun-
tries are using impact valuation to
engage with stakeholders and commu-
nicate results through different chan-
nels, including brochures, fact sheets
and stakeholder events.

In 2018, this approach showed that our
activities contributed USD 102 billion to
the global gross domestic product
(GDP), as well as an estimated 1.3 mil-
lion jobs beyond those held by our own
employees. In addition, our human cap-
ital impact - including employee devel-
opment, occupational safety and living
wages - was valued at USD 4.8 billion,
with USD 4.5 billion coming from the
social impact of living wages in our own
operations and the entire supply chain,
and USD 0.3 billion coming from
employee development and occupa-
tional safety. At the same time, we are
taking steps to minimize our negative
environmental impact, as measured by
the carbon, other air emissions, water
and waste impacts of our own opera-
tions and supply chain, which were val-
ued at USD 5.3 billion. We also calcu-
lated the social impact of a large part
of our Innovative Medicines portfolio in
117 countries, amounting to USD 67 bil-
lion in 2018.

Indirectimpacts in Switzerland

In Switzerland (Basel), where we are
headquartered, Novartis offers jobs not
only directly but also indirectly as abuyer
of goods and services from suppliers,
including many small- and medium-sized
enterprises. In 2019, the company
placed orders worth about CHF 2.7 bil-
lion with companies in the 26 Swiss can-
tons. Major areas of procurement
include laboratory equipment, informa-
tion technology products and services,
raw materials, building costs, fixtures
and fittings, and chemical products.
More information on our impactsis avail-
able in the Novartis in Society Switzer-
land report to be published in February
2020.

Contributing to the UN goals

We have a long-term commitment to
support the UN in achieving its devel-
opment goals, starting with the Millen-
nium Development Goals and, since
their adoption in 2015, the Sustainable
Development Goals (SDGs). As a lead-
ing healthcare company, ensuring good
health and well-being (goal 3) is at the
core of our business and is aligned with
our purpose of reimagining medicine to
improve and extend people’s lives.
Through our business operations and
ongoing activities, we make essential
contributions to goal 8 (decent work
and economic growth), goal 9 (innova-
tion and infrastructure), and goal 13 (cli-

mate action). We harness the power of
partnerships (goal 17) to discover and
develop breakthrough treatments and
deliver them to as many people as pos-
sible.In 2019, we made further progress
to help increase our contributions to
goal 5 (gender equality), and our ambi-
tious environmental sustainability strat-
egy and targets align with goal 6 (clean
water and sanitation), goal 7 (affordable
and clean energy), and goal 12 (respon-
sible consumption).

As an original signatory of the UN Global
Compact (UNGC), we are committed to
sharing our progress in implementing
the 10 principles of the compact. This
report serves as our UNGC Communi-
cation on Progress. We published a
Communication on Progress in the first
quarter of 2019, and will do so again in
2020.

A mapping of our activities against the
SDGs and the UNGC principles can be
foundin the GRI Content Index on page
55 of this report.


https://sustainabledevelopment.un.org/
https://sustainabledevelopment.un.org/sdg3
https://sustainabledevelopment.un.org/sdg8
https://sustainabledevelopment.un.org/sdg9
https://sustainabledevelopment.un.org/sdg13
https://sustainabledevelopment.un.org/sdg17
https://sustainabledevelopment.un.org/sdg5
https://sustainabledevelopment.un.org/sdg6
https://sustainabledevelopment.un.org/sdg7
https://sustainabledevelopment.un.org/sdg12
https://www.novartis.com/sites/www.novartis.com/files/novartis-united-nations-global-compact-communication-on-progress-2018.pdf
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Why did Novartis transformits
GH&CR organization?

The new GH&CR organization is now
responsible for end-to-end execution
of our global health priorities, from
discovery through development to
implementation. | believe the new
setup will help achieve a stronger
focus on the areas where Novartis
can have the greatest impact.

Why did Novartis launch a sub-
Saharan Africa unitin2019?

Traditionally, the pharmaceutical
industry has targeted patients and
healthcare systems that could incur
the costs associated with innovation.
Donations took care of the poorest. In
the past two years, through Novartis
Social Business, we tested a new
business approach in certain African
countries to reach patients across the
full income pyramid in a way that was
financially sustainable for our com-
pany. We have seen this approach
works and have decided to scale it
up massively through a dedicated
sub-Saharan Africa unit that will help
broaden patient reach and availability
of our entire portfolio of medicines in
the region. Importantly, moving
forward, we will prioritize driving
access to medicines, in addition to
pure financial metrics.

Expanding access to as many people as possible

Patrice Matchaba, M.D., heads Global Health & Corporate
Responsibility (GH&CR) at Novartis. He is driving the imple-
mentation of the new GH&CR strategy, including embedding
the Novartis Access Principles in the way we operate.

What is Novartis doing to bring
innovative drugs faster to patients
in the developing world?

We are working hard to ensure that
the drugs we launch in Europe and
the US reach developing markets
faster. In the past, on average, it
took around 10 years before a drug
approved in these regions reached
the developing world. We are aiming
to bring this down to 12 months or
less. In some instances, we have
even been able to reduce this time-
frame to five months. We clearly
need to include the developing world
in the innovation cycle.

How can Novartis expand access to
healthcare in areas of market
failures?

One important part of our access
strategy is to focus on so-called areas
of market failure, when economic and
social framework conditions are too
weak for companies to set up sustain-
able business strategies. Two fields in
which Novartis has been working for
years are malaria and leprosy. In the
case of malaria, we are not only
providing access to our therapies, but
we are also actively discovering and
developing new treatments to support
the global effort to eliminate malaria.
Likewise, in leprosy, we are working to
eliminate this disease together with
our partners, including Microsoft,
which will support us with best-in-
class digital technologies. In addition,
we launched two new projects to
tackle sickle cell disease and Chagas
disease, where there has been little
innovation for the past 100 years.

Social inequalities are growing
around the world. How is Novartis
helping to close equality gaps?

Simply put, healthier lives offer more
equal opportunity. Social inequalities
and health inequalities go hand in
hand. Every child who is relieved of
the burden of leprosy, malaria or
sickle cell disease has the chance to
go to school and get an education.
Every successfully treated child
relieves families and communities
from the burden that disproportion-
ately hits underprivileged populations.

How does impact valuation
contribute to value creation?

The central question we need to ask
ourselves is which metrics can best
valuate what matters to all stakehold-
ers beyond shareholders - from
customers to vendors through to
employees and society. The scope
for impact valuation is broad, so we
need a standardized approach that
will enable us to compare results.
With this in mind, Novartis became

a founding member of the Value
Balancing Alliance in 2019. For any
company that cares about long-term
value creation, it is meaningful to be
part of this journey.
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Photo Matteo Almeida, 4,
with his mother, Nicole. Matteo
was born with spinal muscular
atrophy, arare genetic disease
that leads to progressive
muscle weakness.

STRATEGIC AREAS

Holding ourselves to the
highest ethical standards

Why is itimportant?
v
Research consistently shows that public trust in the pharmaceutical industry remains
low. As society's expectations continue to grow, building trust with patients, physicians
and other stakeholders is critical to delivering on our purpose, as well as long-term
financial performance. Addressing allegations with respect to legacy conduct related
to business practices and relationships to healthcare professionals is animportant part
of this journey. At the same time, Novartis engages with an extensive network of
suppliers worldwide. It is of paramount importance that our goods and services are
ethically sourced, and that we help ensure that companies we do business with also
meet the standards for ethics and business integrity that are expected.

In this section

Read about our journey to strengthen ethics, risk, compliance and assurance at Novartis:

v v v v
Risk management Humanrights SpeakUp Code of Ethics
Completed the global rollout of Introduced a five-year human Transformed our SpeakUp Office Announced the co-creation by
the Third-Party Risk Management  rights strategy while integratingthe  to decentralize the way we associates of a Code of Ethics
program and introduced the function with Third-Party Risk manage whistleblowing and tobe launchedin 2020
Novartis Risk Compass, providing ~ Management enable further focus on higher-

o ) i — p.18
aholistic view of risk across the 016 risk cases
company S p7

— p.15
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Klaus Moosmayer Chief Ethics, Risk & Compliance Officer

v

\When it comes to ethics in society, we win together or we lose together. \Whether
we are a private company, the public sector or an NGO, we all are society and have
to overcome silo thinking and work together for the same goals. If we talk and listen
to each other, understand and respect each other's perspective, and form integrity
alliances, we can make a difference in the fight against unethical behavior - for the
benefit of all of us and especially the ones who need it most, our patients.

P3 PRINCIPLES

Novartis has adopted a single set of ethical
principles that should be applied in daily
decision-making by all Novartis associates

Put patients

first

Research
for theright
reason

Engage
appropriately

Fund
responsibly

Actwith
clearintent

Our approach and performance

We aspire to be a trusted leader in
changing the practice of medicine. We
are committed to meeting the highest
ethical standards in what we do, and we
are taking steps to earn and maintain
the trust of patients, associates, part-
ners, shareholders and society. As part
of the company’s cultural transforma-
tion, we continue to strengthen the tone
from leaders, support constructive prin-
ciples-based discussions, and guide the
decision-making of our associates. Our
aim is to prevent issues from occurring,
drive personal accountability for behav-
iors, and generate learnings that can be
applied across the organization. In addi-
tion, we maintain a strong commitment
to upholding human rights and manag-
ing risk in our supply chain. We began
this journey some years ago, and we
continue to make progress.

We believe that our efforts, detailed in
the following section of this report, con-
tinue to show positive results. In 2016,
we adjusted the ratio of fixed to varia-
ble total compensation for our sales
force to help ensure that the target var-
iable component is a maximum of 35%
of total compensation, on average
across all countries. In addition, 20% of
target variable pay for the sales force
is based on demonstration of our Val-
ues and Behaviors. These standards
have now been implemented across
countries and divisions.

Although even the best system may not
be able to entirely prevent individual
misconduct, we have seen an 11%
reduction, across divisions, in the num-
ber of reported complaints of fraud
(fraud/asset misappropriation; expense
fraud; books and records, accounting
irregularities) and improper profes-
sional practices in the sales force in
2019 compared to 2018. We will con-
tinue to rigorously investigate all plau-
sible complaints, take appropriate

action if they are substantiated, and be
transparent in our disclosures.

Our efforts are also recognized exter-
nally. Our Chief Ethics, Risk & Compli-
ance Officer continues to chair the Anti-
Corruption Committee of the Business
and Industry Advisory Committee to the
Organization for Economic Co-opera-
tion and Development (OECD), and was
nominatedin 2019 as co-chair of the B20
Integrity & Compliance Task Force.

Strengthening our governance

In 2018, we combined our risk manage-
ment and compliance functions into a
single organization called Ethics, Risk &
Compliance (ERC) to help enable more
effective risk management and mitiga-
tion efforts. We continue to increase the
number of country and monitoring visits
as part of our risk and compliance man-
agement efforts, reaching about 250 in
2019 compared to 220 in 2018.

In addition, we continued strengthening
the function by integrating human rights
and Third-Party Risk Management
(TPRM). With this move, the collabora-
tion between the TPRM team and the
ERC function helps provide greater
transparency around one of our key
risks: third parties. The ERC function is
responsible for the governance of the
TPRM program, while Novartis Busi-
ness Services has operational respon-
sibility. Because of the elevated human
rights risks when dealing with third par-
ties, we merged our human rights and
TPRM program into one function named
Human Rights & Third-Party Risk Man-
agement. This will help ensure more
effective human rights due diligence in
our supply chain and ingrain human
rights further into our core business
practices and strategies across our
markets. Our human rights manage-
ment team now includes a Head of
Human Rights and a Manager of Exter-
nal Assessments and Engagement.
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We also created a new function for risk
and resilience that brings together the
former Risk Office, Risk Assessment
and Monitoring, Business Continuity
Management and Novartis Emergency
Management, in order to establish a
comprehensive and integrated risk
management framework that is coordi-
nated among risk functions and busi-
ness units. The Risk Committee of the
Board of Directors is responsible for
overseeing the risk management sys-
tem and processes (see page 182 of the
Annual Report 2019).

In January 2019, we created Novartis
Business Assurance & Advisory (NBAA).
This independent corporate function
brings together Global Security, the
SpeakUp Office and Internal Audit, ena-
bling us to leverage our resources and
data, providing insights and protection,
and acting as cultural change agents.
NBAA offers insight, assurance and
advice to the business, senior manage-
ment and the Board of Directors.

By sharing insights from speak-up
cases, audits and advisory engage-
ments more broadly across the com-
pany, NBAA plays a key role in helping
Novartis identify both best practices
and important lessons learned that can
be applied to every market in which we
operate. Additionally, with continued
learning and certification activities, we
are further developing the professional
standards of our teams. We plan to
expand these efforts in 2020.

The Novartis Risk Compass

v
STRATEGICRISKS

Risks that are most consequential to the
company's ability to execute its strategy or
achieve its business objectives

OPERATIONAL RISKS

Risks resulting frominadequate or failed
internal processes and/or systems, employee
errors or external events

A

Improving risk management

The Risk & Resilience team introduced
an innovative, integrated enterprise risk
management (ERM) approach. The pro-
cess is a series of coordinated activities
designed to detect and control risks. It
is based on risk discussions conducted
by the leadership teams of business
units at the global level in alignment with
their own strategic planning processes,
and in close collaboration with all risk
functions within units and countries.

In 2019, we held a focused cross-divi-
sional risk workshop linked to the stra-
tegicplanningprocess.We alsolaunched
risk workshop pilots with our local busi-
nesses and the relevant risk functionsin
10 countries across Africa, Asia, Europe
and the Americas. Ultimately, business
leaders and function representatives
came together to discuss and consoli-
date the Novartis business risk portfo-
lios; insights and advice from NBAA,
including Internal Audit; and insights
from the external business environment.

This process resulted in a single holistic
view of risks across the company, known
as the Novartis Risk Compass, which
summarizes the key risks across four
important dimensions: strategic, opera-
tional, emerging and awareness risks.
The compass will help enable senior
management and the Novartis Board of
Directors to focus discussions on key
strategicrisks and more closely align the
company strategy, our risk exposure and
our ways of working.
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Managing risk in our supply chain

One of our key risk areas is within our
supply chain and our interactions with
third parties. Our approach has evolved
over time, and a few years ago, we iden-
tified the need for an integrated model,
applicable across Novartis divisions
and geographies. This realization led to
the launch of the TPRM programin 2016.

TPRM assesses whether companies
we do business with meet the stand-
ards for ethics, business integrity and
environmental sustainability that we
expect. It uses one end-to-end assess-
ment process, one technology solution
and a centralized operating model to
deliver consistency and rigor, embed
compliance andincrease transparency.
It covers seven risk areas: anti-bribery;
animal welfare; health, safety and envi-
ronment (HSE); labor rights; information
security; data privacy; and quality for
good manufacturing practices.

TPRM was introduced in the first coun-
try, Mexico, in late 2018. A key learning
for the subsequent global rollout was
the importance of local language mate-
rials and support. Since launch, we have
conducted more than 100 training ses-
sions for our people in the US, Latin
America and Canada. In April 2019, the
program went live in those regions, fol-
lowed by 32 countries in Asia-Pacific,
the Middle East and Africa. In July, we
implemented the final wave in Europe,
including Turkey and Russia. The com-
pletion of the global program rollout

v
EMERGING RISKS

|dentified risks with the potential to
become operational or strategic risks.
Require close monitoring

AWARENESS TOPICS

Trending topics that are not yet accounted for
by Novartis risk management but that have
the potential to become new risks

A
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Supply chain performance indicators™?2

2019 2018 2017
Suppliers posing an elevated risk under responsible procurement (RP)/Third-Party Risk Management (TPRM) 3 734 347 436
Suppliers with active follow-up 34 122 89 265
Suppliers audited 3 135 48 49

' Data represent continuing operations.

2 Data reflect responsible procurement (RP) and Third-Party Risk Management (TPRM)
programs from January to July 2019, and the TPRM program only from August to December
2019. As of August 2019, after completion of the global TPRM program rollout, the RP

program was officially retired.

marked the official retirement of our for-
mer responsible procurement (RP) pro-
gram, as of August 2019.

Under this new operating model, we
believe we will be able to continuously
scan for new risks, proactively take cor-
rective measures where needed, and
deliver continuous improvement in our
supply chain. We expect to incorporate
our entire supplier base into the program
in the next three years. In addition, by
integrating human rights into our daily
procurement activities, we will be in a
better position to assess human rights
risks and the impact of breaches where
third parties operate. We believe this will
enable us to improve human rights man-
agement in the supply chain overall.

In parallel, we already kicked off the next
level of improvement for TPRM. We are
working to further strengthen compli-
ance and facilitate integration with busi-
ness operations. In particular, we held
workshops to analyze the new system
and identify opportunities to shorten
turnaround time, and improve risk tar-
geting andrisk triggering to further opti-
mize supplier prioritization. Based on
these recommendations, we aim to
expand the program’s scope in 2020 to
include distributors and wholesalers, as
well as additional new risk areas cover-
ing third-party business continuity man-
agement and financial risk.

In 2019, through the TPRM rollout, we
expanded the scope and enhanced the
assessment of certain risk areas, such
as labor rights and environment. As a
result, we were better able to identify
risk in our supply chain: 734 suppliers
were identified as posing an elevated
risk, compared to 347 in 2018. Of these,
122 have active follow-up actions,
including more information requested,
audits or on-site assessments. Addi-
tionally, 135 high-level audits of suppli-

2 Includes new suppliers and new products, services or sites from existing suppliers. Figures

5 High-level audits

ers were conducted in 2019; these rep-
resented 100% of those identified as
requiring follow-up actions, as well as
some additional audits related to animal
welfare. These data reflect both the RP
and TPRM programs from January to
July 2019, and the TPRM program only
from August to December 2019.

The Novartis Third-Party Code (for-
merly the Supplier Code) sets out our
expectations for our third parties. It is
aligned with the Novartis Code of
Conduct andis based on the UN Global
Compact, the UN Guiding Principles
on Business and Human Rights, and
other international standards and
accepted good practices, such as
those of the International Labor Organ-
ization. Novartis is also amember of the
Pharmaceutical Supply Chain Initiative
(PSCI) and supports its principles for
responsible supply chain management
for ethics, labor, health and safety, envi-
ronment and related management sys-
tems. Since 2018, we have played a
leading role on the board, and we
chaired the PSCI in 2019.

Further integrating humanrights
into our business

We are implementing a five-year human
rights strategy, which is based on the
following elements:

« Ongoing due diligence by
integrating human rights into
existing processes, or creating
customized risk and impact
management processes

- Site-level impact assessments in
high-risk markets

» Promotion of rights relevant to
Novartis business objectives and
leadership ambitions (aligned with
our corporate responsibility
materiality priorities)

include data on labor rights; health, safety and environment; and animal welfare.
4 Follow-up includes more information requested, audits or on-site assessments.

« Development of business and
human rights training at Group-wide
and function-specific levels

» Ongoing stakeholder engagement
for the continuous improvement of
human rights strategy development
and implementation

We have already taken concrete steps
to address the risk areas identified in
our 2017 and 2018 humanrights assess-
ments. Overall, we have expanded our
focus on humanrights risks and impacts
in our supply chain and in the commu-
nities where we work. In some of the
markets piloted in 2017 and 2018, we
found a need to address risks associ-
ated with our outsourced workforce,
which again demonstrates the impor-
tance of combining our human rights
efforts with Third-Party Risk Manage-
ment.

Similarly, we found in our 2018 human
rights assessment that more regular
and broader consultation with external
stakeholders was needed at the local
level (from patient groups, local com-
munities and health authorities to
supply chain partners). Therefore, in
2019, we redesigned our human rights
assessment program to include direct
engagement with suppliers, communi-
ties and civil society actors. Forinstance,
our assessments in India, Singapore,
Brazil and China included supplier site
visits as well as interviews with commu-
nities surrounding our or our suppliers’
operations, and relevant nongovernmen-
tal organizations.

Our 2018 assessment also revealed
the need to help put formal grievance
mechanisms and processes in place for
communities living close to our manu-
facturing operations. With this in mind,
we started a gap analysis of our Group-
wide grievance system against the
effectiveness criteria of the UN Guiding


https://pscinitiative.org/home
https://www.unglobalcompact.org/
https://www.ohchr.org/Documents/Publications/GuidingPrinciplesBusinessHR_EN.pdf
https://www.ohchr.org/Documents/Publications/GuidingPrinciplesBusinessHR_EN.pdf
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Principles on Business and Human
Rights. In particular, we are working
with our SpeakUp Office to develop a
mechanism for communities surround-
ing our operations and those of our sup-
pliers to raise concerns about risks or
impacts linked to our or our suppliers’
operations.

To demonstrate our commitment to
addressing broader issues that affect
people’s rights and livelihoods, we con-
tinue to take steps to prevent modern
slavery - as defined in the UK and Aus-
traliamodern slavery acts - in our oper-
ations and supply chains. We publish a
statement explaining how we address
modern slavery risks or impacts each
year on our website, and have devel-
oped an e-learning module on modern
slavery that will be released globally in
2020.

As we expand our resources and
strengthen our efforts to protect human
rights, we plan to conduct broader and
more frequent consultations with
patient groups, local communities,
health authorities and supply chain
partners throughout our operations.
This will help us benchmark our efforts,
measure our progress, and fulfill our
ambition to become a leader in the
healthcare sector for respecting and
protecting the rights of people affected
by our or our suppliers’ operations.

Providing independent insights and
advice onrisks and opportunities

The Internal Audit teamis an independ-
ent sounding board that provides assur-
ance and advice to the business, senior

management, and the Audit and Com-
pliance Committee of the Novartis
Board of Directors on risks and oppor-
tunities related to key initiatives and
activities. The team helps Novartis
reach its objectives through audits and
advisory engagements that focus on
strengthening governance, risk man-
agement, processes and our culture.

In 2019, audit scopes were broadened
tolook at processes and activities from
an end-to-end perspective rather than
to focus on individual themes, espe-
cially in audits of commercial units but
also across research and development
(R&D) and other functions. All engage-
ments were linked to the strategic
objectives of the respective units to
focus on what matters and support the
organization in achieving its objectives.

In 2019, the Internal Audit team com-
pleted 44 audits, 20 advisory engage-
ments and 14 site visits. Complement-
ing our assurance provision with
advisory engagements enables us to
bring our expertise around governance,
risk management and processes to new
areas and help units increase their
chances of success. While also provid-
ing assurance on the activities under
review, advisories are used to support
units developing new approaches or
deal with known challenges by strength-
ening their processes to manage poten-
tial risks. Advisories in 2019 included
reviews in the following areas: newly
acquired entities, Novartis Social Busi-
ness, Group Patient Advocacy and
Launch Excellence. In addition, we con-
ducted an audit of the Innovative Medi-
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cines Division on the implementation of
the Novartis Access Principles (see
page 21 of this report).

Encouraging a speak-up culture

Our SpeakUp Office (formerly the
Business Practices Office) underwent
atransformationin 2019. The new name
was chosen to better reflect the pur-
pose of the program and the culture
change at Novartis. It provides a safe
place for everyone to raise concerns
about potential misconduct. Com-
plaints can be made directly to the
SpeakUp Office through an externally
hosted web-based platform, which
offers the possibility to report anony-
mously. Complaints can also be raised
through local channels, such as the
ERC, People & Organization (P&0O), and
legal functions or senior management.

A revised process decentralizes the
way we manage whistleblowing, ena-
bling the SpeakUp Office to concen-
trate on central matters (higher-risk
cases), and empowering local organiza-
tions to efficiently manage local matters
(lower-risk cases). A central matter
applies to a senior leader or manager,
potentially disruptive reputational
impact, sexual harassment, discrimina-
tion, retaliation and financial signifi-
cance. The aimis to reduce bureaucracy
inlocal investigations and resolution pro-
cesses, leading to faster handling of
cases. A new web-based case manage-
ment system was launched, giving more
than 600 associates from the ERC and
P&O functions the ability to enter, man-
age and track local speak-up cases on
their own.

Our SpeakUp process

REPORT ) REVIEW ) INVESTIGATE p DECISION ) UPDATE p ACTION p CLOSE
Report concern Concern Local or global Business Employee will If required, SpeakUp
using one of the reviewed to function decides on be updated actions case closed
SpeakUp decide investigates appropriate onthe case willbe putinto

platforms* next steps action practice

* Externally hosted web-based platform (web form or hotline) or

via local channels, such as the ERC, People & Organization, and

legal functions or senior management



https://www.ohchr.org/Documents/Publications/GuidingPrinciplesBusinessHR_EN.pdf
https://www.novartis.com/sites/www.novartis.com/files/modern-slavery-act-statement.pdf
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Ethical business practices performance indicators'

2019 2018 2017
Novartis associates trained and certified on the Code of Conduct(%)? 98 98 98
Misconduct cases (central matters) reported/allegations substantiated 4 205/113 289 / 356 525 /519
SpeakUp Office allegations per category (% of all central matters)®
Fraud/asset misappropriation 12 57 32
Expense fraud 9 1 10
Books and records, accounting irregularities 1 2
Improper professional practices 29 58 42
Gifts, bribery, kickbacks 4 6 10
Discrimination and sexual harassment 16 1 1
Retaliation 13 6 4
Other employee relation issues 38 21 23
Conflict of interest 20 13 1
IT security breach 8 5 6
Quality assurance/data integrity 13 8 12
Data privacy 4 1
Antitrust, fair competition o 1 0
Other 22 13 18
Dismissals and resignations related to misconduct (central matters) 3 © 45 124 192

' Data represent continuing operations.

2 Active Novartis associates with email addresses, trained via e-learning or via One Deck for
Novartis Technical Operations

3 Decrease in number of misconduct cases reported is due to change in methodology: As of
January 1, 2019, we only report on central matters (higher-risk cases). A central matter
applies to a senior leader or manager, potentially disruptive reputational impact, sexual
harassment, discrimination, retaliation and financial significance.

4 The number of misconduct cases reported may change as matters may be reassessed in

5 One case can fall under several categories, so the total is greater than 100% and category
figures total more than the stated number of cases. Investigation reports are received on an
ongoing basis, which potentially leads to a reassessment of the allegation category and
related figures.

¢ The number of dismissals and resignations related to misconduct may change due to the
fact that investigation reports are received and then reviewed for remedial actions on an
ongoing basis, which potentially leads to a difference in numbers at a later stage.

the course of the case lifecycle. The number of substantiated allegations may change due
to the fact that investigation reports with assessments are received on an ongoing basis,
which potentially leads to a difference in numbers at a later stage. A case can have more
than one allegation and therefore the number of allegations is higher than the actual number

of cases.

The revised process, which includes a
SpeakUp mobile app available to all
Novartis associates, will drive faster res-
olution by enabling leadership to respond
to day-to-day concerns at the local level.
Cases determined to be of higherrisk are
referred to the SpeakUp Office for fur-
ther investigation at Group level. These
changes aim to continue to drive fair,
timely and thorough investigations of
both local and higher-risk cases to pro-
tect Novartis associates, patients, cus-
tomers, assets, brands and reputation.

In 2019, 2 309 complaints of alleged
misconduct, with a total of 2 820 allega-
tions, were made. 26% were self-identi-
fied (monitoring) and 74% came from
SpeakUp. These fallunder 14 categories:

» Fraud/asset misappropriation

» Expense fraud

» Books and records, accounting
irregularities

 Improper professional practices

« Gifts, bribery, kickbacks

» Discrimination and sexual
harassment

 Retaliation

« Other employee relations issue
« Conflict of interest

» IT security breach

- Quality assurance/data integrity
» Data privacy

 Antitrust, fair competition

« Other

Overall, the investigated central matter
allegations resulted in 45 dismissals
(for serious matters) or resignations,
and in 51 written warnings. Other reme-
dial actions such as training, coaching
and implementing new controls are also
widely used when deemed appropriate.

Creating a Code of Ethics

To further reinforce principles-based
thinking and ethical decision-makingin
our organization and interactions with
external stakeholders, we are develop-
ing a Novartis Code of Ethics. Itis being
co-created by Novartis associates and
is planned for launch in 2020. More
than 2 500 associates shared ideas
and insights during early-stage crowd-
sourcing. A further 1500 participated

in EthicsLive, aglobal engagement event
toencourage open conversations around
ethical dilemmas at Novartis. Most
recently, more than 500 associates vol-
unteered to be part of the Voice of the
Associate network that will create the
code.

Addressing the Zolgensma data
integrity issue

Novartis recognizes society’s increas-
ing expectations of our industry and our
company. We are constantly learning
and remain committed to not only meet-
ing but exceeding these expectations
as we endeavor to increase our positive
impact everywhere we work. It is with
this mindset that we approached the
situation when, in August, the US Food
and Drug Administration (FDA) released
a statement addressing data integrity
issues with the regulatory submission
for Zolgensma, our gene therapy for spi-
nal muscular atrophy. The statement fol-
lowed the voluntary disclosure by AveXis,
a Novartis company, to the FDA and to
other health authorities that some data
previously submitted to the agency as
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part of our submission were inaccurate.
The assays in question were used for ini-
tial product testing and are not currently
used for commercial product release.

We immediately initiated an investiga-
tion to understand any implications and
address the situation. At no time during
the investigation did the findings indi-
cate issues with product safety, efficacy
or quality. As noted by the FDA, the data
in question were a small portion of our
overall submission and limited to an
older process no longer in use.

We have a firm commitment to data
integrity and transparency in our engage-
ments with regulators, and we are confi-
dent that the actions we are taking will
prevent dataintegrity issues from occur-
ring in the future. We swiftly proceeded
to implement leadership changes in the
AveXis research and development
organization, while also taking steps to
integrate the AveXis quality organization
more formally in the Novartis quality
organization. Going forward, and taking
the important learnings from this experi-
ence, we have voluntarily committed to
notify the FDA within five business days
of receipt by our quality organization of
any credible allegation related to data
integrity issues impacting any pending
application in the Novartis Group. We
will take a similar approach with other
regulatory bodies in the absence of
specific local regulations.

Working to address legacy issues
We are continuing our work to address
certain legacy matters arising from past
conduct. We are committed to cooper-
ating with health authorities and
relevant stakeholders in any ongoing
investigations and, where appropriate,
finding resolutions that will allow us to
focus our efforts on reimagining medi-
cine to improve and extend people’s
lives. Should wrongdoing be found, we
will take fast and decisive action, and
do everything possible to prevent its
recurrence.

In Greece, Novartis is the subject of
investigations both locally andin the US
related to allegations going back to
2006 concerning potentially inappro-
priate economic benefits to govern-
ment officials and healthcare profes-
sionals. While these matters remain
ongoing, itisimportant to note that with

respect to the allegations frequently
repeated in the Greek media, Novartis
has to date been unable to identify inap-
propriate payments made to govern-
ment officials.

Novartisis also working to resolve a civil
suit pendingin the US District Court for
the Southern District of New York chal-
lenging speaker programs and other
promotional events conducted from
2002 through 2011 by Novartis Pharma-
ceuticals Corporation (NPC), a US sub-
sidiary of Novartis AG. The company pro-
visioned USD 700 million in the second
quarter of 2019 for a potential settle-
ment, and discussions remain ongoing.

Finally, Novartis continues to investi-
gate allegations made against Sandoz,
Fougera and other generic pharmaceu-
tical companies in the context of fed-
eral and state government antitrust
investigations and civil antitrust law-
suits in the US concerning the pricing
of generic drugs going back at least to
2011. Novartis is cooperating with these
investigations, which it believes to be
part of a broader inquiry into industry
practice. While prices of pharmaceuti-
cals are subject to abroad range of fac-
tors, market data show that average
prices in the generics industry have
been going down year after year. The
company takes its obligations under the
antitrust laws seriously and is commit-
ted to conducting business with cus-
tomers and the government with integ-
rity. Our Fair Competition Policy applies
to all Novartis associates, who are
responsible for attending relevant train-
ing sessions and adhering to the prin-
ciples andrules set out in the policy. Our
last global e-training was held in 2018
with a 95% completion rate. Breaches
of competition law are not tolerated and
canlead to disciplinary and other actions,
including termination of employment.

Commitment to transparency and
disclosure

Formany years, transparent reporting and
disclosure has been a central part of our
commitment to doing business responsi-
bly. As the transparency landscape rapidly
evolves, Novartis is keeping pace with
developments and is committed to meet-
ing new transparency requirements. We
publish the Novartis in Society report and
the Novartis in Society US report annually,
and introduced the Novartis in Society
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Switzerland reportin 2019. We aim to have
more of our affiliates produce localized
reports over the coming years.

We disclose payments and other trans-
fers of value made to healthcare pro-
fessionals and organizations in Europe,
in line with the European Federation of
Pharmaceutical Industries and Associ-
ations (EFPIA) Disclosure Code. We
also encourage healthcare profession-
als to consent to individual disclosure
as part of their commitment to medical
integrity. Additionally, we disclose
spend within the scope of transparency
codes in Australia, Brazil, Canada (vol-
untary disclosure), Israel, Japan, Saudi
Arabia and the US. In Indonesia, spend
is reported to the Ministry of Health, and
in South Korea, spend is gathered and
shared with the Ministry of Health upon
request. These approximately 40 local
reports are available on our website. We
have prepared to report in line with
requirements in Bosnia-Herzegovina,
Colombia and North Macedonia, and
are continuously working to prepare for
disclosure of our spend as regulations
and the industry evolve.

Novartis also discloses monetary and
non-monetary support to patient
organizations around the globe by
June 30 every year, in compliance with
the Code of Practice on Relationships
between the Pharmaceutical Industry
and Patient Organizations set by the
EFPIA. These payments are also avail-
able on our website.

We fully support the publication of clin-
ical study results. Our policy is to not
withhold, veto or suppress data. We
make every effort to comply with
national and international standards for
disclosure of clinical trial information,
and we are committed to the timely dis-
closure of the design and results of all
interventional clinical studies for inno-
vative treatments in patients. Results
are made publicly available, regardless
of their outcome. In a recent BMJ pub-
lication, based upon an analysis of novel
drugs approved in 2015, Novartis
achieved an overall score of 99 out of
100 for clinical trial transparency.


https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/transparency-disclosure/patient-group-funding
https://www.bmj.com/content/bmj/366/bmj.l4217.full.pdf

Photo Kwaku Ohene-Frempong
(left), a physician, speaks with a
mother at Kumasi General
Hospital in Ghana. Dr. Ohene-
Frempongis head of the Sickle
Cell Foundation of Ghana.

STRATEGIC AREAS

Being part of the solution
on pricing and access

Why is itimportant?

v

Our medicines reach nearly 800 million people worldwide each year, and yet the need s far
greater. The World Health Organization (WHO) estimates that 2 billion people lack access to
quality medicine and healthcare. And the problem extends beyond developing countries.
Affordability is a key challenge, with around 100 million people impoverished by medical expenses
each year. About 28% of Americans under age 65 have no health insurance, and nearly 1in 10
forego care or medicine because of cost. We can and must do more to make our medical
innovations available to as many people as possible. We must challenge ourselves to go beyond
global pricing strategies that are sometimes limited in impact due to local taxes, markups and
distribution costs, and drive innovative financing solutions and distribution mechanisms for our
portfolio of therapies, including emerging medical breakthroughs, such as cell and gene therapies.

In this section
Read about our approach to pricing and access, and our progress inimplementing the Novartis Access Principles:

v v v A 4

Innovative brands Socialbusiness Sub-Saharan Africa Healthcare workers
Introduced outcome-based Reached more than 15 million Announced a new strategy to Co-led anindustry effort to
agreements for Kymriah, a patients with medicines,and more  reach more patients in sub- expand the training of frontline
managed access program for than 10 million people with health Saharan Africa with our portfolioof  health workers in developing
Zolgensma,and morethan10new  educationin 2019 medicines countries

local brands for our innovative
therapies

— p.23

— p.25 — p.26 — p.29
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Patrice Matchaba Group Head, Global Health & Corporate Responsibility
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v

Access to healthcare has for along time been defined by donations. But as | know
from my own experience both growing up in Africa and as a practicing physician,
this can often lead to dependence, and worse, to corruption. If we really want to
change something, we need to include the developing world in the innovation cycle.
Thisis what will open new possibilities.

NoO. 2

Inthe 2018 Access to
Medicine Index, up from
third positionin 2016

NOVARTIS ACCESS PRINCIPLES

R&D

We systematically assess our product
portfolio against the unmet needs of
underserved populations and integrate
these needs, as appropriate, into our drug
discovery and development strategy

Affordability

We work to make our medicines available
by considering both effective affordability
strategies and innovative solutions to
disease management

System strengthening

We seek opportunities to lower local barriers
to healthcare delivery, working in collaboration
with governments and other partners to
support quality patient care in areas where
we can have the greatest impact

Our approach and performance

As a global medicines company, we
embrace our responsibility to society to
help ensure our innovative treatments
benefit more people who need them, no
matter where they live. This is an impor-
tant measure of our success, and we
strive to create long-term value for health-
care systems, society and our company.

Novartis has a long legacy in delivering
novel access-to-medicine programs.
Our approach has evolved over several
decades and has helped us understand
the intricacies of health systems. In
2017, we made a fundamental shift in
the way we do business and embarked
on a journey to reimagine access to
medicine. We established the Novartis
Access Principles to systematically
integrate access strategies into how we
research, develop and deliver our new
medicines globally. The Access to Med-
icine Foundationrecognized our efforts
in this area by ranking us second in the
2018 Access to Medicine Index, up from
third in 2016.

In 2019, we conducted an audit of the
Innovative Medicines Division on the
implementation of the Access Principles.
It showed good progress in addressing
the affordability of innovative medicines
and funding challenges in emerging
markets. Better alignment of the cur-
rently fragmented activities aimed at
strengthening healthcare systems in
the countries was identified as an
improvement opportunity to further
increase patient reach.

To help ensure we are thinking holisti-
cally about access opportunities, we
have introduced specific requirements
in our drug development processes to
challenge our teams to explore how we
can increase health impact in low- and
middle-income countries (LMICs) in
terms of affordability, health system
strengthening, and adaptive research
and development (R&D). The Research
& Development Committee of Novartis

reviews all drug development submis-
sions and holds our clinical research
teams accountable for exploring these
access opportunities.

This accountability rises to the highest
ranks in our organization. Members of
the Executive Committee of Novartis
(ECN) and other senior leaders have
access indicators in their annual objec-
tives to keep our company focused on
increasing our positive social impact.

In 2019, we introduced a set of targets
to track our progress against the
Novartis Access Principles in reaching
patientsin LMICs. For example, in 2020,
we aim to increase the number of
patients reached with our innovative
medicines in LMICs by 20% versus 2019.

This journey will take time, and it will
not be easy. We continue to challenge
ourselves to try new approaches, and
we remain committed to measuring our
progress and sharing our successes
and our learnings.

Developing medicines that address
unmet needs

As we research and develop new drugs,
we systematically assess our product
portfolio against the unmet needs of
underserved populations and integrate
these needs, wherever possible, into
our drug discovery and development
strategies. We aim to evaluate and exe-
cute adaptive development initiatives
that deliver incremental benefits to
vulnerable patient populations, consid-
ering three main areas:

» Development of new formulations

» Expansion of the clinical use of
existing medicines into new
indications and populations
(e.g., pediatric populations)

» Research to better understand
issues of relevance for adaptive
development (e.g., genetic
polymorphisms)


https://www.novartis.com/our-company/corporate-responsibility/expanding-access-healthcare/access-principles
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We are progressing the development of
a child-friendly formulation of hydroxy-
urea for the indication of sickle cell dis-
ease. Additionally, we have identified
two sites in Ghana and two in Kenya to
participate in clinical trials for SEG101
(crizanlizumab), a monoclonal antibody
recently approved by the US Food and
Drug Administration (FDA) as Adakveo
to help prevent the painful and poten-
tially life-threatening complications of
the disease.

We are initiating a clinical study in Latin
America to evaluate the safety and effi-
cacy of Entresto (sacubitril/valsar-
tan) to treat heart failure in people with
chronic Chagas cardiomyopathy, which
causes the majority of deaths and disa-
bility from the disease. This morbidity and
mortality study will assess Entresto as a
potential therapy for Chagas-related car-
diac disease, an unmet medical need.

Together with Medicines for Malaria
Venture (MMV), we are developing a
new formulation of our antimalarial
treatment Coartem (arthemeter/lume-
fantrine) to address the needs of infants
weighing less than 5 kilograms, one of
the most vulnerable groups affected by
malaria. The clinical trial is scheduled
to start in 2020.

In Pakistan, we received approval in
August for a new indication for Myfortic,
an immunosuppressive medication. It
was approved for the treatment of lupus

NOVARTIS ACCESS
FRAMEWORK

Our access framework can be
adapted to the needs of people
across income segments

nephritis, an immune system disorder
that can cause kidney failure. We are in
the process of exploring registration of
this indication in additional countries,
including Argentina, Bangladesh and
India.

In August, we submitted a study proto-
col to the Zimbabwean government to
understand the impact of Africa-spe-
cific CYP2D6 polymorphism, a key
enzyme to metabolize neuroleptics and
other psychoactive drugs, on drug dis-
position. We aim to enroll the first
patient in the clinic in early 2020.
Genetic diversity is greater in Africa
than in other continents, and African
populations are heterogeneous with
respect to these polymorphisms. This
study would therefore help evaluate
how certain medicines behave given
genetic variations among African pop-
ulations, and provide valuable insight
into potential new applications for our
medicines to address regional health
challenges. As this is a poorly under-
stood area of clinical research, it would
also contribute to increasing the
broader health community’s knowledge
of genetic polymorphisms, opening the
door to potentially new discoveries that
could help address unmet medical
needs in underserved populations in
sub-Saharan Africa.

In addition, we signed a five-year colla-
boration between Novartis and Glaxo-
SmithKline (GSK) to fund research into

Income segments
Highincome A
Upper-middleincome

genetic diversity in different African
regions, and its potential effect on ther-
apeutics. The project, called GRADI-
ENT (Genomic Research Approach for
Diversity and Optimizing Therapeutics),
aims to prioritize research to collect
data from currently under-represented
regions. The primary focus will be to
evaluate the potential implications that
genetic diversity may have on the dos-
ing and efficacy of drugs used to treat
malaria and tuberculosis in Africa.

Developing effective affordability
strategies

Novartis is committed to making our
medicines available to the patients who
need them, and pricing our new medi-
cines responsibly based on the value
they deliver to patients, healthcare sys-
tems and society.

We believe it is important to accelerate
society’s shift to value-based health-
care. We think medicines should be
priced and paid for based on four key
outcomes that they can deliver: clini-
cal benefit, additional patient benefit
(e.g., in terms of quality of life), and the
benefits they offer to the healthcare
system and society as a whole. We
believe this approach could help focus all
stakeholders on delivering the best pos-
sible outcomes while also helping sys-
tems become efficient and sustainable.

Novartis was among the first pharma-
ceutical companies to enter into value-

Novartis access approaches
Original brands, generics

Value-based pricing, patient
assistance programs, tenders

Middle income

Lowincome

Poor -

Equitable commercial models
Localbrands

Generics

Social business models
Patient assistance programs
Zero-profitmodels

Strategic philanthropy
Tenders

Donations, strategic
philanthropy, tenders
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Measuring the value of our medicines

In 2019, we developed a new modeling tool, the Novartis Health Footprint, to cap-
ture the impact of some of our medicines on patient-relevant outcomes. We intend
to share this information with insurance companies, local governments and deci-
sion-makers in the healthcare system to inform them about the impact of our inno-
vations.

The tool draws on randomized clinical trials (RCTs) or real-world evidence stud-
ies to quantify how our medicines have helped improve and extend life for patients,
compared with the standard of care at the time our products were launched. For
example, the following calculations are estimates for some of our treatments,
based on RCT input.

« From 2006 to 2018, Lucentis, our drug to treat neovascular (wet) age-related
macular degeneration and other forms of visual impairment, prevented
355 124 years of legal blindness and led to 1425 403 more years with driving
ability.

« From 2015 to 2018, Entresto, our treatment for chronic heart failure, avoided
12 172 deaths and 69 556 hospitalizations.

A German study published in 2019 in Expert Review of Pharmacoeconomics &
Outcomes Research demonstrated that in psoriatic arthritis patients not respond-
ing adequately to disease-modifying antirheumatic drugs, the use of Cosentyx
was estimated to increase their productivity. This would translate into 32 million
productive hours gained between 2016 and 2030. Productive time was valued
according to gross value added, and this resulted in an estimated direct produc-
tivity gain of EUR 829 million. Taking together direct and indirect effects up to

2030, a gain of EUR 2.7 billion benefit to German society is estimated.

based contracting for medicines, which
links pricing and reimbursement rates
to specific patient outcomes. We have
made progress with several agree-
ments and continue to learn from our
experience.

For example, value-based contracts are
integral to expanding access to emerg-
ing medical breakthroughs like cell
and gene therapies that can treat
devastating or fatal diseases with a sin-
gle administration. We offer outcome-
based agreements for Kymriah, our cell
therapy for acute lymphoblastic leuke-
mia and large B-cell lymphoma, in
approximately one-third of the coun-
tries where the treatment is already
approved, such as the US, Spain, Ger-
many and Italy. These typically involve
a full upfront payment of the product
with a partial refund in case of failed
outcomes, or installment payments
based on successful patient outcomes

at agreed milestones for one or both of
the approved indications of Kymriah.

Our access strategy for Zolgensma, a
one-time gene therapy approved by the
FDA in May for the treatment of pediat-
ric patients less than 2 years old with
spinal muscular atrophy (SMA), includes
working closely with payers to create
five-year outcome-based agreements
and novel pay-over-time options. In
December, we announced a global Man-
aged Access Program (MAP) to provide
Zolgensma free of charge to eligible
patients with SMA who are under the age
of 2 and are citizens or legal residents of
countries where the therapy is not yet
approved by regulatory authorities. Rec-
ognizing that the program will not be a
solution for all families in all countries, we
are working to increase supply and to
design sustainable solutions to further
expand access.
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In addition, to help improve the afford-
ability of our medicines, we take local
affordability and economic realities
into account. We consider a range of
approaches to expand access, including
tiered pricing models, innovative busi-
ness models and solutions to disease
management, local brand strategies and
off-patent solutions.

In 2019, our teams developed access
strategies for all medicines preparing
for launch, including Mayzent for multi-
ple sclerosis, Beovu for neovascular
(wet) age-relatedmaculardegeneration,
and Piqray for advanced breast cancer.

For Beovu, for example, our access
strategy for lower-income countries
was developed across teams repre-
senting more than 100 countries and
with input from hundreds of patients,
physicians and payers around the
world. It is focused on achieving rapid
access to patients across geographies
and includes a local brand strategy,
reinforcing our commitment to respon-
sible pricing and lowering the out-of-
pocket burden for patients. Affordable
local brands offer the potential to accel-
erate the introduction and availability of
Beovu to treat patients in several devel-
oping countries in 2020, shortly after
the anticipated European approval. In
addition, we are leveraging other tools
such as managed entry agreements
and novel distribution models to better
serve these populations. Together
with local partners, we are working to
strengthen health systems through
scalable digital solutions. For example,
in countries where diagnostic capacity
is limited, we are exploring the introduc-
tion of digital screening using smart-
phones. We believe that co-creating
these solutions with other stakeholders
in the healthcare ecosystem will go a
long way toward removing infrastruc-
ture barriers in these countries.

Our Sandoz Division drives access
through the provision of quality generic
medicines. It focuses increasingly on
segments where it can make a real
difference, either by making available
the most competitive generic alterna-
tive or by offering a novel and more
affordable alternative to existing thera-
pies (e.g., leading biologic medicines
through its global biosimilar business).


https://doi.org/10.1080/14737167.2019.1644169
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LOCAL BRANDS

Globally, innovative drugs reach less
than 10% of patients' five years after
launch, and less than 1% of patients'in
emerging markets. We strive to close
these gaps by implementing a differen-
tial pricing approach, including tiered
pricing that considers socioeconomic
factors such as gross domestic prod-
uct/national income per capita, human
development index, income disparity
and local affordability.

5MONTHS In LMICs, we have introduced more

Our lowest ever launch time lag gf‘fordaple local b‘rands of many of our
between developedand |nn9vat|ve theraples, such as Entresto
developing markets achieved with (Wh.'Ch has benefl’Fed more than 186. 000.
breast cancer drug Kisgal patients to date in LMICs) and Kisqali

(which has benefited more than 2 500
patients). We now have over 90 local
brands launched for some of our most
advanced medicines, including 17 for
oncology medicines, across more than
50 LMICs, reaching more than 300 000
patients. In 2019, we launched more
than 10 new local brands, including four
for oncology medicines. These improve
affordability by lowering the out-of-
pocket burden for patients in these
countries.

Further, by systematically integrating
access considerations into our launch
process, we have reduced the launch
time lag between developed and devel-
oping markets to our lowest ever. This
is demonstrated by the launch of the
first local brand for breast cancer drug
Kisqali five months after the launch in
Europe, and the launch of the first local
brand for migraine treatment Aimovig
around six months after the launch in
Europe.

In 2017, we initiated a review of access
to Lucentis in Central American coun-
tries. As this medicine had been avail-
able since 2013 with limited patient
uptake, we decided to launch a local
brand to help improve affordability and

access. We worked with an array of
partners in our distribution network,
including wholesalers and pharmacies,
to lower markup impacts on the final
price paid, enabling us to reach signifi-
cantly more patients.

LOWERING DISTRIBUTION COSTS

Even when medicines are available in
LMICs, many patients may not have
access due to alack of funding for pub-
lic healthcare delivery and the strong
dependence on out-of-pocket expend-
iture. Markups in the distribution chain
can inflate prices paid at the pharmacy
by as much as 400%. We are leverag-
ing technology to better understand
and address these challenges.

We have developed proprietary meth-
odologies and tools using curated data
from publicly available sources such as
the World Bank and Euromonitor (e.g.,
household disposable income, and the
percent of household income allocated
to healthcare), and inputs such as prod-
uct price, intermediary markups and
taxes. We use one of these tools, called
Potential Affordability by Decile, to sim-
ulate the impact of pricing decisions in
a given country based on income
deciles, which helps us better under-
stand affordability gaps at the house-
hold level.

Based on these data, we are exploring
innovative distribution models that
incorporate e-commerce and online
pharmacies to lower distribution costs.
These models leverage existing part-
ners with e-pharmacy capabilities to
help enable directdistributionto patients
and apply market pressure to lower
markups. In 2019, we rolled out pilot pro-
grams, for instance, in Argentina, Chile
and Venezuela, which are showing early
signs of success.

In Chile, Novartis is working with multi-
ple pharmacies to sell the local brand

"World Bank, World Cancer Research Fund, Globocan, Centers for Disease Control and Prevention, IQVIA

Local brands performance indicators

Patients reached (thousands)

2019 2018 2017
Local brands
Novartis Pharmaceuticals 301.7 213.3 99.1
Novartis Oncology 11.3 8.0 6.5
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of Aimovig directly to patients through
an e-commerce platform connected
with patient support programs to pro-
vide a single point of sale. This enables
patients to compare prices online and
select the pharmacy with the lowest
price. After the platform was launched,
several participating pharmacies with
higher initial list prices quickly reduced
their prices to be more competitive with
our preferred pharmacy.

We are also investing in research to
understand how markups contribute to
higher drug prices in LMICs. In Novem-
ber, we published an online report with
Management Sciences for Health that
investigated factors affecting the final
prices of medicines for noncommunica-
ble diseases (NCDs) in LMICs. We found
that ex-factory prices, taxes, markups,
distribution costs, market access poli-
cies addressing generics, and generic
substitution were the main drivers of
prices. Although various global pricing
policies areimplemented in these coun-
tries, the countries oftenlack the capac-
ity to enforce them or adapt them to the
local context, hence limiting the impact
on affordability. Further, some countries
like Colombia and Russia have intro-
duced pricing policy reforms, but mark-
ups for wholesalers, distributors and
retailers continue to be unregulated.
Limited pharmaceutical competition in
LMICs also often means that single sup-
pliers can charge higher markups.

NOVARTIS SOCIAL BUSINESS

Novartis Social Business (NSB) works
to develop novel sustainable business
models that aim to enable access to
high-quality medicines against infec-
tious and chronic diseases in lower-
income countries. In 2019, NSBreached
more than 15 million patients with med-
icines, and more than 10 million people
with health education.

NSB was integrated into the Global
Health & Corporate Responsibility
(GH&CR) organization in 2019. It man-
ages our four flagship programs (lep-
rosy, malaria, sickle cell disease and
Chagas disease) and drives implemen-
tation of novel social business models,
such as Novartis Access and Healthy
Family, inlower-income countries. Since
2018, NSB has also assumed full res-
ponsibility for the entire Novartis prod-
uct range in seven countries in Africa
and Asia (Malawi, Rwanda, Tanzania,
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Novartis Social Business initiatives around the world

ELSALVADOR ~ COLOMBIA
i VENEZUELA
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@ Healthy Family
@ Novartis Access
O Novartis Access: signed agreements

Uganda, Laos, Cambodia and Nepal).
Further, it also leads the Sandoz busi-
ness in Burundi, Kenya, Nigeria and
Sudan. These countries were selected
because they are large enough for social
business models to scale up and be sus-
tainable over time.

In countries under NSB responsibility,
in collaboration with health authorities,
we are aligning our product portfolio
with healthcare needs. In 2019, we
launched a tiered pricing strategy
based on household wealth, and spe-
cific distribution channels to reach dif-
ferent income segments with our
branded and generic medicines. We
also began exploring synergies and
integrated approaches between our dif-
ferent disease areas and programs. For
instance, we are taking this approach
with Healthy Family and are looking at
including malaria and leprosy in its
health education activities starting in
2020.

Our goal is to contribute to universal
health coverage and help ensure that
patientsin these countries have access
to affordable treatment options.

One way we measure the effectiveness
and outcomes of our interventions is by
looking at the change in availability of
our medicines at both facility and house-
hold level over time. Through our health
programs, we aim to raise disease
awareness, provide screening and ena-
ble care for patients, and strengthen
health systems through capacity building.

NIGERIA MOLDOVA

PAKISTAN

GEORGIA

CAMEROON ®

UGANDA

ETHIOPIA

RWANDA

KENYA INDIA VIETNAM

Novartis Access

We continue to expand and evolve
Novartis Access. The program offers
on- and off-patent medicines address-
ing key NCDs (cardiovascular diseases,
type 2 diabetes, respiratory illnesses
and breast cancer) as well as childhood
pneumonia, and includes capacity-
building activities to strengthen health
systems.

In 2019, based on learnings on the
ground and the results from the
independent evaluation conducted in
Kenya by Boston University and pub-
lished in The Lancet, we took several
steps to enhance the program. First, the
portfolio approach, while commercially
attractive, poses a set of implementa-
tion hurdles for procurement agencies,
nongovernmental organizations (NGOs)
and government clinics. We have there-
fore continued to increase the flexibil-
ity of our offering to better respond to
country requirements.

Another important evolution was to
expand distribution of Novartis Access
into the private sector. Supply was orig-
inally restricted to the public, faith-
based and NGO sector. However,
results from the Boston University
study further confirmed that in lower-
income countries, although the major-
ity of NCDs are diagnosed in the public
sector, patients buy their medicines in
the private, for-profit sector. To address
this key learning, in 2018, we launched
Novartis Access in the private sector in
Kenya, Nigeria, Tanzania and Uganda.
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Novartis Social Business performance indicators

2019 2018 2017
Countries with products on the ground 33 26 35
FTEs working for NSB ' 786 651 555
Patients reached with products (thousands) 22 15 058.5 24 832.6 35 202.3
Health educators trained 1536 1028 10837
Healthcare providers trained 1516 697 311
Policymakers trained 145 131 25
Points of service provision* 13 635 15 190 12 680
People reached at points of service provision 986 701 765 055 585 821
Awareness events held 250 432 185 756 157 846
People reached at awareness events 10211704 7982078 7709652

' Full-time equivalent positions and contractors

2 The patient number was calculated based on treatments delivered and the following
elements: daily treatment doses, treatment duration, treatment adherence and potential
treatment overlap (as NCD patients often take several drugs). The treatment adherence and
treatment overlap factors are based on assumptions from developed markets.

Overall, the program has delivered
more than 4.5 million monthly treat-
ments to 12 countries (Cameroon, El
Salvador, Ethiopia, Georgia, Kenya,
Moldova, Nigeria, Pakistan, Rwanda,
Uganda, Venezuela and Vietnam) since
launch. We have agreements for imple-
mentation in three additional countries
(Colombia, Tanzania and Zimbabwe).
Our objective remains to roll out the pro-
gramin 30 countriesinthe coming years.

Novartis Healthy Family

The Novartis Healthy Family programs
are innovative business models that are
expanding access to community edu-
cation, improved infrastructure and
affordable healthcare products for peo-
ple living at the base of the income pyr-
amid - in a way that is sustainable. Pro-
grams are active in India (Arogya
Parivar), Kenya (Familia Nawiri), and
Vietnam (Cung Séng Khoe). In 2019, we
expanded Healthy Family to more
states in India, now covering 15 000 vil-
lages in 15 states. We also grew our
presence in Vietnam to 19 provinces in
the North, Central and Mekong regions.

3 Our patient reach has steadily declined over the past five years, due to the increasing

are provided.

In addition, we rolled out new activities
inUganda. Overall,in 2019, the Novartis
Healthy Family programs reached more
than 9.4 million people through educa-
tioninIndia, Kenya, Vietham and Uganda.

The National Health Authority of India
and NSB signed a memorandum of
understanding in November 2019. Our
mutualintentis to strengthen the aware-
ness about Ayushman Bharat PM-JAY,
a national scheme fully financed by the
government of India that aims to pro-
vide health insurance for secondary
and tertiary care hospitalization to poor
andvulnerable families. The agreement
will combine the knowledge and exper-
tise of both the public and private sec-
tor. Our Arogya Parivar health educa-
torswillhelpprovide detailedinformation
about Ayushman Bharat PM-JAY ben-
efits to help improve health-seeking
behavior in the villages.

SUB-SAHARAN AFRICA STRATEGY
In November, we announced a new
strategy to reach more patients in sub-
Saharan Africa (SSA) with our portfolio

Patient assistance programs performance indicators

availability of WHO prequalified generic ACTs, eligible for international donor-funded
procurement. In addition, to harmonize the patient reach calculation methodology across
Novartis, the malaria patient reach calculation was revised.

4 Points of service provision include facilities and health camps where healthcare services

of medicines. As part of this strategy,
the regional organization will prioritize
driving access to medicines and help-
ing reach more patients across income
levels, in addition to traditional business
metrics, such as profits and margins.
Starting in the second quarter of 2020,
we plan to establish a new organiza-
tional unit, bringing together the exper-
tise and portfolio of our Sandoz Divi-
sion, Innovative Medicines Division
(Novartis Pharmaceuticals and Novartis
Oncology), and NSB. The unit will work
to implement strategies to improve
the affordability and availability of our
medicines across our portfolio, includ-
ing tiered pricing models, tender busi-
ness and social business models. We
plan to continue working hand in hand
with governments and NGOs to build
stronger healthcare systems and in-
crease clinical trial capabilities, with the
ultimate goal of bringing more innovation
to the region. SSA is home to the larg-
est underserved patient population in
the world, with a quarter of the global
disease burden but only 3% of the
world’s health workers.

Patients reached (thousands)

2019 2018 2017
Patient assistance programs
Novartis Patient Assistance Foundation Inc. (US) ! 87.2 68.1 55.5
Novartis Oncology Access 60.7 711 82.9

' Data represent continuing operations.
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PATIENT ASSISTANCE PROGRAMS

Patient assistance programs play a cru-
cial role in helping individuals gain
access to healthcare when they are
unable to afford it, including in high-
income countries when people are
uninsured or underinsured. For exam-
ple, having prescription drug coverage
does not always guarantee that people
can access the medicine they need or
that they can afford to pay for it.

The Novartis Patient Assistance Foun-
dation Inc. (NPAF) provides medicines
at no cost to eligible US patients who
are experiencing financial hardship and
have limited or no prescription drug cov-
erage.In 2019, NPAF provided free med-
icines to more than 87 000 patients in
the US, covering more than 75 medicines
from our portfolio. Over the past five
years, medication has been provided at
no charge to close to 300 000 patients.

Building on 2018 innovation efforts,
NPAF continues to leverage new tech-
nologies to improve the patient experi-
ence. A streamlined, patient-friendly
application has been developed to high-
light important consents and reduce
processing and fulfillment time. Further,
to enable patients to get the medicines
they need on a timely basis, an auto-
mated texting platform was launchedin
2019, enhancing the refill process and
reducing the time to communicate with
patients. An electronic benefit verifica-
tion program is planned in 2020 to
screen patient insurance information
and to aid with insurance reverification.

NPAF has expanded access to new
Novartis medicines launched in 2019,
including Beovu, Mayzent and Pigray. In
addition, NPAF’s Institutional Patient

Donations performance indicators

Assistance Program (IPAP) now includes
ophthalmology and cardiovascular
products, and has increased alliances
with safety net clinics, which provide
healthcare services to indigent popula-
tions. IPAP clinics receive Novartis
medications directly and handle patient
enrollment and processing. This allows
patients to walk in and receive the med-
icines they need almost immediately,
filling a critical gap in the healthcare
system.

Indeveloping countries, Novartis Oncol-
ogy Access makes medicines in its
portfolio available through equitable
pricing models. As governments of
LMICs increasingly invest in health sys-
tems and the infrastructure needed to
address NCDs, they are actively fund-
ing a greater share of cancer care and
transitioning patients into new and
growing national programs. In 2019,
approximately 61000 patients in 17
countries benefited from the Novartis
Oncology portfolio in multiple disease
areas.

DONATIONS

Through our medicine donation pro-
gram, we continue to support low-
income countries in their efforts to treat
patients for neglected diseases and to
provide medicines in areas impacted by
natural disasters and extreme poverty.

For over 30 years, Novartis and the
Novartis Foundation have been work-
ing with partners around the world to
eliminate leprosy. Since 2000, Novartis
has donated more than 65 million blis-
ter packs of multidrug therapy valued
at approximately USD 108 million through
the WHO, helping to treat more than 7
million leprosy patients worldwide.
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In 2015, Novartis renewed its pledge
with the WHO to end leprosy by extend-
ingits multidrug therapy donation through
the year 2020. This five-year agree-
ment includes treatments worth more
than USD 40 million, and up to USD 2.5
million to support the WHO in handling
the donation supply chain. The program
is expected to reach an estimated 1.3
million patients by 2020. Overall, multi-
drug therapy has made it possible to
treat patients, interrupt the transmission
of leprosy, and prevent disabilities.

In 2018, the WHO issued revised guide-
lines for diagnosing, treating and pre-
venting leprosy, which recommend
treating both paucibacillary and multi-
bacillary forms of the disease with the
same three-medicine regimen made up
of rifampicin, dapsone and clofazimine.

The same year, Novartis began working
with the WHO to revise planning meth-
ods and introduce a robust replenish-
ment process, significantly improving
stock availability for leprosy medicines
globally. A monthly review process was
implemented to enable immediate visi-
bility of demand fluctuation. By improv-
ing these processes, we have strength-
ened the overall supply chain capability
and reduced the likelihood of needing
to fulfill rush orders of medicines.

Novartis has also been donating Egaten
(triclabendazole) to the WHO for the
treatment of fascioliasis, or liver fluke,
since 2005, helping to treat around 2 mil-
lion patients in more than 30 countries.
Fascioliasis infects more than 2.4 million
people globally. Egaten is currently the
only medicine for fascioliasis recom-
mended by the WHO and is on the WHO
Model List of Essential Medicines.

Patients reached (thousands)

2019 2018 2017

Donations
Leprosy (WHO) 168.6 176.2 227
Fascioliasis/Egaten 154.7 154.7 147.9
CMLPath to Care™ 14.4 13.4 7.8
Value USD (millions) 2

2019 2018 2017
World Child Cancer <0.1 0.1 0.1
Medicine donations (emergency relief) 2.8 4.7 10.9

" Numbers of patients reached have been updated to reflect the new methodology used by

WHO and based on real-world evidence.

2 Wholesale acquisition cost (WAC) plus logistics costs for some programs
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100m

Daily doses of our CML
treatments donated to The Max
Foundation since the beginning
of our collaboration

CMLPath to Care™ is a unique global
initiative that connects people living
with chronic myeloid leukemia (CML)
with effective and free treatments, pro-
fessional medical capabilities, trained
physicians and hands-on support. The
initiative is directed by The Max Foun-
dation, with support from Novartis
through drug donations and funding.
The geographic scope is aligned with
the Access to Medicine Index geo-
graphic scope. CMLPathto Care™is an
evolution of the agreement between
The Max Foundation and Novartis
Oncology for the original Glivec Inter-
national Patient Assistance Program
(GIPAP), which began in 2002.

The transition of GIPAP to CMLPath to
Care™, which started in 2017, continued
in 2019 with 62 countries formally trans-
ferred to The Max Foundation. We plan
to transfer the final six countries in the
first half of 2020. Novartis has commit-
ted USD 29 million from 2017 to 2021in
the form of financial support and 150
million tablets to cover treatment for
approximately 36 000 patients. The
donation program is expected to make
Glivec and Tasigna (both life-saving
treatments) available to patients and
help expand access. In fact, in 2019, in
collaboration with Novartis, The Max
Foundation was able to make Glivec
and Tasigna available to an additional 16
countries, bringing the total tally to 84
countries. Since the beginning of our col-
laboration with The Max Foundation 17
years ago, we have donated more than
100 million daily doses of our CML treat-
ments and have reached more than
80 000 patients in 80 countries. Our
work together has contributed to bring-
ing overall survival of CML in LMICs to
levels similar to those in developed coun-
tries.

Our generics division, Sandoz, contin-
ued its partnership with World Child
Cancer, a global charity that aims to
improve diagnosis and access to treat-
ment for children suffering from cancer
in LMICs. The collaboration focuses on
four countries: the Philippines, Ghana,
Mexico and Myanmar. By 2023, the
charity aims to reach 10 000 children a
year. Sandoz beganits partnership with
World Child Cancer in 2016, and to date,
5 643 children have been diagnosed in
the four countries Sandoz has sup-
ported. In addition, 4 095 healthcare
professionals have received training as
a result, enabling them to provide the
best possible treatment and care for
children with cancer and their families.

Sandoz also works with Americares, a
leading health-focused relief and devel-
opment organization that aids people
affected by poverty and disaster. It pro-
vides long-term assistance in five
healthcare areas: maternal, newborn
and child health; infectious diseases;
health system strengthening; mental
health; and hypertension and diabetes.
Americares notifies Sandoz of products
required, based on the healthcare
needs of countries and partners.

In June, Novartis and Sandoz received
the Power of Partnership Award from
Americares, in partnership with the
Healthcare Distribution Alliance, inrec-
ognition of our outstanding commitment
to increasing access to healthcare
around the world. Since 1986, Novartis
and Sandoz have donated nearly USD
300 million worth of medicine to sup-
port health programs in 113 countries.

Strengthening health systems
Strengthening health systems is a key
pillar of our Access Principles, and we
actively seek opportunities to lower
local barriers to healthcare delivery,
working in collaboration with govern-
ments and other partners to support
quality patient care in areas where we
can have the greatest impact. We
believe in delivering sustainable solu-
tions through effective collaboration
among public and private partners with
diverse capabilities. In 2019, we estab-
lished a Health Systems Strengthening
and Innovation team within our GH&CR
group to further integrate this priority
into our core business.

The new team has accountability for driv-
ing global health partnerships, imple-
menting adaptive R&D programs,enhanc-
ing local healthcare delivery capabilities,
and driving innovation in global health
financing. We plan to leverage the exper-
tise of NSB, notably through the Healthy
Family programs and their capability-
building activities, as well as the Novartis
Foundation, in expanding our role in
health system strengthening.

Vietnam provides one example of how
we are leveraging multi-stakeholder
partnershipsto help countries strengthen
primary healthcare delivery. In May, the
government established a new working
group for primary healthcare transfor-
mation, founded by the World Economic
Forum, Harvard Medical School and
Novartis, and led by the country’s Min-


https://www.themaxfoundation.org/
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istry of Health. The new group will over-
see pilot projects in 26 community
health stations across Vietnamese
provinces, using the lessons learned to
develop solutions that can be replicated
and scaled up throughout the country.
In December, we signed a memoran-
dum of understanding with the Vietnam
Ministry of Health, a significant step in
strengthening community-based
healthcare using a public-private part-
nership approach andin working on pri-
mary healthcare to help achieve univer-
sal healthcare.

Furthermore, the Novartis Foundation
partnered with PATH and the Ho Chi
Minh City health department to exam-
ine and test novel models of service
delivery that strengthen primary health-
care, bring services closer to people at
risk or affected by hypertension, and
engage multiple sectors to increase
access and affordability. As part of this
program, an electronic patient tracker,
the eHTN.Tracker, was developed to
monitor patients screened, diagnosed
and treated for hypertension. The online
database empowers health authorities
to centrally manage information for this
disease, significantly strengthening
health systems in one of the country’s
most populous cities.

The Novartis Global Health Alliance
(previously called the Novartis Africa
Health Alliance) focuses on health sys-
tem strengthening programs in areas of
long-term business interest. In 2019, the
initiative supported programs involved
in training health authorities on the
review of biologic medicines, improving
detection of counterfeit medicines, and
strengthening primary health systems
in Vietnam and Ethiopia.

The Global Health Alliance has also
helped strengthen access to evidence-
based clinical research tools in sub-
Saharan Africain collaboration with Bet-
ter Evidence at Ariadne Labs, a joint
health system innovation center of
Brigham and Women'’s Hospital and Har-
vard T.H. Chan School of Public Health
in the US. Medical students and faculty
at eight institutions in sub-Saharan
Africa, and healthcare workers serving
vulnerable populations around the world
will have expanded access to aregularly
updated, peer-reviewed, evidence-based
platform focused on the diagnosis and
management of awide range of diseases.

BUILDING SCIENTIFIC CAPABILITY
AROUND THE WORLD

Well-equipped, aptly trained scientists
are akey component of clinical research
that ultimately translates to improved
patient care. We invest in the training
and support of researchers and scien-
tists around the world, as well as health-
care workers, to help expand their
knowledge and improve their ability to
help patients. In addition, we facilitate
programs and collaborations that can
build local research and clinical trial
capabilities.

Novartis and the University of Basel in
Switzerland run a fellowship training
program called Next Generation Scien-
tist (NGS), designed to enhance profes-
sional development for scientists in
LMICs. In 2019, we welcomed a new
group of 21 top students from 19 insti-
tutions in 14 developing countries. NGS
improves our company’s understanding
of global healthcare challenges while
providing young scientists in LMICs
with skills, knowledge, tools and inspi-
ration to improve healthcare in their
communities. Overall, more
than 180 scientists and clinicians
from 30 countries have participated in
the program over the past nine years. A
complementary scientific exchange
program takes place at the Novartis
Institutes for BioMedical Research in
the US. In 2019, eight junior scientists
from various parts of Africa, South
America and Thailand participated in
research programs focused on malaria,
sickle cell disease, Chagas and other
diseases. Overall, more than 60 fellows
have completed the program since it
started 10 years ago.

Additionally, the European & Develop-
ing Countries Clinical Trials Partnership
(EDCTP) granted EUR 10 million over
five years to a unique collaboration
between antimalarial drug researchers
in Africa and Europe from 10 academic
institutions, Novartis and MMV. The
grant aims to support African trials of a
novel antimalarial combination com-
prising KAF156 and lumefantrine in a
new once-daily formulation. In July, this
joint project - called WANECAM-2
(West African Network for Clinical Tri-
als of Antimalarial Drugs) - conducted
a good clinical practice training work-
shop in Bamako, Mali, with 36 partici-
pants from Mali and Niger to strengthen
their capacity to conduct these trials.
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Also in 2019, Novartis and EDCTP
launched a career development fellow-
ship in the field of poverty-related dis-
eases. To facilitate opportunities for
early- and mid-career scientists in sub-
Saharan Africa, we are co-funding at
least five fellowships over three years,
to a maximum value of EUR 750 000,
for research proposals in the area of
maternal and child health, and specifi-
cally on the interaction between pov-
erty-related diseases and NCDs.

Through EDCTP, Novartis also hosted
two research fellows from Tanzania and
Nigeria. These mentorship opportuni-
ties help strengthen the competencies
of scientists who could later assume
leadingrolesin clinical research at their
host institutions.

TRAINING COMMUNITY HEALTHCARE
WORKERS

Recognizing the important role of com-
munity health workers (CHWSs) in build-
ing stronger healthcare systems in
developing countries, Novartis contin-
ues its commitment as a founding part-
ner of Last Mile Health’'s Community
Health Academy through our USD 1 mil-
lion contribution over three years. To
date, the academy has enrolled over
10 800 health system leaders from 175
countries, and over 3 500 CHWSs and
their clinical supervisors in the digital
training platform. The course empha-
sizes theimportance of government-led
primary healthcare systems that enable
CHW programs, with afocus on the sys-
tems that support CHWs and on the
quality of the healthcare services they
deliver.

Through the Bill & Melinda Gates Foun-
dation CEO Roundtable, Novartis co-
led an industry effort to expand the
training of frontline health workers in
developing countries. Two NGOs - Last
Mile Health and Living Goods - were
selected through a competitive process
to deploy 2 550 health workers, develop
content for the Community Health
Academy, and launch digital solutions
to improve community health. We cata-
lyzed a total of USD 18 million for these
two NGOs over three years. Novartis,
the Bill & Melinda Gates Foundation, Eli
Lilly, GSK, Johnson & Johnson, and
Pfizer are each now contributing USD
1.5 million, with matching funds from the
Audacious Project, an innovative fund-
ing body.
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TACKLING CARDIOVASCULAR HEALTH IN
LOW-INCOME SETTINGS

While urbanization increases the risk of
NCDs, cities also offer huge opportuni-
ties to become drivers of public health.
Recognizing this, the Novartis Founda-
tion launched Better Hearts Better Cit-
ies (BHBC) in 2017 to help improve car-
diovascular health in three low-income
urban populations: Ulaanbaatar, Mon-
golia; Dakar, Senegal; and Sao Paulo,
Brazil. The innovative model applied a
multisector approach to address hyper-
tension and its underlying determi-
nants. In each city, we leveraged part-
nerships with local and national
government agencies, along with an
array of civil society organizations,
achieving significant results in under
two years. The initiatives strengthened
early disease detection and health
awareness in the community, combined
with a consistent referral of patients
into care. Additionally, BHBC improved
patient treatment and control through
actions such as translating national
hypertension guidelines into a stand-
ardized algorithm and protocols. This
was complemented by progress and
outcome measurement systems to
enhance data-driven decision-making.

In Sao Paulo, for example, most people
are unaware that they have high blood
pressure, and only 20% of those who
know their condition are taking regular
medication. Moreover, less than a third
of the population is physically active.
We developed adrug adherence kit and
care optimization tool for pharmacists,
now used by public pharmacists across
Sao Paulo, as well as the first online
training for hypertension in Brazil. Fur-
ther, we brought health and care closer
to people by partnering with community
leaders such as the Corinthians football
club and samba schools to increase
hypertension and heart health aware-
ness, and encourage care-seeking
behavior in high-risk groups through a
direct referral from the community into
primary care. Local public and private
sector partners co-financed these ini-
tiatives, reinforcing local ownership.
Interventions were rolled out across
11% of the population, covering 1.5 mil-
lion people. Health system integration
and translation into policy is ongoing.

In total across the three cities, BHBC
interventions reached more than 4 million
people, leading to significantincreasesin
hypertension diagnosis, treatment and
control rates in under two years.

In Ethiopia, NSB is working with the
Tropical Health and Education Trust as
well as Health Limited to deliver train-
ing and capacity building to bring hyper-
tension, diabetes and chronic respira-
tory disease services closer to
communities. Based on population
sizes, the Ministry of Health selected 15
hospitals and 45 health centers. Since
May, more than 26 000 patients have
been screened for NCDs in 34 health
centers. Of the 2 702 diagnosed with
an NCD, 62% were found to have hyper-
tension, 28% have diabetes, 6% have
chronic respiratory diseases, and 3%
have epilepsy.

LEVERAGING DIGITAL HEALTH SOLUTIONS
The Novartis strategy is to build a lead-
ing, focused medicines company pow-
ered by advanced therapy platforms
and data science. We have adopted a
companywide focus on digital technol-
ogies, advanced analytics and artificial
intelligence (Al) to help drive innovation
and improve efficiency.

Through the Novartis Foundation, we
are exploring ways in which data, digi-
tal and Al can help transform global
health and re-engineer health systems
from being reactive to becoming proac-
tive and even predictive. One way to
achieve this is through partnerships
with governments to co-define national
health priorities that data, digital and Alcan
address, and jointly build roadmaps for the
digital transformation of health systems.

Another way is through partnerships
with leading data science innovators.
Since 2016, the foundation has chaired
the Broadband Commission for Sus-
tainable Development Working Group
on Digital Health. In 2019, Microsoft
joined as co-chair, and together we are
exploring opportunities to leverage our
capabilities in data science and data
architecture to transform the response
to healthcare challenges in LMICs.

In addition to the work done by the
Novartis Foundation, NSB is pursuing
digital solutions in lower-income coun-
tries to scale up its social and commer-
cial operations and help improve health-
care systems.

In the Philippines, we continued work-
ing with reach52 (formerly Allied World
Healthcare), a social business startup,
to help improve access to care for
underserved populations. People reg-
ister on Curis, a digital platform man-

aged by reach52, during health camps
and other health education events.
Based on their self-reported data, an
algorithm flags potential health issues,
so they can be referred to healthcare
practitioners for further care. In addi-
tion, aggregated data provide local
authorities with information on disease
prevalence in difficult-to-reach regions,
and give them a tool to detect and
respond to healthcare trends. The plat-
form has continued to expand, with over
50000 patients now enrolled in the
Philippines. Additionally, 9 000 patients
are enrolled in Cambodia. At the same
time, we worked with reach52 on adeliv-
ery model for medicines to help ensure
remote communities in these countries
have access to the medicines they need.

A partnership between NSB, Medtronic
Labs and Management Sciences for
Health in Kenya is yet another example
of how investing in digital technologies
can create new opportunities. The pro-
ject aims to expand access to quality
care, educate and empower healthcare
providers, and collect data to tailor
solutions to local needs. With our part-
ners, we are working on an end-to-end
system for NCD management, linking
patients to community health workers,
pharmacists and clinicians.

We started the program in three coun-
ties in 2019, and we expect to reach
50 000 patients through 2020. Once
registered on the platform, patients are
able to access blood pressure checks
at community-based locations. Clini-
cians can view patient data, provide
feedback via text message, and write
electronic prescriptions that are acces-
sible through participating pharmacies.
The program also provides training to
community health workers and facility
health providers on NCD treatment
guidelines to help ensure they can pro-
vide quality care.

In 2019, Sandoz held its second Health-
care Access Challenge, inviting entre-
preneurs and innovators in the field of
digital technology to submit ideas with
the potential to complement - or even
positively disrupt - established
approaches to driving access to health-
care. More than 400 ideas were sub-
mitted across 80 countries, and three
winners (from Uganda, the US and the
Netherlands) were selected. Each
received EUR 20 000 to help bring their
idea to life with ongoing support from
Sandoz experts. The winning ideas
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were a prescription-only digital thera-
peutic for patients with irritable bowel
syndrome, a smart social network with
a matchmaker tool to connect patients
across the world who suffer from rare
and undiagnosed diseases, and a
mobile clinic using an app and a mobile
van to provide door-to-door maternal
healthcare services in Uganda.

SUPPORTING FRAGILE POPULATIONS
There are more than 70 million refugees
and displaced people around the world.
Everyone,including business, has arole
to play in helping refugees rebuild their
lives and livelihoods.

In September, Novartis joined philan-
thropic organizations, government offi-
cials, and prominent business leaders
from across industries to demand
action on a major issue threatening the
success of the Sustainable Develop-
ment Goals (SDGs): the lack of refugee
inclusion.

In an event convened by the Interna-
tional Rescue Committee on behalf of
the Business Refugee Action Network,
business leaders came together to
show their ongoing commitment to
improving the lives of refugees. All
noted the critical role business plays in
creating opportunity for refugees, and
called on governments to take stronger
action to improve the lives of refugees
and to promote refugee inclusionin the
SDGs.

Humanitarian aid in Bangladesh

Rural communities in Bangladesh are
suffering from a massive shortage of
skilled healthcare providers. In 2011,
Novartis and Swisscontact, an organi-
zation that promotes economic, social
and environmental development, estab-
lished ASTHA (Achieve Sustainability
Through Healthcare Access) to help
address this gap. The project aims to
improve access to healthcare services
for rural communities in Bangladesh by
training community paramedics, with a
focus on maternal and child health, fam-
ily planning and basic primary health-
care services. These paramedics can
later return to their villages and deliver
care in hard-to-reach areas. The pro-
gram creates a positive health impact
incommunities and helps lift individuals
out of poverty by providing a steady
income.

ASTHA is now in its final implementation
phase. Since 2015, 363 young adults,

including 178 women, have completed the
two-year training, and 70% work as com-
munity paramedics. More than 180 000
people in rural communities now have
access to skilled health providers.

Additionally, since 2018, Novartis has
supported the Swiss Red Cross in
building five primary healthcare centers
in the world’s largest refugee camp in
Cox’s Bazar. Here, approximately 1 mil-
lion people live in tattered tents on an
area of 6 000 square meters, and
around 60 000 babies are born every
year. Thereis noinfrastructure and very
little clean drinking water. As the area
is under constant threat of violence,
humanitarian workers must leave the
camp in the afternoon to help ensure
their safety. Three primary healthcare
centers were built in less than two
years, providing basic medical care to
more than 118 000 camp residents, and
two are under construction.

PROTECTING INVENTORS IN DEVELOPING
COUNTRIES

We continued to lead the industry in our
level of participation in the Patent Infor-
mation Initiative for Medicines (Pat-
INFORMED), a public online resource
for accessing patent information, which
launched in 2018. After listing the pat-
ent information for all of our small-mol-
ecule medicines - which far exceeds
the standard commitment to list infor-
mation only for certain diseases - we
are now driving the industry effort to
explore the inclusion of patent informa-
tion for biologics medicines, as biolog-
ics are at the forefront of medical
research and hold great promise for
patient health.

Furthermore, in 2019, we continued our
strong commitment to pro bono efforts
in the intellectual property (IP) space
through the WIPO-World Economic
Forum Inventor Assistance Program
(IAP), of which Novartis is a founding
member. The IAP provides free IP-
related legal services to under-
resourced inventors in developing
countries, helping them access the pat-
ent system, which in turn leads to local
innovation across a spectrum of tech-
nological fields that contribute to eco-
nomic growth and prosperity. We aim
to expand this program and develop a
framework to publicly recognize these
inventors, their innovations, and the
attorneys who, through the patent sys-
tem, helped bring the innovations to fru-
ition.
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Photo In Accra, Ghana,
John Dzido feeds his son
Caleb, 11, who has
experienced a series of
strokes due to sickle cell
disease. The inherited
blood disorder can be
life-threatening.

STRATEGIC AREAS

Addressing global
health challenges

Why is itimportant?
v

While the impact of noncommunicable diseases is growing globally, infectious diseases continue
to devastate developing countries and hinder economic growth, especially in sub-Saharan Africa.
Drug-resistant malaria threatens to undo decades of progress. Altogether, neglected tropical
diseases affect more than 1billion people and cause tremendous suffering. Many are preventable
and treatable conditions; however, weak healthcare systems in low-income countries prevent
timely diagnosis and treatment. Children under 5 are among the most affected by infectious
diseases such as malaria, and by preventable complications from genetic diseases such as sickle
celldisease, the single most important genetic cause of childhood mortality globally.

In this section
Read about the progress we have made on our four flagship programs:

v v v v

Sickle cell disease Malaria

LLaunched the Novartis Africa
sickle cell disease programin
Ghana, a first-of-its-kind effort to
manage the disease holistically on
the continent

— p.33

Chagas disease

Started a first-ever clinical trial to
expand treatment options for
people with Chagas-related heart
disease

— p.34

Initiated the development of a new
formulation of Coartem for infants
weighing less than 5 kilograms

— p.35

Leprosy

Announced a strategic alliance
with Microsoft and the Oswaldo
Cruz Foundation to use artificial
inteligence to improve leprosy
detection

— p.36



ADDRESSING GLOBAL HEALTH CHALLENGES

H.E. Alhaji Dr. Mahamudu Bawumia Vice president of the Republic of Ghana
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v

Our collective goalis to reimagine what the future could look like for people with sickle cell
disease. Where children do not need to miss out on school or be singled out. Where
young adults can have equal opportunity for employment. And where families can
flourish and continue to be the bedrock of our civil society.

32m

Invested in R&D to discover new and
better treatments for infectious and
neglected diseases (USD)

Our approach and performance

Novartis has a long heritage in tackling
infectious and neglected tropical dis-
eases, and we continue to play a sig-
nificant role in global movements to end
leprosy and malaria. With the trans-
formation of our new Global Health &
Corporate Responsibility (GH&CR)
organization in 2019, we have consoli-
dated our decades-long work against
leprosy and malaria, together with our
newly initiated efforts in sickle cell
disease (SCD) and Chagas disease,
into four flagship program areas. Across
these programs, we are aligning our
work with the Novartis Access Princi-
ples to adopt an integrated end-to-end
approach to disease management, lev-
eraging research and development
(R&D) to address unmet needs, improv-
ing affordability through novel pricing
and business models, and strengthen-
ing health systems.

We continue to maintain a strong com-
mitment to research for various infec-
tious and neglected diseases through
the Novartis Institute for Tropical
Diseases (NITD). In 2019, the Novartis
investment in R&D to discover new and
better treatments, including through
NITD, was approximately USD 32 mil-
lion. These efforts have produced three
potential new medicines currently in
clinical testing for malaria and leishma-
niasis.

Building a holistic approach for
sickle cell disease: the Novartis
Africasickle cell disease program
Novartis has been committed to under-
standing SCD and working toward
treatment for more than 40 years. At
the World Economic Forum in January
2019, we announced a five-year agree-
ment with the Ministry of Health of
Ghana, Ghana Health Service and the
Sickle Cell Foundation of Ghana to
adopt a holistic approach to tackling the
diagnosis and treatment of SCD. This
public-private partnership builds on
three years of consultations with health

authorities and local stakeholders, and
represents a major step forward in put-
ting the Novartis Access Principles into
action to treat SCD at scale. This also
makes Ghana, where an estimated
15 000 babies are born with SCD every
year, the first African country to commit
to offering the global standard of care
for people with SCD.

The partnership aims to improve and
extend the lives of people with SCD by
taking a comprehensive approach to
screening and diagnosis, treatment and
disease management, and training and
education, and by elevating basic and
clinical research capabilities. Specifi-
cally, the partners aim to collaborate on
field testing and implementation of SCD
treatment guidelines, the establishment
of centers of excellence across regions,
and the implementation of newborn
screening at these centers. Partners
also plan to make accessible treatment
options available in line with the global
standards of care, and use digital tech-
nologies to monitor and evaluate patient
registration, report real-time data, and
help ensure the safe large-scale rollout
of treatment.

The partnership was officially launched
in November when the government of
Ghana announced the availability of
hydroxyurea for the treatment of people
with SCD. Hydroxyurea is a commonly
used medicine for patients with SCD in
developed countries, andis approved for
use in both adults and children. In Octo-
ber 2018, the Ghana Food and Drugs
Authority granted marketing authoriza-
tion to hydroxyurea, and Novartis has
delivered more than 20 000 treatments
to date. The therapy is expected to
cover the needs of patients for up to 12
months and is currently available
through 11trained treatment centers as
well as through private distribution
channels. Discussions are already
underway to include the medicine and
associated laboratory testing in the
National Health Insurance Scheme, and
to prioritize SCD as a national program.
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Patients to be recruited for a
first-of-its-kind clinical trial in patients
with Chagas-related heart failure

At the same time, Novartis has commit-
ted to develop a child-friendly formula-
tion of hydroxyurea and has announced
plans to conduct two clinical trials in
Ghana and Kenya for its next-genera-
tion treatment for SCD, crizanlizumab.
Crizanlizumab is a novel targeted bio-
logic therapy that is approved in the US,
under the name Adakveo, to reduce the
frequency of pain crises in adults and
pediatric patients 16 years and older
with SCD. The trials are expected to
start in 2020; this will be the first time
that a biologic therapy that is not a vac-
cine enters multicenter clinical trials in
sub-Saharan Africa (excluding South
Africa).

In parallel, Novartis is working with
Zipline, aUS-based automated logistics
company, to make hydroxyurea treat-
ments widely available, especially in
rural areas. Zipline is already operating
two distribution centers in Ghana, with
plans to open two more in the near
future. On World Sickle Cell Disease
Day in June, we completed a pilot flight
with Zipline to provide access to hydrox-
yurea.

Our goal is to establish a comprehen-
sive model in Ghana that can be used
to expand access to SCD medicines
and improve patient outcomes in other
countries in sub-Saharan Africa, aiming
toreach 10 countries by 2022. Approx-
imately 80% of individuals with SCD
globally are bornin sub-Saharan Africa,
and there is evidence to suggest that
more than half of affected children may
die before the age of 5 due to prevent-
able complications.

Partnering to address Chagas
disease

Chagas disease affects approximately
6 million people, mainly in Latin Amer-
ica. Less than 1% of affected individu-
als receive proper treatment, and cur-
rent tools to fight the disease are
outdated and inadequate. We have
been working with the World Heart Fed-
eration since 2018 to develop an end-
to-end roadmap to help address this
global health challenge. The roadmap,
to be launched in 2020, explores the

patient journey from diagnosis to treat-
ment, with the aim to provide actionable
recommendations for policymakers and
healthcare professionals toward an
end-to-end approach to patient care.

In March, we marked our commitment
to help fight the disease by joining the
Global Chagas Disease Coalition, an
alliance that aims to increase aware-
ness of Chagas disease and foster syn-
ergies in controlling the disease and
promoting access to diagnosis and
treatment.

We also announced a new clinical study,
PARACHUTE-HF, with the goal of
expanding options to treat Chagas-
related heart disease. A first of its kind
in this population, this study will assess
the efficacy and safety of Entresto
(sacubitril/valsartan) in people with
chronic Chagas cardiomyopathy -
which accounts for the majority of
death and disability among individuals
affected by the disease - and further
explore potential disease biomarkers.
The trial was launched in December
and is expected to recruit approxi-
mately 900 patients with confirmed
Chagas disease in Argentina, Brazil,
Colombia and Mexico. This study is
another example of our commitment to
apply the Novartis Access Principles in
our global health work, incorporating
unmet medical needs into our R&D
strategy.

In 2019, we also increased our focus on
drug discovery for new antiparasitic
medicines to address Chagas disease.
The proteasome inhibitor LXE408 was
advanced to the clinic as a promising
drug candidate for the treatment of
visceral leishmaniasis. This novel mech-
anism of action is now being inve-
stigated, along with other drug candi-
date series, as a potential therapy
for Chagas disease. In parallel, NITD
and colleagues at the Novartis Insti-
tutes for BioMedical Research (NIBR)
are advancing collaborations focused
onidentifying urgently needed new bio-
markers for Chagas disease that would
facilitate clinical development and pos-
sibly patient management.
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A cross-divisional delegation from our
company, including team members
from NIBR, Global Drug Development
and the country-level organizations,
traveled to Argentina, Brazil and Colom-
bia in 2019 to lay the groundwork for
the trialandlearn firsthand how Novartis
can best contribute to local efforts
through R&D and access-to-medicine
programs.

Theteamsyvisited 15 clinics andresearch
institutes in eight cities, and held exten-
sive consultations with health authori-
ties and local stakeholders to better
understand the environments where our
medicines would be tested. They iden-
tified strategically important centers
with solid clinical trial capabilities in
endemic ruraland urban areas, enabling
us to design rigorous study protocols.
The exchange of ideas also helped us
identify opportunities where Novartis
could help strengthen health systems to
better control and manage Chagas dis-
ease in Latin America.

In October, we signed a memorandum
of understanding with the Oswaldo Cruz
Foundation (Fiocruz) in Brazil to collab-
orate on research and education for
neglected diseases, including Chagas
disease, leprosy, malaria and sickle cell
disease.

In addition, Novartis is already working
with stakeholders in endemic countries
to co-develop tailored access-to-medi-
cine programs and health system
strengthening strategies. We believe our
end-to-end approach will help improve
disease diagnosis and management,
and the delivery of care, helping ensure
lower-income patients suffering from
chronic Chagas-related heart disease
can benefit from the best available treat-
ment and care.

Tackling drug resistance to help
eliminate malaria

According to the World Malaria Report,
published in December, the decline in
malaria cases and deaths has slowed
significantly. Though an increasing
number of countries are progressing
toward elimination, there is still a long
road ahead. Unfortunately, malaria still
takes a heavy toll on pregnant women
and children under 5, primarily in sub-
Saharan Africa. More needs to be done.
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Collaborating to fuel drug discovery for Chagas disease

Novartis supports drug discovery for neglected diseases and helps foster research
capabilities in low- and middle-income countries. Our research collaboration with
Artur Cordeiro at Laboratério Nacional de Biociéncias (LNBio) - the first WIPO
Re:Search collaboration for the Brazilian institute - merged those interests to
conduct research on Chagas disease. Dr. Cordeiro previously discovered com-
pounds that inhibit two key Trypanosoma cruzi enzymes and are active against
the parasite. After securing a grant to cover his expenses, Dr. Cordeiro traveled
to NIBR headquarters in the US, where he screened thousands of proprietary
Novartis compounds to identify additional active compounds to move his drug
discovery work forward. He also benefited from technical support and mentor-
ship from NIBR scientists. Dr. Cordeiro returned to LNBio with data for both drug
targets and new chemical structures with good activity.

Novartis has a long-standing commit-
ment to malaria. Overall, we have deliv-
ered more than 900 million treatment
courses of our antimalarial, Coartem. In
2019, we celebrated the 10 anniver-
sary of the first dispersible artemisinin-
based combination therapy (ACT) devel-
oped by Novartis and Medicines for
Malaria Venture (MMV) to treat malaria
in children and infants. Since its launch
in 2009, we have distributed more than
390 million pediatric courses in 50
countries, contributing to a significant
reduction in malaria deaths. In addition,
in collaboration with MMV, we are work-
ing to develop a new formulation of Coar-
tem for infants weighing less than 5 kilo-
grams, one of the most vulnerable groups
affected by the disease and for whom
thereis currently no approved treatment.

Drug discovery efforts at NITD have
delivered an industry-leading pipeline
of drug candidates to address the
emerging threat of resistance and sup-
port malaria elimination. Novartis leads
two of the most advanced malaria
development programs worldwide, fea-
turing compounds that employ new
mechanisms of action and activity
against resistant strains of the disease.

With scientific and financial support
from MMV in collaboration with the Bill
& Melinda Gates Foundation, we are
conducting a Phase Il efficacy and
safety study of KAF156 (ganaplacide)
in combination with a new once-daily
formulation of lumefantrine. The trial is
assessing adults and children with
uncomplicated Plasmodium falciparum
malaria to determine the most effective
and tolerable dose at the shortest

dosing regimen. During 2019, we expe-
rienced difficulties with clinical supplies
of KAF156, and as aresult, had to pause
clinical trial activities. We anticipate
being able to restart them in 2020.

Novartisis also running a Phase Il dose-
escalation study of KAE609 (cipar-
gamin) in collaboration with MMV and
with financial and technical support from
the Wellcome Trust to better understand
its safety and efficacy profile.

If successfully developed, these com-
pounds would represent the cutting
edge of next-generation antimalarials
beyond ACTs and provide new options
to treat the disease. Novartis is under-
writing these trials with a commitment
of more than USD 100 million through
2023. This investment will also help
expand access to pediatric antimalarials,
and strengthen clinical trial sites in Africa
where malaria takes the greatest toll.

To complement these efforts, we cre-
ated an insectary at our research site
in Emeryville, California, in the US, to
study mosquitoes that transmit Plasmo-
dium vivax malaria, the most wide-
spread form of the disease. Scientists
can extract the microbe andinjectitinto
human cells or animals to generate
disease models, which aid research
teams. Novartis is one of a few pharma-
ceutical companies to have such a facil-
ity in-house.

In April, Novartis commemorated World
Malaria Day - together with the Asia
Pacific Leaders Malaria Alliance, RBM
Partnership to End Malaria, Malaria
Consortium, Malaria No More UK and
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Malaria No More US - with the launch
of the Malaria Futures for Asia report.
Building on our initial report focused on
Africa in 2018, this study featured
insights from local malaria experts in
government, the research community,
and nongovernmental organizations
(NGOs) in Asia to discuss progress and
challenges in achieving the 2030
malaria elimination goals. In 2019, we
also completed our Africa work by sur-
veying an additional four highly endemic
central African countries. Based on this
data, we released an expanded version
of the Malaria Futures for Africa report
at an RBM meeting in Abuja, Nigeria, in
October.

Alsoin October, the KENUP Foundation,
together with the European Commis-
sion and with support from Novartis,
launched a first-of-its-kind EUR 300
million fund to advance malaria R&D at
the World Health Summit in Berlin, Ger-
many. The funds will be extended as
venture loans to nine companies with 17
antimalarial projects, spanning treat-
ment, vaccines and a field diagnostic.
Backed by the European Union, loan
repayment will be contingent on suc-
cess. Only companies that produce
commercially viable products will have
to repay the loans with interest. This
new fund is part of a broader trend of
using innovative financing to support
large-scale improvements to health
services, infrastructure, regulatory
capacity and public-private partner-
ships that advance global health.

Using artificial intelligence (Al) to
help accelerate leprosy elimination
For over 30 years, Novartis and the
Novartis Foundation have been work-
ing with partners around the world to
help eliminate leprosy. The global dis-
ease burden has been reduced by 99%
since the introduction of multidrug ther-
apy in 1981. We have contributed to this
effort by donating multidrug therapy
through the World Health Organization
(WHO) since 2000, helping treat more
than 7 million patients worldwide. The
Novartis Foundationis a founding mem-
ber of the Global Partnership for Zero
Leprosy, established in 2018 to help
interrupt transmission and achieve zero
new leprosy cases.

In March, the Novartis Foundation and
Microsoft announced a strategic alli-
ance to develop an Al-enabled digital
health tool to aid in the early detection
of leprosy. The initiative’s vision is to
accelerate leprosy detection, thus ena-
bling earlier care and preventing
patients from developing nerve damage
or transmitting the infection to others.
Microsoft and the Novartis Foundation
are collaborating with local investiga-
tors from the Oswaldo Cruz Foundation
(Fiocruz) in Brazil, with support from
Novartis in India. The group developed
a protocol to collect, examine and pro-
cess anonymized leprosy skin lesion
images. This data is currently training
an Al algorithm with the aspiration to
give an accurate indication if the dis-
easeis present or not. The imagery and
Al code are planned to be made pub-
licly accessible at a later stage to
empower leprosy scientists to acceler-
ate research in this field and improve
patient outcomes.

This initiative builds on the five-year
Leprosy Post-Exposure Prophylaxis
(LPEP) program, which tested the real-
world effectiveness of preventative
treatment for reducing the risk of lep-
rosy in close contacts of newly diag-
nosed patients. Country-level results
are exemplary. In Nepal, for example,
LPEP successfully traced 55 715 con-
tacts, identifying a risk of leprosy in
94% and providing preventative treat-
ment. The evidence generated by
LPEP has led to this strategy being
included in the WHO Guidelines for the
Diagnosis, Treatment and Prevention
of Leprosy. In November, we presented
results, to be published in 2020, show-
ing through epidemiological modeling
that large-scale implementation of this
strategy could reduce the number of
new leprosy cases globally by 75% by
2030 and 90% by 2040.

Expanding our impact oninfectious
and neglected tropical diseases

Novartis is a signatory to the London
Declaration on Neglected Tropical Dis-
eases, which aims to control, eliminate
or eradicate 10 diseases by 2020. Inline
with our reaffirmed commitment, NITD
and the Genomics Institute of the
Novartis Research Foundation (GNF)

have developed, in partnership with the
Wellcome Trust, a promising portfolio
of novel drug candidates for the treat-
ment of three kinetoplastid diseases:
human African trypanosomiasis (sleep-
ing sickness), leishmaniasis and Cha-
gas disease. Together with our leprosy
elimination effort, this strategic focus on
kinetoplastid parasitic diseases would
address four out of 10 diseases in scope
of the London Declaration.

GNF and NITD advanced LXE408 for
the treatment of visceral leishmaniasis.
LXE408 is a first-in-class inhibitor of
the kinetoplastid proteasome, discov-
ered by Novartis (with financial support
from the Wellcome Trust). The candi-
dateisinaPhase | clinical trial to estab-
lish the pharmacokinetics, safety and
tolerability of single doses and multiple
doses in healthy volunteers, and we
enrolled our first patient in January
2019.

After a decade of research, NITD iden-
tified an antiviral compound with poten-
tial activity on dengue, an infectious
disease that causes illness in 100 mil-
lion people ayear and can lead to death
in severe cases. We are currently con-
ducting safety studies for this com-
pound, with the aim of initiating a clini-
cal trial by the end of 2020.

We also continue to make progress
against under-resourced infectious dis-
eases. In February, Novartis received
approval from the US Food and Drug
Administration (FDA) for Egaten (tricla-
bendazole) for the treatment of fascio-
liasis. This neglected disease, com-
monly known as liver fluke infestation,
affects an estimated 2.4 million people
globally. Egaten is the only drug
approved in the US for the treatment of
people with fascioliasis and is currently
the only treatment recommended by
the WHO. This approval is expected to
facilitate drug licensing and import to
endemic countries, helping ensure suf-
ficient and prompt availability of the
drug when needed. Novartis has been
donating Egaten to the WHO since
2005, helping to treat around 2 million
patients in more than 30 countries.
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Diarrheal diseases are a leading cause
of mortality, and cryptosporidium
infection is a major pathogen responsi-
ble for diarrhea-associated death in
young children in developing countries.
Through an exploratory effort leverag-
ing the results of our malaria research
program, we identified the apicompl-
exan lipid kinase Pl4K as a potential
molecular target for new medicines to
treat diarrhea caused by cryptosporid-
ium. The Bill & Melinda Gates Founda-
tion supported the preclinical develop-
ment of the initial candidate KDU731. In
2019, through intensive medicinal
chemistry efforts at NITD, we were able
to develop an analog of KDU731 into a
soft drug candidate that has a promis-
ing in vivo efficacy with little systemic
exposure following oral administration,
thereby improving its safety profile. Soft
drugdesignrepresents anew approach
that integrates metabolism considera-
tions early into the drug design process.
This new drug candidate is currently
advancing through preclinical studies.

In2016, the WHO updated its treatment
guidelines for multidrug-resistant
tuberculosis (MDR-TB) to include our
medicine clofazimine. In 2019, the WHO
revised its guidelines and now recom-
mends clofazimine for both the longer
and the shorter treatment regimens.
Further, Novartis applied for WHO
prequalification of clofazimine for the
treatment of MDR-TB. Prequalification
would facilitate patient access in coun-
tries where the drug is most needed.
We continue to work with regulatory
agencies around the world to expand
the clofazimine label to include this indi-
cation. In November, the health author-
itiesin South Africa approved Lamprene
(clofazimine) 100 mg for the treatment
of MDR-TB; we expect a decision on
Lamprene 50 mg in 2020.

Novartis is also providing clofazimine to
independent researchers who are
investigating its use in non-tuberculous
mycobacterial infections (NTM). In view
of the highunmet need, especiallyin the
US, Novartis is working closely with the
FDA to help ensure patient access to
clofazimine for compassionate use via
its Managed Access Program. Since
2017, approximately 2 200 patients
have received clofazimine through this
process. A similar programis also avail-
able to NTM patients in Canada.
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Unleashing the power of Ghanaian plants against leishmaniasis

Leishmaniasis is a growing public health problem with high rates of morbidity and
mortality. Migration, climate change, deforestation and urbanization are all con-
tributing to the spread of leishmaniasis. Newer treatments are superior to older

medicines but can still be highly toxic.

Edmund Ekuadzi, a former Novartis Next Generation Scientist program fellow who
works at the Kwame Nkrumah University of Science and Technology Central Lab-
oratory in Ghana, is exploring the anti-leishmanial properties of Ghanaian plants
used in traditional medicines. Dr. Ekuadzi is a fellow at the Wellcome Centre for
Anti-Infectives Research at the University of Dundee in Scotland. There, he is
being trained in bioassay-guided fractionation, a technique that will enable him to
isolate anti-leishmanial compounds from his plant extracts. Through this experi-
ence, Dr. Ekuadzi will acquire the expertise necessary to continue his drug dis-

covery program.

Addressing the needs of children
We have a long-standing commitment
toresearch and develop pediatric med-
icines. We have pioneered many first-
in-class pediatric treatments, and we
continue to lead the industry in spon-
soring Phase I-lll pediatric clinical trials
in the US, as well as in Europe, where
we sponsor more than twice as many
trials as any other biotech or pharma-
ceutical company. We were the first
company to manufacture oral therapy
for asthma in children, and we led
the first industry-sponsored global
interventional trial with Lucentis (ranibi-
zumab injection) for retinopathy in
extremely premature infants in Europe.
Further, more than half (51%) of all
Novartis medicines approved by the
FDA contain a pediatric indication listed
in the prescribing information.

In 2019, we received FDA approval for
Zolgensma (onasemnogene abeparvo-
vec-xioi), a one-time gene therapy for
the treatment of pediatric patients less
than 2 years old with spinal muscular
atrophy. And Lucentis received Euro-
pean approval for preterm infants with
retinopathy of prematurity, making it the
first and only licensed pharmacological
treatment for this indication.

Sickle cell disease is a global health
problem, with the highest disease bur-
den concentrated in sub-Saharan
Africa. It is estimated that approxi-
mately 1 000 childrenin Africa are born
with SCD every day, and more than half
die before their fifth birthday. Novartis
is currently developing a child-friendly
formulation of hydroxyurea that would
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SANDOZ STATEMENT OF
INTENT FOR ADDRESSING
AMR: AREAS OF FOCUS

Prevention: initiatives to drive 8
responsible manufacturing 8 8 8
standards that help reduce the
environmental impact of the
production of antibiotics

Access: global andlocal

collaborations with a range of C<§
partners to help improve access to
anti-infectives

Stewardship: global andlocal
initiatives to ensure prescription of
the right drug at the right dose for
the right duration

@

Innovation: non-traditional
research and development to
explore innovative solutions to
prolong the life of existing
antibiotics and improve patient
adherence to therapy

/m

Courses of pediatric amoxicillin
supplied to treat more

than 280 000 patients with
childhood pneumonia

facilitate administration of the medicine
for children unable to swallow capsules.

Despite a reduction in child mortality by
more than half since 1990, infectious dis-
eases continue to take a significant tollon
children. There is an urgent need for new
medicines and therapeutic approaches
to solve acute public health challenges in
low- to middle-income countries (LMICs).

In addition to our work with MMV on the
development of aninfant formulation of
our antimalarial, Coartem (see page 22),
we are exploring a pediatric formulation
of Lamprene (clofazimine) to treat lep-
rosy and drug-resistant tuberculosis.
We are also meeting with health author-
ities and local clinics in India, a country
with a high burden of these two dis-
eases, to better understand how we can
strengthen our capacity to conduct
pediatric clinical trials in the country.

Responding to the call from UNICEF to
combat childhood pneumonia, Sandoz
developed pediatric amoxicillin, today
recommended by the WHO as first-line
treatment for childhood pneumonia. To
date, Novartis has supplied almost 7
million pediatric amoxicillin courses to
UNICEF and Médecins Sans Frontieres,
helping treat more than 280 000 young
patients with childhood pneumonia.
Novartis continues to be active in the
fight against childhood pneumonia
through the Every Breath Counts Coa-
lition, a global network of partners, rep-
resenting more than 30 organizations,
that are working to help target and
increase investments for pneumonia
prevention, diagnosis and treatment to
help end preventable child pneumonia
deaths by 2030. The partners will work
to expand pneumococcal vaccine cov-
erage and increase access to better
diagnosis and treatment tools, includ-
ing pulse oximetry and child-friendly
amoxicillin.

Through the Global Antibiotic Research
& Development Partnership (GARDP),
we are working to accelerate the devel-
opment and availability of generic anti-
biotics to help reduce child deaths from
drug-resistant infections. In 2019, we
started the country registration process
for a heat-stable form of a pediatric anti-
biotic to increase access for children in
LMICs. In addition, we are developing an
antibiotic to treat neonatal sepsis.

Addressing antimicrobial
resistance

Antimicrobial resistance (AMR) is rec-
ognized by the WHO as one of the major
threats to global public health and
requires action across all government
sectors and society. While antibiotics
are the cornerstone of modern medi-
cine and have saved countless lives,
their misuse and overuse is accelerat-
ing AMR.

The Global Action Plan on AMR states
that, without harmonized and immedi-
ate action on a global scale, the world
is heading toward a post-antibiotic era
in which common infections could once
again become leading killers and also
undermine many other advances in
health and medicine. AMR could lead to
10 million more deaths annually by
2050.

Sandoz, our generics division, is the
world’s largest provider of high-quality,
affordable antibiotics. We therefore
recognize the need to find the right bal-
ance between improving access to
existing antibiotics and helping ensure
that they are used in a responsible and
sustainable way. We are committed to
playing a leading role in efforts to com-
bat the growing threat of AMR and are
actively involved in global and local
partnerships to help ensure the respon-
sible and appropriate use of antibiotics
in line with the WHO guidelines. Across
countries, we work with health authori-
ties and healthcare professionals to
foster stewardship and education. We
also work with NGOs and not-for-profit
organizations to expand access to
antibiotics regardless of patient afford-
ability. Further, we are partnering with
stakeholders to bring innovation to
existing antibiotics.

Sandoz is an active participant as a
board member of the AMR Industry Alli-
ance, the premier life sciences industry
organization working to address AMR
through multisectoral approaches. With
other stakeholders, we are working to
combat AMR while helping ensure
patient access to life-saving antibiotics.
In March, a spokesperson from Sandoz
was invited to speak at The Economist’s
AMR 2019 event in the UK about how
to address the increasing threat of
AMR.
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Photo FinnSong, an
associate clinical scientist
at Novartis in Shanghai,
China, enjoys free time on
the weekend.

STRATEGIC AREAS

Being aresponsible citizen

Why is itimportant?
v

Multinational companies have a great responsibility and an even greater opportunity to
lead the world in creating positive social change. As more companies embrace social
impact as a core business objective, society’s trust in the private sector will grow. Strong
leadership is needed now more than ever to move beyond business as usual and
catalyze a global response to complex societal challenges like climate change.

In this section
Read about our efforts to protect the safety of those using our medicines, care for our people and minimize our impact on the environment:

v v v v

Patient safety Our people Diversity and inclusion Environmental

Launched Authentifield by Committed toinvest USD100 Introduced a global guideline sustainability

Novartis to empower low- and million over the next five yearsin providing for atleast 14 weeks paid  Launched the Novartis Plastic-
middle-income countries with expanding learning opportunities leave for all parents, regardless of Free Workplace to phase out
mobile and affordable sensor for our employees gender, after the birth or adoption single-use plastics at all Novartis
technology that can detect ofachild sites by 2021

falsified and counterfeit medicines — P44

— p.42

— p.45 — p.48
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Klaus Schwab Head of the World Economic Forum; adapted from aninterview to FT Moral Money on Jan. 14, 2020

v

\When a company engages in something which is addressing the general public, the
company does not serve its stakeholders, but is itself a stakeholder of our global future.
A corporation, particularly a multinational, has a responsibility to work together with
governments and civil society to address the big global challenges. The underlying
assumption s that those big challenges cannot be solved by governments alone or by

business alone or by civil society. You need cooperation.

Our approach and performance

Novartis is committed to playing a pos-
itive and constructive role in society. We
are focused on building a company
that our customers, associates, share-
holders and partners can all be proud
of. Above all, we aim to discover and
develop breakthrough treatments that
improve and extend people’s lives, and
to deliver them to as many people as
possible. Our primary concernis to pro-
tect the safety and well-being of every-
one who uses our medicines. And we
strive to engage with patients and car-
egivers worldwide to help ensure their
needs and concerns are reflected in our
clinical research and business opera-
tions. We want to be a responsible citi-
zen wherever we do business, and we
aim to minimize our environmental
impact around the world.

Helping ensure patient health and
safety

Our patient health and safety activities
are focused on three key areas: patient
safety and product quality, combating
counterfeit medicines, and health edu-
cation and prevention. We maintain an
array of systems and processes, backed
by cutting-edge technology, to continu-
ously monitor and systematically review
the data collected for all products in our
portfolio, both on the market and in
development. It is also our responsibil-

Patient health and safety performance indicators
Pharmacovigilance, safety profile and quality of drugs performance indicators

ity to balance the risks and benefits of
our treatments, and clearly reflect these
in the product labeling, so that patients
together with their physicians can make
informed treatment decisions.

MAINTAINING PATIENT SAFETY AND
PRODUCT QUALITY

Patient safety and product quality are
our top priorities. We maintain a robust
quality system with harmonized pro-
cesses and procedures. These include
providing integrated medical safety
evaluations and benefit-risk assess-
ments as well as monitoring the quality
and safety of in-market and investiga-
tional products. This quality system is
compliant with regulatory requirements
and standards.

Further, we regularly participate in
health authority inspections to help
ensure the highest quality in our manu-
facturing facilities. A total of 177 inspec-
tions were completed in 2019, and all
butsevenwere deemed good or accept-
able (96%). The slight increase from last
year is due to new acquisitions and
increased inspection focus on our clin-
ical activities. In each of these cases,
corrective and preventative actions
were taken to improve our systems in
product quality, patient safety, clinical
trial monitoring and manufacturing
compliance; the actions were accepted
by the local health authority.

2019 2018 2017
Novartis Group health authority regulatory reporting (ICSRs)" (%) 2 98.6 99.1 NA
Regulatory inspections without major findings (%)2 96.0 98.5 99.1

' ICSRs: individual case safety reports

2 % represents on-time regulatory submissions. Pharmacovigilance activities between the
Innovative Medicines, Sandoz and Alcon Divisions were integrated in 2017 under one single
pharmacovigilance system, leading to one single health authority regulatory reporting
metric as of January 1, 2018. Prior to that time, individual divisional metrics were tracked.
Alcon became a separate company in 2019. Its data is no longer included in the Novartis
Group health authority regulatory reporting (ICSRs) % as of July 2019. Data reflect January
to November 2019.

3 Data represent continuing operations.
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For the manufacturing of medical
devices, we hold the relevant certifica-
tions from independent bodies. In Sep-
tember, we received the world’s first
medical device certification under the
new EU Medical Devices Regulation
by the British Standards Institution noti-
fied body for the Novartis Conceptt
inhaler device used to administer
inhaled medication. For the manufac-
turing, supply and distribution of our
pharmaceutical products, we hold the
relevant manufacturing licenses and
GMP/GxP certificates issued by the
appropriate health authorities - the US
Food and Drug Administration (FDA),
the European Medicines Agency, the
World Health Organization (WHO) and
SwissMedic - that confirm after inspec-
tion that our duties, including our qual-
ity management systems, comply with
their regulatory requirements.

BOOSTING PHARMACOVIGILANCE
EFFORTS

We continue our efforts to strengthen
pharmacovigilance capabilities in low-
and middle-income countries (LMICs).
For example, in Jordan, together with
local health authorities, we organized
lectures and education campaigns for
healthcare practitioners (HCPs) toraise
awareness of best practices in pharma-
covigilance and adverse event report-
ing. Similar activities were conductedin
Egypt, also involving patient organiza-
tions.

In Turkey, we surveyed HCPs to gauge
understanding of pharmacovigilance
and solicit input on improving and
streamlining the process for reporting
adverse events. The survey outcome
will be shared with the local health
authority along with recommendations
to improve patient safety.

In Senegal, through a partnership with
Dakar University, we continued to train
pharmacy students and pharmacists on
pharmacovigilance standards and
practices.

In Morocco, we conducted a meeting
withinternal and external stakeholders,
including representatives from the Min-
istry of Health, to promote the impor-
tance of quality and safety of medicines
for multiple sclerosis.

The overall number of adverse events
reported to Novartis is growing, thanks
in part to our education programs on
pharmacovigilance, the widespread use
of digital technology, and increasing
reporting requirements. To manage this
surge of data, we are exploring the
development of advanced algorithms to
screen and analyze data sources for
adverse events. Novartis is leading and
supporting various projects that employ
robotic process automation, machine
learning and natural language process-
ing as acomplement to traditional phar-
macovigilance methods.

In 2019, we initiated activities to obtain
an ISO certification of our pharmacovi-
gilance governance. We also started a
risk-based analysis of safety reports to
trigger investigation into suspected fal-
sified medicines when adverse events
seem disproportionate.

COMBATING FALSIFIED AND COUNTERFEIT
MEDICINES

Novartis is actively combating falsified
and counterfeit medicines, and scaling
up efforts to protect patients taking our
medicines. Through our actions, we
estimate that we have helped prevent
falsified and counterfeit medicines from
reaching and harming more than 1.2 mil-
lion patients since 2017.

While we made significant progress in
2019, stronger collective action is
required to protect patient safety and
effectively tackle this emerging global
health crisis. Pharmaceutical crimes are
at an all-time high, with new incidents
growing by 35% from 2017 to 2018.
Against this background, Novartis
expects toincrease its anti-counterfeit-
ing operational budget by 20% in 2020,
and add six full-time employees,
expanding our forensics, data analytics,
governance and regional operational
capabilities in Southeast Asia, Africa
and the Americas.

Governance

Our Anti-Counterfeiting Steering Com-
mittee now includes two members of
the Executive Committee of Novartis
(ECN), and is chaired by the Global
Head of Novartis Business Assurance
& Advisory (NBAA). Our Anti-Counter-
feiting Working Group added represen-
tatives from our business operations
within the Novartis Pharmaceuticals
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business unit and two additional func-
tions - Ethics, Risk & Compliance (ERC)
and Pharmacovigilance - raising the
number of functions supporting the
program to 15. We also launched a
China Anti-Counterfeiting Working
Group to accelerate efforts in this stra-
tegically important country.

Intelligence

We designed a software-based risk
map to analyze and visualize global
counterfeiting activities, and integrated
it into the ERC-NBAA dashboard, giv-
ing us a sharper view of problems as
they arise and a better understanding
of emerging trends.

We enhanced our in-house forensic
capabilities by acquiring a third mobile
laboratory covering the Asia-Pacific
region. Together with similar capabili-
ties in the Americas and in Europe, the
Middle East and Africa, these technol-
ogies help us detect suspected coun-
terfeit medicines and enable timely
support of local health authorities and
law enforcement.

A key milestone in 2019 was the launch
of Authentifield by Novartis to empower
LMICs with mobile and affordable
spectrometric sensor technology that
can detect falsified medicines by per-
forming noninvasive testing of a sus-
pect sample to compare it to the library
of genuine Novartis products. We
deployed 50 smart sensors, primarily in
Africa, focusing on medicines in the
Novartis Access portfolio as well as
treatments for malaria, heart failure and
sickle cell disease. Based on the out-
come of these activities, in 2020, we
aim to deploy at least 200 more sensors
worldwide, covering the most at-risk
products in our portfolio, to strengthen
capacity both within our company and
among local partners.

To help ensure product package integ-
rity, we maintained a global network of
248 secondary packaging security ver-
ifiers in 77 countries, who performed
528 secondary packaging inspections
of suspected falsified medicines in
2019.

Prevention

Finding and eliminating the sources of
falsification early on can help save lives.
We continue to monitor the 25 most tar-

geted Novartis products on online phar-
macies, social media and commercial
platforms to detect suspected cases of
falsification. This led to 102 online inves-
tigations and the removal of 13 891 ille-
gal listings in 2019.

In collaboration with local authorities,
we also performed market surveys of
highly targeted products in countries
such as Mexico, Brazil, Egypt, Vietham
and Ghana, leading to investigations and
subsequent enforcement measures.

Enforcement

We investigated 268 incidents of sus-
pected falsified medicines (i.e., a 23%
increase compared to 2018), which led
to 61 successful enforcement actions
and the seizure of over 2 million falsi-
fied medicines (unit dosage forms) by
law enforcement and health authorities.

Our work helped dismantle 11 illegal
pharmaceutical manufacturing facili-
ties, including one large-scale assem-
bly workshop in China that was pro-
ducing and distributing counterfeit
cardiovascular drugs. In Colombia, we
partnered with law enforcement and
health authorities to identify and dis-
mantle criminal networks engaging in
widespread social security fraud with
falsified medicines. Our partnership
with Europol through Operation Viribus
led to 234 arrests, 3.8 million seized
illicit medicine packs, and the disman-
tling of 17 organized criminal groups.

For the third consecutive year, we
joined with 12 other pharmaceutical
companies and various law enforce-
ment and health authorities (Interpol,
FDA-OCI, the Indian Directorate of Rev-
enue, and others) under the umbrella of
the Pharmaceutical Security Institute to
help disrupt international clusters of
rogue online pharmacies.

Stakeholder engagement

Our strategy to engage stakeholders
begins with raising public awareness on
the impact of falsified medicines on
patients’ safety. We actively supported
two awareness campaigns: Fight the
Fakes, a global campaign led by the
International Federation of Pharmaceu-
tical Manufacturers & Associations, and
Unreal, a cross-industry effort to inform
young consumers about the dangers of
purchasing medicines online.

We further bolstered our capacity-
building efforts by delivering 164 train-
ing sessions in 21 countries, and nota-
bly reached out to more than 2 300 law
enforcement and health authority rep-
resentatives, giving them the tools to
detect suspected falsified medicines. In
addition, we built a systematic escala-
tion mechanism to report incidents of
confirmed falsified medicines to the
WHO within seven business days, as
recommended by the Access to Medi-
cine Index 2018 report.

The work we do to detect and stop fal-
sified and counterfeit medicines con-
tributes to the larger global effort to root
out fraud, corruption andillicit trade. For
example, in July, we participated in the
presentation to the United Nations (UN)
Conference on Trade and Development
of a landmark report measuring the
impact of illicit trade on the UN Sustain-
able Development Goals. At the invita-
tion of the OECD Task Force on Coun-
tering lllicit Trade, we also contributed
to a study measuring the societal
impacts of counterfeit medicines, to be
published in 2020.

WORKING WITH PATIENTS AND
CAREGIVERS

In 2019, we celebrated the first anniver-
sary of the Novartis Commitment to
Patients and Caregivers. To help ensure
patient insights continue to inform crit-
ical decision-making processes along
our medicine lifecycle, we held dialogue
sessions with patient communities and
senior leaders, including the ECN.

More than 100 patient organizations
from approximately 20 countries en-
gaged with Novartis leadership teams
and projects in more than 18 disease
areas in 2018.

We use digitally enabled technology to
engage patient communities where
they live, so they don’'t need to travel. In
2019, we connected 400 patient advo-
cates from 20 countries across Europe
at the European Patient Innovation
Summit. This platform was established
in 2016 for patient advocates from
across Europe to discuss all aspects of
digital health, including how digital tech-
nologies can help them engage in med-
icine development, and the latest tech-
nology innovations that could improve
their lives.
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We continued to include patient insights
in early research across seven thera-
peutic areas and in our early develop-
ment programs, engaging 25 patient
organizations. Twenty-one clinical devel-
opment programs in 2018 (i.e., twice the
number asin 2017) had a patient engage-
ment component to help ensure our
development programs reflect the end-
points that matter to patients.

We affirmed our commitment to trans-
parency and reporting, with more than
30 posters and abstracts, as well as
more than 10 published manuscripts in
which we shared the insights collected
on patient preferences regarding clini-
cal outcomes. Further, we disclosed
and reported all interactions with
patient organizations globally.

Partnerships are critical to advancing
our thinking and improving patient
engagement. We continue to gain key
insights through our contributions to
and collaborations with IMI (Innovative
Medicines Initiative) projects, including
PARADIGM (Patients Activein Research
and Dialogues for an Improved Gener-
ation of Medicines), PREFER (Patient
Preferences in Benefit-Risk Assess-
ments during the Drug Life Cycle) and
HARMONY (Healthcare Alliance for
Resourceful Medicines Offensive
against Neoplasms in hematology), as
well as the EFPIA (European Federation
of Pharmaceutical Industry) Patient
Think Tank, CTTI (Clinical Trials Trans-
formation Initiative), TransCelerate and
PFMD (Patient Focused Medicines
Development). To date, we have com-
pleted 28 IMI projects and are currently
engaged in 41 IMI projects supporting
the progression of healthcare and sci-
ence. By working together, we believe
we can help build a systematic and con-
sistent approach to patient engage-
ment across the healthcare system.

Patient support programs

In addition to the awareness and edu-
cation activities run by Novartis Social
Business and the Novartis Foundation
(see pages 25 and 29), Novartis engages
in patient support programs (PSPs).

For example, since 2004 in Brazil, we
have been offering Vale Mais Saude, an
adherence program for patients who
pay out-of-pocket for their medicines.
The program provides information to

patients on treatment compliance as
well as educational materials on their
condition and tips for healthy lifestyles,
including diet and exercise. Conditions
covered are diabetes, hypertension,
glaucoma, epilepsy, asthma and chronic
obstructive pulmonary disease. This is
one of the largest programs in Latin
America among pharmaceutical com-
panies, with more than 5 million patients
enrolled.

Despite the seriousness of a cancer
diagnosis, adherence rates to oral
cancer therapy can be as low as 40%.
This is due to many factors, including a
lack of treatment understanding, high
treatment and emotional burden, and
side effects. PSPs can help address the
root causes that influence treatment
adherence by educating patients about
their condition and treatment, reducing
perceived and real barriers to treat-
ment, and improving their emotional
and physical well-being. Channels for
reaching out and providing information
and support to patients include nurse
calls, face-to-face counseling, emails,
text message, print and direct mail,
websites, apps and more. Novartis sup-
ports more than 240 oncology adher-
ence-focused PSPs in 43 countries.

For more on how we work to expand
access to medicines for underserved
patient populations, see the Pricing &
Access (pages 20-31) and Global Health
(pages 32-38) sections of this report.

Caring for our people

Our company’s culture is central to
stimulating innovation, driving long-
term value and maintaining our reputa-
tion. Our goal is to help employees feel
inspired, curious and unbossed. This
starts with developing strong and self-
aware leaders who set clear priorities,
empower their teams, and encourage
employees to speak their mind and take
smart risks.

More than 120 top leaders completed a
yearlong leadership development pro-
gram to build the capabilities they need
to help transform our culture. We plan
to cascade key aspects of this program
to 10 000 leaders over the next three
years, helping embed the new leader-
ship approach in our organization. We
believe effective leadershipis grounded
in self-awareness, and in 2019, we rolled
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out a new online assessment tool that
allows leaders to get feedback from col-
leagues and team members on how well
they are encouraging an inspired, curi-
ous and unbossed culture. In addition, a
range of tools monitor progress within
the organization and provide regular
feedback. In an annual survey, employ-
ees gave their managers an approval
score of 82, 5 points higher than the
global benchmark. A new quarterly sur-
vey to assess employee engagement in
November 2019 showed a score of 74, 4
points above the pharmaceutical indus-
try benchmark, with a score of 78 for
sense of purpose, 2 points above the
benchmark.

We are building a culture that simulates
curiosity and provides multiple oppor-
tunities for employees to learn from col-
leagues and external experts. A popu-
lar employee-crowdsourced idea to
support culture change prompted us to
announce anew investment of USD 100
million over five years, in addition to our
existing training budget of approxi-
mately USD 200 million per year. And
we are encouraging all employees to
devote 100 hours per year to learning
activities, compared to the current aver-
age of nearly 36 hours.

Specifically, we aim to provide in-depth
learning content and offer flexible ways
for people to access that content when-
ever and wherever they want. In 2019,
through a collaboration with Coursera,
we began giving employees free access
to 3 500 virtual courses provided in con-
junction with 200 leading global universi-
ties. During the first year, more than 7 000
users took part in over 1 800 courses,
many relating to leadership and digital
skills, amounting to nearly 85 000 hours
of training. In addition, 11 000 employees
completed more than 370 000 shorter
courses and training videos available

from LinkedIn Learning. We also
launched virtual language training and
around 14 000 people took part, sup-
porting effective communication among
colleagues frommore than 120 countries.

All this activity culminated in our second
Novartis Learning Month in September,
when over 15 000 employees devoted
100 000 hours to learning and partici-
pated in 130 webinars and 250 local
learning events. This increased prioriti-
zation of learning resulted in Novartis
being recognized as a leader across
sectors by the Association of Talent
Development (Excellence in Practice
Award), Chief Learning Officer Maga-
zine (Chief Learning Officer Award) and
Cornerstone (Learning Strategy Inno-
vation Award).

Curious and self-aware leaders also
supportinclusive environments. As part
of our focus on learning and culture
transformation, we have developed
modules on inclusive leadership, active
listening and psychological safety, to
mention a few. These modules contain
resources, ranging from small nudges
to deep-dive exercises, to help leaders
and teams discuss their inclusive behav-
iors and areas for improvement. In 2019,
more than 1500 employees took partin
these culture activation modules.

In September, the Novartis Learning
Institute was launched to further sup-
port curiosity and promote a consistent
learning offering across seven regions,
with full global coverage expected to be
in place by the end of 2020.

To provide fresh insight into ways of
transforming our leadership and cul-
ture, we also invited external thought
leaders such as Dan Pink, Adam Grant
and Margaret Heffernan to speak at
global town halls.

Diversity and inclusion performance indicators

To strengthen our digital learning capa-
bilities, we further enhanced the Digital
Awareness Hub (launched in 2018) to
help demystify digital technology. The
hub was used by 33 000 people, rep-
resenting about a third of allemployees.

A digital immersion course was also
developed for leadership teams, includ-
ing hands-on simulation with opportu-
nities to experience and use the latest
technologies. This was completed by
approximately 2 000 leadersin2019.In
collaboration with Coursera, Novartis is
also enabling selected employees toearn
amaster’s degree (MSc) in data science.

Our purpose provides a major source
of inspiration for employees, and we
constantly seek ways to show them
how their work contributes to its fulfill-
ment. In addition, we aim to inspire our
employees by providing them with a
working environment and practices that
encourage them to do their best work.
For example, we are transforming our
approach to performance management
in line with the unbossed philosophy.
The new process was launched with a
pilotinvolving more than 16 000 employ-
ees in eight countries, and made sev-
eral important changes, eliminating
individual performance ratings while
stressing the importance of teamwork
and collaboration.

Goals canbe set or changed at any point,
instead of being fixed at the beginning of
the year. Peers and colleagues as well as
managers provide regular feedback,
ensuring this is more constructive and
comprehensive. Rewards are decided by
fellow employees using a mutual recog-
nition platform called SPARK. The expe-
rience we gained will inform how we
extend the process across the company
over the next two years.

2019' 20182 20172

Management representation by gender (% female / % male)?

Overall 44 / 56 42 /58 41 /59
Novartis Top Leaders* 31/69 28/72 27/73
Senior management 38/62 36/64 34 /66
Middle management 45 /55 43 /57 42 /58

Gender representation of Board of Directors (% female / % male) 25/75 25/75 23/77

' Data represent continuing operations.
2 Data represent continuing and discontinued operations.

4 Novartis Top Leaders comprise the approximately 350 most senior managers at Novartis,
including the Executive Committee of Novartis.

3 Management defined by Global Job Level Architecture and Novartis Top Leaders
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VALUING THE DIVERSITY OF OUR PEOPLE
AND NURTURING AN INCLUSIVE
ENVIRONMENT

In 2019, we made progress toward cre-
ating adiverse and inclusive workforce,
implementing a number of major initia-
tives.

v

The Novartis diversity and inclusion
(D&l) strategy focuses on six goals:

1 Reach balanced gender in
management: balance gender
representation in management by
2023 to fuel innovation, business
value and positive impact on society

2 Attract and retain diverse talent:
develop a sustainably diverse talent
pipeline that meets present and
future business needs at the global
and local level, generates ideas and
value, and attracts new talent

3 Foster inclusive behaviors: enable
employees to experience an
inclusive environment where they
feel heard, respected and valued,
resulting in increased engagement
and innovation

4 Build internal communities: build
global D& communities to connect
and energize employees, foster
belonging, and allow them to make
a positive impact on our culture

5 Promote LGBTI equity: uphold
LGBTI human rights, accept and
respect LGBTI employees, and
create an inclusive workplace by
supporting the UN LGBTI Standards
of Conduct for Business

6 Improve pay equity and
transparency: deliver on the UN
Equal Pay International Coalition
(EPIC) pledge to achieve gender
balance and further improve our
pay equity/transparency processes
by 2023

We remain committed to achieving gen-
der balance in management by 2023,
with the percentage of women manag-
ers at 44%. The number of women on
the ECN rose to three, up from two in
2018, and women now head both the
Novartis Pharmaceuticals and Novartis
Oncology business units within our
Innovative Medicines Division.

We made progress toward the EPIC
pledge to close the gender pay gap by
2023. One important step is to remove
bias by eliminating historical salary data
when making job offers. This was
achievedin 2019 in seven countries cov-
ering 40% of global hiring, including the
US and India. Further, following France
in 2018, we plan to introduce pay trans-
parency in seven additional countries in
2020, including the US and Switzerland.

We also began implementing a new
global guideline providing for at least 14
weeks’ paid leave for all new parents,
regardless of gender, to support the
well-being of their families after the
birth or adoption of a child. Currently
82% of employees in more than 40
countries can benefit from the guide-
line. By January 2021, we expect it to
cover all Novartis employees, helping
them feel more fulfilled and inspired in
their work and home lives.

Flexible working is a key component of
our balanced gender strategy and can
help employees sustain their energy
and impact at work. As such, our Ener-
gized for Life initiative supports flexible
working practices across all our coun-
tries. For example, open positions in
Switzerland are increasingly advertised
as 80-100%, and other flexibility
options (e.g., home office, compressed
work week, work-life balance contract,
job sharing) are included in the hiring
discussions for these positions.

We continued to roll out the Energized
for Life initiative, including programs to
improve employees’ health and well-
being. We aim to provide our associ-
ates with strategies and tools to be their
best selves, every day and everywhere.
Increased impact on yourself (energy,
resilience and mental agility) can lead
to an increased impact on others (e.g.,
energy giver, helping and inspiring oth-
ers). Our alliance with an external com-
pany that gives advice and support in
areas like nutrition, movement, mindset
andrecovery now extends to all employ-
ees worldwide and has reached about
50 000 associates in the top countries.
In addition, we expanded our program
that supports people affected by a
range of medical conditions, including
cancer and neurological and cardio-
metabolic disorders, to cover 80 000
employees and their families in more
than 70 countries.
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As the first major pharmaceutical com-
pany to support the UN LGBTI Stand-
ards of Conduct for Business, we also
maintained our focus on fighting dis-
crimination against lesbian, gay, bisex-
ual, transgender and intersex (LGBTI)
people. Novartis celebrated LGBTI
inclusion through global events such as
Pride Month in June.

As part of our talent strategy to attract
and retain diverse talent, we provide
employees with opportunitiestoengage
in employee resource groups (ERGs),
which are voluntary networks linking
employees around specific topics of
interest (e.g., women and parents, peo-
ple with disabilities, ethnic and cultural
affiliation, environmental sustainability,
mindfulness, etc.). We have over 50
ERGs around the world, connecting
thousands of employees around topics
that matter to them. These ERGs make
the unique aspects of D&l more tangi-
ble to everyone and contribute to a cul-
ture of curiosity and empowerment.

For the second year in a row, we
attended One Young World, a global
summit that brings together approxi-
mately 2 000 young leaders aged 18-30
from around the world to discuss the
world’s pressing global issues. We
started with a small group of delegates
in 2018, and we are committed to send-
ing 40-45 delegates annually. In 2019,
our delegation included 45 young and
curious leaders from 23 different coun-
tries, and five returning ambassadors.
Our aim is to support our talented
employees in becoming leaders of the
future and having a positive impact on
the world.

Our progress in D&l was recognized in
a number of external indexes in 2019.
We were pharmaceutical industry lead-
ers in the Refinitiv (formerly Thomson
Reuters) D&l Index, ranking seventh
out of more than 7 000 companies
worldwide. We were also ranked No. 7
in the Dow Jones Sustainability Index,
which compares the environmental,
social and governance performance of
the world’s leading companies. We
were industry leaders in labor practice
indicators covering D&I, equal remu-
neration, and freedom of association.
In a further sign of our commitment,
Novartis has beenincluded in the 2020

Bloomberg Gender-Equality Index,
which tracks a range of measures
including female leadership and talent
pipeline, gender pay parity, and inclu-
sive culture.

CORPORATE VOLUNTEERING

The Novartis corporate volunteering
program operates avirtual platform that
matches volunteers with volunteering
opportunities. Co-sponsored by the
Global Health & Corporate Responsibil-
ity and People & Organization teams,
this online matching tool enables every
Novartis associate to register a poten-
tial global health or corporate respon-
sibility project idea, or sign up to
become a corporate volunteer. Since its
creation in 2015, over 14 200 associ-
ates from 40 countries have used the
platform, with more than 1990 new
usersin2019.In 2019, nearly 790 asso-
ciates were registered to donate pro
bono skills and time, and around 40 new
projects were initiated in addition to
those started in previous years.

For example, we started a project on
quality and supply chain awareness and
capability building in Cameroon in 2017,
and expanded it to Ethiopiain 2018 and
Uganda in 2019. Through the project,
Novartis associates train local partners
(distributors, nongovernmental organi-
zations and government representa-
tives) on topics including supply chain
and stock management, quality assur-
ance and performance tracking criteria.
This training is meant to support last-
mile delivery to patients in rural areas
by addressing bottlenecks in the sup-
ply chain.

Further, Novartis associates delivered
training on business acumen skills in
strategy, business development, social
media, finance and human resources to
the leadership of the Tanzanian Train-
ing Center for International Health, sup-
ported by the Tanzanian Ministry of
Health and Social Welfare, the Novartis
Foundation and the Swiss Tropical and
Public Health Institute.

Our largest global volunteering activity
was our annual Community Partnership
Day. In 2019, 13 789 associates from six
continents and 56 countries partici-
pated, dedicating 110 312 hours to
causes in their communities.

TRAVEL SECURITY

Protecting our associates and those
who travel on behalf of Novartisis a core
part of our Global Security mission.
Approximately 30 000 Novartis employ-
ees are frequent international travelers,
and 1300 are international assignees.
This equates to over 250 000 journeys
annually to all areas of the globe. The
Novartis Travel Security program pro-
vides all associates with tools and
advice to help de-risk their travel, spe-
cifically relating to security, medical/
health, and environmental issues. This
includes 24/7 access to online/on-call
services, as well as pretravel advice,
proactive alerts during travel, and post-
trip information where relevant. We use
a combination of third-party vendors
and in-house experts to provide this
service, and all information can also be
used to inform leisure/personal travel.

In case of a security, health or environ-
mental incident, automated up-to-date
alerts are sent to travelers’ mobile
devices, informing them about the situ-
ation and providing advice. A simple
process enables travelers to confirm via
their mobile device that they are well,
and Global Security follows up with
those requesting assistance.

In 2019, 1361 Novartis travelers were
alerted about 62 incidents in 36 countries
relating to explosions, shootings, natural
disasters, epidemics, police operations or
airport closures. Of these incidents,
47 were considered potentially life threat-
ening and, without the alerts, may have
had severe consequences for the travel-
ers; 48 related to security; and 14 related
to environmental events.

Global Security works with Real Estate
and Facility Services security experts
in assessing risks relating to Novartis
congresses, meetings and events, and
also assesses risks relating to Novartis
business activities in complex environ-
ments. For instance, to help ensure the
safety of associates working in clinical
trial sites in Africa, we mapped the
security risk, including risks relating to
civilunrest, crime and terrorism, to ena-
ble the company to determine the loca-
tion of our clinical trial sites for malaria.
The group also provides security and
intelligence analysis to the business (for
example, to support a decision to enter
a market or maintain our company’s
presence in high-risk environments).
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Expanding our environmental
stewardship

Our ambition is to be a leader in envi-
ronmental sustainability, driving change
both through our own operations and
across our supply chain. We want to
grow our business without consuming
more natural resources, and our actions
demonstrate it: While Novartis Group
sales have increased in the past 10
years, our consumption of energy and
water, as well as our greenhouse gas
emissions, have declined. For example,
we have reduced our carbon emissions
(scope1and 2) by nearly 80 000 tonnes
vs. 2016.

In 2018, the ECN approved a new envi-
ronmental sustainability strategy. Our
strategy sets ambitious targets to
become carbon neutral in our own
operations by 2025, reduce the carbon
footprint of our supply chain by at least
half by 2030, and achieve plastic and
water neutrality by 2030. Our climate
strategy was approved in 2019 by the
Science Based Targets initiative, an
organization that mobilizes companies
to set science-based targets toward a
low-carbon economy.

Although Novartis has not currently
signed a statement of support to the
voluntary recommendations of the Task
Force on Climate-related Financial Dis-
closures (TCFD), we are developing our
reporting in line with its recommenda-
tions and have started to estimate the
financialimpact of climate change risks.
Additionally, climate change has been
included as part of our Enterprise Risk
Management process and consoli-
dated into the Novartis Risk Compass.

We made our environmental perfor-
mance more visible in the organization
in 2019. We have developed an envi-
ronmental sustainability dashboard to
track quarterly progress, which is pre-
sented to the Environmental Sustaina-
bility (ES) Steering Committee and the
Trust & Reputation Committee, chaired
by the Novartis CEO. In addition, start-
ing in 2020, ES targets will be included
in senior leaders’ personal objectives.

Throughout the year, we continued to
take steps to further reduce our envi-
ronmental impact. In particular, we iden-
tified four key drivers to meet our 2025
energy target, summarized below.

Reduce our demand for energy by
improving energy efficiency: We con-
ducted 24 ES workshops globally to
identify opportunities that can support
our key sites in developing ES road-
maps. These have generated several
energy efficiency projects that we are
currently implementing, such as the
optimization of boilers and chillers for
heating, ventilation and air conditioning.

Switch to renewable energy: We are
actively investing in renewable energy
sources. Our Santa Rita East wind farm
developed with Invenergy went online
in Texas in the US in 2019. The climate
emissions from all the electricity we use
at Novartis offices and R&D facilities in
the US are now compensated thanks to
the renewable energy credits gener-
ated by this wind farm through the vir-
tual power purchase agreement. We
are actively exploring establishing a
similar arrangementin Europe that would
decarbonize our electricity sources.

Update our manufacturing technology:
We have begun to shift away from tradi-
tional chemistry manufacturing toward
more sustainable, environmentally
friendly approaches like continuous
manufacturing, biotechnology and sur-
factant technology.

Invest in greener infrastructure: Follow-
ing our decision to include carbon

pricing in our investment decisions, we
started a one-year pilot in February to
factor in a price of USD 100 per ton of
carbon for new and upgraded facilities
above USD 20 million. We will review
pilot results in 2020 and determine if
we should lower the USD 20 million
threshold to encompass a broader
range of projects.

In addition, we plan to use credible,
transparent carbon sequestration pro-
jects (offsets) - for example, natural cli-
mate solutions such as Novartis-owned
forestry projects - to further reduce our
carbon footprint.

To have a positive environmental
impact, we cannot limit our efforts to
activities that take place within Novartis,
since our supply chain makes up 80%
of our overall environmental footprint.
With this in mind, in June, in collabora-
tion with the World Business Council for
Sustainable Development, Novartis
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Carbon neutral in own operations by 2025
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Water neutralin all areas by 2030

Plastic neutral by 2030



https://www.wbcsd.org/
https://sciencebasedtargets.org/companies-taking-action/
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organized a workshop with our suppli-
ers in India to develop an integrated
energy strategy that considers all energy
uses across our value chain, and help
remove barriers to renewable energy.

We continue to reduce waste and
increase material efficiency even as we
provide more medicines to a growing
number of patients. We currently
recycle approximately 80% of all non-
hazardous waste and continue to max-
imize opportunities for reuse and recy-
cling. In late 2019, the ES Steering
Committee approved a pilot take-back
scheme in Switzerland for our
Breezhaler, the inhaler used for the
delivery of different medications for
chronic obstructive pulmonary disease.

With plastics accumulating across the
globe, harming oceans and other eco-
systems, we are focusing on phasing
out non-business-critical single-use
plastics at all Novartis sites by 2021. In
2019, we launched Novartis Plastic-
Free Workplace and, as a first symbolic
move, we asked all associates to adopt
refillable bottles and all sites to provide

Environmental performance indicators'2

drinking water from refillable sources.
We are taking a phased approach to
banning single-use plastic bottles glob-
ally by 2021. Many Novartis sites around
the world have already replaced plastic
straws and stirrers, cups, garbage bags
and styrofoam with biodegradable and
compostable alternatives. Some sites
have also launched reusable shopping
bag-sharing initiatives to reduce plastic
consumption.

These efforts are part of our ambition
to eliminate polyvinyl chloride (PVC) in
all packaging and reduce waste dis-
posal by 50% compared to 2016 levels.
We are currently assessing our global
plastic footprint, and estimate that our
factories generate around 2.5 tons of
plastic annually, which is not recycled.

So far, 90% of our manufacturing sites
globally have eliminated PVC in second-
ary and tertiary packaging, including
three sitesin 2019. We plan to eliminate
PVC from two additional sites in 2020
and from the last three remaining sites
in 2021.

2019 2018 2017
Energy use (million gigajoules), on site and purchased 12.71 13.06 13.35
Greenhouse gas (GHG) emissions, Scope 1, combustion and process (1 000 tCO,e) 347.8 334.5 330.5
GHG emissions, Scope 1, vehicles (1 000 tCO,e) 135.5 146.3 140.8
GHG emissions, Scope 2, purchased energy (1 000 tCO,e) 411.9 450.4 461.8
GHG emissions, Scope 3, business travel (1 000 tCO,e) 205.8 211.7 200.0
Total GHG emissions, Scope 1 and Scope 2 (1 000 tCO,e)* 895.1 931.2 933.1
GHG offsets (1 000 tCO,) 29.8 54.9 71.8
GHG emissions (Scope 1 and Scope 2) per sales (tCO,e per million USD) 18.86 20.80 22.03
GHG emissions (Scope 1 and Scope 2) per associate (tCO,e) 8.22 8.58 8.74
Halogenated volatile organic compounds (VOCs) (t) 27.37 78.98 75.58
Non-halogenated VOCs (t) 502.44 503.27 457.22
Non-hazardous waste recycled (%) 80.6 82.0 81.3
Hazardous waste recycled (%) 58.7 54.9 53.2
Non-hazardous waste not recycled (1 000 t) 12.9 12.5 12.7
Hazardous waste not recycled (1 000 t) 42.5 47.3 48.1
Water use (million m3) 4 67.2 69.2 72.3
Water consumption (million m3) @ 10.9 11.9 12.2

' Data represent continuing operations.

2 The 2019 environmental sustainability data published in this report are actual data for the
period from January through September, and best estimates for the period from October

3 Scope 1: combustion and process, and vehicles; Scope 2: purchased energy

through December, which will be updated with actual data in the first quarter of 2020.
Significant deviations will be reported on our website and restated in next year’s end-of-year

reports.

4 Sum of contact water and non-contact (cooling) water use
S Water discharged via treatment and water lost


https://www.wbcsd.org/Overview/About-us/India/News/Novartis-engages-its-Indian-partners-in-developing-an-integrated-energy-strategy
https://www.novartis.com/our-company/corporate-responsibility/environmental-sustainability

BEING A RESPONSIBLE CITIZEN

We are also working to improve the
sustainability of our sites across the
globe more broadly. In 2019, we
launched the One Novartis Environ-
mental Sustainability Team (ONEST), a
network of more than 200 people
across 32 countries focused on envi-
ronmental sustainability at Novartis.
ONEST aims to offer a work structure
for employees wishing to contribute to
the achievement of our environmental
targets through business-related, glob-
ally scalable ideas. For example, we
currently have global teams working on
designing eco-friendly events, reducing
plastics and food waste, and develop-
ing carpooling solutions.

We are also making progress toward
achieving water sustainability. Our 2025
goal to reduce water consumption in
our operations by half versus 2016 is
on track, as well as our water quality
target. The water quality target has
been adapted in the course of the envi-
ronmental sustainability target setting
for 2025, and requests our own and our
key suppliers to meet risk-based
discharge targets for manufacturing
effluents. In 2019, 79% of our manufac-
turing sites could demonstrate that they
do not have any water quality impacts
from manufacturing by meeting the
specific discharge targets for the pro-
duced drug substances. The remaining
sites, as well as our key suppliers, are
performing the assessment and work-
ing on plans to meet the target by 2025.

We are actively exploring ways to recy-
cle water. For example, we developed
a technology at our site in Kurtkdy,
Turkey, which enables us to treat and
reuse wastewater in cooling towers.
This technology was implemented at a
second site in 2019 and is being con-
sidered for a further five.

For the past five years, Novartis has
contributed to the Innovative Medicines
Initiative’s Intelligence-led Assessment
of Pharmaceuticals in the Environment
project to support the prioritization of
medicinal compounds for environmen-
tal risk assessments. A conference in
June marked the completion of the pro-
ject with the release of an online tool

that summarizes the properties, envi-
ronmental toxicity and characteristics
of active product ingredients.

Novartis is also a member of the Anti-
microbial Resistance Industry Alliance,
which aims to eliminate or significantly
reduce antibiotic residues from manu-
facturing. For the first time in 2019, the
alliance published a list of discharge
targets, which will be regularly updated.

Together with the United States Con-
gress and Massachusetts legislators,
Novartis participated in education ses-
sions for lawmakers. The objective was
to provide a business perspective to
policymakers in order to validate the
need to monetize carbon, encourage
adoption of technologies that decar-
bonize energy, and raise understanding
of the physical risks climate change
poses to business.

Conducting animal research
responsibly

Novartis fully supports the use of alter-
natives to animal research wherever
feasible. We adhere to the 3R principles
(reducing the number of animals in
studies, refining study methods to
improve the animal’s experience, and
replacing animal studies with alterna-
tive options).

Each year, we recognize exceptional
contributions to the 3Rs through global
and local 3R awards. In 2019, award-
winning projects:

» Reduced the number of animals
needed for a study subtype by 99%
using a 3-D tissue culture organoid
model for liver regeneration

« Refined studies using digital
technologies to observe and study
mice in their home environment,
preventing animal stress and
improving the scientific quality of
the data

» Replaced animals with human-
derived cell cultures to screen for
potential seizure side effects when
assessing the safety of new
medicines
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About this report

For the seventh consecutive year, Novartis is publishing an annual Novartis in Society report

A0, his is our Communication on Progress s . .
E .h\“’g I Lplemesding the principles o s (formerly our Corporate Responsibility Report). This report has been preparedin accordance
United Nations Global Compact and . . « . . . »
N\ !5!/ Supporting broader UN o with the GRI Standards: Core option. The report supplements the “Build trust with society
commcaonon | Wevelcome edbackon s conencs chapter in the 2019 Novartis Annual Review (pages 36-39) and the 2019 Novartis Annual

Report. The previous report was published on January 30, 2019.

The UNGC has 10 guiding principles. - . . .
Theaboveiconsreflect theserelevant  As an original signatory of the UN Global Compact (UNGC), we are committed to sharing our

sections throughout the report progress in implementing the 10 principles of the compact. This report serves as our UNGC
Communication on Progress. We published a Communication on Progress in the first quar-
SUSTAINABLE  ter of 2019, and will do so again in 2020. On page 11, we discuss our contribution to the UN
DEVE‘!-OPMENT Sustainable Development Goals (SDGs). In addition, both the UNGC principles and the SDGs

Gf‘ ’SALS are clearly mapped versus the GRI indicators (pages 55-58).

“ay

The report is divided into four chapters based on our CR material clusters and GH&CR
priorities: holding ourselves to the highest ethical standards, being part of the solution on
pricing and access, addressing global health challenges and being a responsible citizen. In
each chapter, readers will find more focused and contextual information about the priority
topics arising from our materiality assessment. Our materiality assessment is a key part of
our CR strategy and provides much more than alist of priority CR topics to report against. Itis
part of a regular four-year cycle we have established to help us better understand the issues
that matter most to our internal and external stakeholders, the impact these issues have on
our current and future business, and the associated risks and opportunities for our company.
Download the 2017 Corporate Responsibility Materiality Assessment Results Report.

As in previous years, the Governance, Nomination and Corporate Responsibilities Commit-
tee of the Board of Directors, whichis the highest CR body in Novartis, has reviewed this report.

This report covers all regions and divisions from January 1, 2019, to December 31, 2019. All
information reflects the continuing operations of the Novartis Group (except for ‘Diversity
and inclusion performance indicators’ on page 44 and ‘People performance indicators’ on
page 53 where 2018 and 2017 data represent continuing and discontinued operations),
including the various changes in the Group’s portfolio of activities in prior years. Environmen-
tal data is based on nine-month actual data (January to September 2019) plus three-month
estimates. This data will be restated with actual figures on our website during the first half
of 2020. Where data has been restated from previous reports, it is noted in an appropriate
footnote in this report. GRI Topic Boundaries show where we as a company have impact and
create value.

This report aims to meet the needs and expectations of CR professional audiences
by offering easy access to our performance on key topics raised by our CR materiality
analysis. The GRI Content Index on page 55 provides links to content within this report,
the 2019 Annual Review, the 2019 Annual Report and novartis.com. In addition, in order to
provide ESG analysts with easier access to our information, we will be publishing a Novartis
ESG index to signpost where our key disclosures - content and KPIs - can be found across
our publications and channels. The index will be available on our website in the first quarter
of 2020.

PricewaterhouseCoopers AG has provided independent assurance on specific CR data and
on our materiality assessment outlined in this report. For more detail, see the Independent
Assurance Report on page 66.

Learn more about our GH&CR activities.
See all our GH&CR publications.
Receive the Novartis GH&CR e-newsletter via email.

For feedback and suggestions, contact Jill Gregson, Head, Global Health & Corporate
Responsibility Reporting: jill.gregson@novartis.com.

Ratings and recognition
A full list of our ratings and rankings is available on our website.

Dow Jones O ¥
access 10 ones., :
mepIcIne = Sustainability Indices “‘CDP

INDEX m In Collaboration with RobecoSAM « FTSE4Good DRIVING SUSTAINABLE ECONOMIES


https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf#page=38
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2018-en.pdf

https://www.unglobalcompact.org/

https://www.novartis.com/sites/www.novartis.com/files/cr-materiality-results-report-2017.pdf
https://www.novartis.com/our-company/corporate-responsibility/environmental-sustainability
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf
https://www.novartis.com/

mailto:jill.gregson%40novartis.com%0D?subject=
https://www.novartis.com/our-company/awards-recognition
https://www.novartis.com/our-company/corporate-responsibility
https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/corporate-responsibility-publications
https://www.novartis.com/our-company/corporate-responsibility/corporate-responsibility-e-newsletter
https://www.novartis.com/sites/www.novartis.com/files/novartis-united-nations-global-compact-communication-on-progress-2018.pdf
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Performance indicators 2019

Holding ourselves to the highest ethical standards

ETHICAL BUSINESS PRACTICES PERFORMANCE INDICATORS'

2019 2018 2017
Novartis associates trained and certified on the Code of Conduct(%)? 98 98 98
Misconduct cases (central matters) reported/allegations substantiated 4 205/113 289/356 525/ 519
SpeakUp Office allegations per category (% of all central matters)®
Fraud/asset misappropriation 12 57 32
Expense fraud 1 10
Books and records, accounting irregularities 2 1 2
Improper professional practices 29 58 42
Gifts, bribery, kickbacks 4 6 10
Discrimination and sexual harassment 16 1 1
Retaliation 13 6 4
Other employee relation issues 38 21 23
Conflict of interest 20 13 1
IT security breach 8 5 6
Quality assurance/data integrity 13 8 12
Data privacy 4 1
Antitrust, fair competition o 1 0
Other 22 13 18
Dismissals and resignations related to misconduct(central matters) 3¢ 45 124 192
Animal testing indicators
78.2% 70.4% 70.8%
Rodents (355 451) (360 417) (415 333)
21.5% 29.2% 28.7%
Zebrafish (97 551) (149 474) (168 201)
0.3% 0.4% 0.5%
Other species (1452) (2 246) (3114)

' Data represent continuing operations.

2 Active Novartis associates with email addresses, trained via e-learning or via One Deck for
Novartis Technical Operations

¢ Decrease in number of misconduct cases reported is due to change in methodology: As of

January 1, 2019, we only report on central matters (higher-risk cases). A central matter applies

to a senior leader or manager, potentially disruptive reputational impact, sexual harassment,
discrimination, retaliation and financial significance.

4 The number of misconduct cases reported may change as matters may be reassessed in the
course of the case lifecycle. The number of substantiated allegations may change due to the
fact that investigation reports with assessments are received on an ongoing basis, which
potentially leads to a difference in numbers at a later stage. A case can have more than one
allegation and therefore the number of allegations is higher than the actual number of cases.

5 One case can fall under several categories, so the total is greater than 100% and category
figures total more than the stated number of cases. Investigation reports are received on an
ongoing basis, which potentially leads to a reassessment of the allegation category and
related figures.

¢ The number of dismissals and resignations related to misconduct may change due to the fact
that investigation reports are received and then reviewed for remedial actions on an ongoing
basis, which potentially leads to a difference in numbers at a later stage.
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Being part of the solution on pricing and access; addressing global health challenges

ACCESS TO HEALTHCARE PERFORMANCE INDICATORS'

2019 2018 2017
Total patients reached (millions) 799 765 816
Patients reached through access-to-healthcare programs (millions) 2 16° 25 35

2019 2018 2017
Novartis Social Business
Countries with products on the ground 33 26 35
FTEs working for NSB*# 786 651 555
Patients reached with products (thousands)3® 15 058.5 24 832.6 35 202.3
Health educators trained 1536 1028 1037
Healthcare providers trained 1516 697 311
Policymakers trained 145 131 25
Points of service provision® 13 635 15190 12 680
People reached at points of service provision 986 701 765 055 585 821
Awareness events held 250 432 185 756 157 846
People reached at awareness events 10211704 7982078 7709652

Patients reached (thousands)

2019 2018 2017
Local brands
Novartis Pharmaceuticals 301.7 213.3 99.1
Novartis Oncology 11.3 8.0 6.5
Patient assistance programs
Novartis Patient Assistance Foundation Inc. (US) 87.2 68.1 55.5
Novartis Oncology Access 60.7 71.1 82.9
Donations
Leprosy (WHO) 168.6 176.2 227.0
Fascioliasis/Egaten’ 154.7 154.7 147.9
CMLPath to Care™ 14.4 13.4 7.8
Value USD (millions) &
2019 2018 2017

World Child Cancer <0.1 0.1 0.1
Medicine donations (emergency relief) 2.8 4.7 10.9
' Data represent continuing operations. 5 The patient number was calculated based on treatments delivered and the following elements:
2 Novartis Social Business, local brands, patient assistance programs, donations daily treatment doses, treatment duration, treatment adherence and potential treatment
3 Our patient reach has steadily declined over the past five years, due to the increasing overlap (as NCD patients often take several drugs). The treatment adherence and treatment

availability of WHO prequalified generic ACTs, eligible for international donor-funded overlap factors are based on assumptions from developed markets.

procurement. In addition, to harmonize the patient reach calculation methodology across ¢ Points of service provision include facilities and health camps where healthcare services are

Novartis, the malaria patient reach calculation was revised. provided.
4 Full-time equivalent positions and contractors 7 Numbers of patients reached have been updated to reflect the new methodology used by

WHO and based on real-world evidence.
8 Wholesale acquisition cost (WAC) plus logistics costs for some programs



PERFORMANCE INDICATORS 2019

Being aresponsible citizen

PEOPLE PERFORMANCE INDICATORS
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2019’ 20182 20172
103914/ 125161/ 121597/

Full-time equivalent positions / headcount? 108 775 129 924 126 457

Turnover: % voluntary / % overall 70/140 7.1/115 7.0/11.3

Voluntary turnover of high performers (%) 5.4 5.5 5.2

Internal hires / external hires (%) 55/45 57/ 43 55/ 45

External hires by gender (% female / % male) 53/47 52/48 53/ 47

Management representation by gender (% female / % male)*

Overall 44 / 56 42 /58 41 /59
Novartis Top Leaders® 31/69 28/72 27/73
Senior management 38/62 36/64 34 /66
Middle management 45 /55 43 /57 42 /58

Gender representation of Board of Directors (% female / % male) 25/75 25/75 23/77

Associate nationalities / associate nationalities in management * 149/110 147 /115 145/112

Annual training hours per employee 35.8 22.6 24.5

Associates represented by a trade union/internal work council

or covered by a collective bargaining agreement (%) ° 45 39 39

Gender split of leavers (% female / % male) 48 /52 51/49 49 /51

Median tenure in years by gender (female / male) 5.0/6.0 45/55 NA

Internal promotion by gender (% female / % male) 51/49 48 /52 49 /51

Revenue-producing roles by gender (% female / % male) 49 /51 47 /53 47 /53

Novartis IT and engineering workforce by gender (% female / % male) 31/69 36 /64 36/64

Number of employees by employment contract (permanent and temporary), by gender’

Women employed on a permanent contract 51 905 60 303 58 154
Women employed on a temporary contract 2 327 3437 3606
Men employed on a permanent contract 52 691 64 171 62 806
Men employed on a temporary contract 1718 1967 1884
Number of employees by employment contract (permanent and temporary), by region’
Employees on a permanent contract in Asia-Pacific region 27 226 30 663 29 546
Employees on a temporary contract in Asia-Pacific region 668 1665 1844
Employees on a permanent contract in Europe/Middle East/Africa region 59 956 63 137 60 870
Employees on a temporary contract in Europe/Middle East/Africa region 3063 3370 3 240
Employees on a permanent contract in Latin America region 5515 6 205 5954
Employees on a temporary contract in Latin America region 195 224 241
Employees on a permanent contract in North America region 16 078 24 509 24 596
Employees on a temporary contract in North America region 128 148 166
Number of employees by employment type (full time and part time), by gender”
Women employed on a full-time contract 66 167 55918 54 476
Women employed on a part-time contract 7 338 7 822 7 284
Men employed on a full-time contract 82 105 65 047 63 609
Men employed on a part-time contract 1246 1091 1081

' Data represent continuing operations.
2 Data represent continuing and discontinued operations.

adjusts headcount for associates working less than 100%. All data as of December 31 7 Less than 0.5% of associates have unknown classification.

4 Management defined by Global Job Level Architecture and Novartis Top Leaders

% Novartis Top Leaders comprise the approximately 350 most senior managers at Novartis,
including the Executive Committee of Novartis.
3 Headcount reflects the total number of associates in our payroll systems. Full-time equivalent % Non-management associates
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PATIENT HEALTH AND SAFETY PERFORMANCE INDICATORS

Pharmacovigilance, safety profile and quality of drugs performance indicators

2019 2018 2017
Novartis Group health authority regulatory reporting (ICSRs)* (%) 2 98.6 99.1 NA
Regulatory inspections without major findings (%) 2 96.0 98.5 99.1
SUPPLY CHAIN PERFORMANCE INDICATORS >4

2019 2018 2017
Suppliers posing an elevated risk under responsible procurement (RP)/Third-Party Risk Management (TPRM) 734 347 436
Suppliers with active follow-up >© 122 89 265
Suppliers audited >’ 135 48 49
HEALTH, SAFETY AND ENVIRONMENT PERFORMANCE INDICATORS *8

2019 2018 2017
Lost-time injury and illness rate (per 200 000 hours worked) ° 0.18 0.16 0.12
Total recordable case rate (per 200 000 hours worked) ® '© 0.36 0.39 0.37
Energy use (million gigajoules), on site and purchased 12.71 13.06 13.35
Greenhouse gas (GHG) emissions, Scope 1, combustion and process (1 000 tCO,e) 347.8 334.5 330.5
GHG emissions, Scope 1, vehicles (1 000 tCO,e) 135.5 146.3 140.8
GHG emissions, Scope 2, purchased energy (1 000 tCO,e) 411.9 450.4 461.8
GHG emissions, Scope 3, business travel (1 000 tCO,e) 205.8 211.7 200.0
Total GHG emissions, Scope 1 and Scope 2 (1 000 tCO,e) ' 895.1 931.2 933.1
GHG offsets (1 000 tCO,) 29.8 54.9 71.8
GHG emissions (Scope 1 and Scope 2) per sales (tCO e per million USD) 18.86 20.80 22.03
GHG emissions (Scope 1 and Scope 2) per associate (tCO,e) 8.22 8.58 8.74
Halogenated volatile organic compounds (VOCs) (t) 27.37 78.98 75.58
Non-halogenated VOCs (t) 502.44 503.27 457.22
Non-hazardous waste recycled (%) 80.6 82.0 81.3
Hazardous waste recycled (%) 58.7 54.9 53.2
Non-hazardous waste not recycled (1 000 t) 12.9 12.5 12.7
Hazardous waste not recycled (1 000 t) 42.5 47.3 48.1
Water use (million m3) 12 67.2 69.2 72.3
Water consumption (million m3) 13 10.9 11.9 12.2

' ICSRs: individual case safety reports

2 % represents on-time regulatory submissions. Pharmacovigilance activities between the
Innovative Medicines, Sandoz and Alcon Divisions were integrated in 2017 under one single
pharmacovigilance system, leading to one single health authority regulatory reporting metric
as of January 1, 2018. Prior to that time, individual divisional metrics were tracked. Alcon
became a separate company in 2019. Its data is no longer included in the Novartis Group
health authority regulatory reporting (ICSRs) % as of July 2019. Data reflect January to
November 2019.

3 Data represent continuing operations.

4 Data reflect responsible procurement (RP) and Third-Party Risk Management (TPRM)
programs from January to July 2019, and the TPRM program only from August to December
2019. As of August 2019, after completion of the global TPRM program rollout, the RP
program was officially retired.

% Includes new suppliers and new products, services or sites from existing suppliers. Figures
include data on labor rights; health, safety and environment; and animal welfare.

¢ Follow-up includes more information requested, audits or on-site assessments.

7 High-level audits

8 The 2019 environmental sustainability data published in this report are actual data for the
period from January through September, and best estimates for the period from October
through December, which will be updated with actual data in the first quarter of 2020.
Significant deviations will be reported on our website and restated in next year’s end-of-year
reports.

® Data include Novartis associates and third-party personnel managed by Novartis associates.

©Includes all work-related injury and illness, whether leading to lost time or not

' Scope 1: combustion and process, and vehicles; Scope 2: purchased energy

2Sum of contact water and non-contact (cooling) water use

8 Water discharged via treatment and water lost
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DISCLOSURE DISCLOSURE UNGC UN
NUMBER TITLE PRINCIPLE SDG COMMENTS REFERENCE
101 - FOUNDATION
102 - GENERAL DISCLOSURES
10241 Name of the organization Novartis in Society
report 2019
102-2 Activities, brands, products and services 6
102-3 Location of headquarters 1
102-4 Location of operations Annual Report 2019
F-89
102-5 Ownership and legal form Annual Report 2019
A-9
102-6 Markets served Annual Review 2019
pl4
102-7 Scale of the organization 4
102-8 Information on employees and other workers 6 8 12| 53,54
102-9 Supply chain 3,4,5,6,8,10 15
102-10 Significant changes to the organization Annual Report 2019
and its supply chain F17
102-11 Precautionary principle or approach 7 Annual Report 2019
p1l
10212 External initiatives 63
10213 Membership of associations 1,8 63
102-14 Statement from senior decision-maker 8
102-16 Values, principles, standards, 1,2,3,4,5, m Ethics, Risk and Compliance
and norms of behavior 6,8,1
10217 Mechanisms for advice and concerns about ethics 10 m Establishing Standards of Integrity
10218 Governance structure Annual Review 2019
p.42
10219 Delegating authority 9
102-20 Executive-level responsibility for economic, 9
environmental and social topics
102-21 Consulting stakeholders on economic, 16| 9
environmental and social topics
102-22 Composition of the highest governance body B m Annual Report 2019
and its committees p170
102-23 Chair of the highest governance body m Annual Report 2019
pi72
102-24 Nominating and selecting the highest B m Annual Report 2019
governance body pi70
102-25 Conflicts of interest 16 Annual Report 2019
p.180
102-26 Role of highest governance body in setting Annual Report 2019
purpose, values and strategy p177
102-27 Collective knowledge of highest governance body n 9
102-28 Evaluating the highest governance Annual Report 2019
body’s performance p176
102-29 Identifying and managing economic, E Annual Report 2019
environmental and social impacts p180
102-30 Effectiveness of risk management processes Annual Report 2019
pi182
102-31 Review of economic, environmental Annual Report 2019
and social topics p180
102-32 Highest governance body’s role 9
in sustainability reporting
102-33 Communicating critical concerns 9
102-34 Nature and total number of critical concerns Number and

nature of concerns
are not disclosed



https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=322
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=338
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf#page=16
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=176
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=174
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=174
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=15
https://www.novartis.com/our-company/corporate-responsibility/ethics-risk-compliance
https://www.novartis.com/our-company/corporate-responsibility/ethics-risk-compliance/code-of-conduct
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf#page=44
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=181
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=180
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=184
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=186
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=184
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=184
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=250
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DISCLOSURE DISCLOSURE UNGC UN
NUMBER TITLE PRINCIPLE SDG COMMENTS REFERENCE
102-35 Remuneration policies Annual Report 2019
pi127
102-36 Process for determining remuneration Annual Report 2019
pi30
102-37 Stakeholders’ involvement in remuneration 16 Annual Report 2019
p130
102-38 Annual total compensation ratio Information
is confidential
and not disclosed
102-39 Percentage increase in annual Information
total compensation ratio is confidential
and not disclosed
102-40 List of stakeholder groups 10
102-41 Collective bargaining agreements 3 ﬂ 53
102-42 Identifying and selecting stakeholders 10
102-43 Approach to stakeholder engagement 10
102-44 Key topics and concerns raised 9
102-45 Entities included in the consolidated Annual Report 2019
financial statements F-89
102-46 Defining report content and topic boundaries 59
102-47 List of material topics 61
102-48 Restatements of information 50
102-49 Changes in reporting 50
102-50 Reporting period 50
102-51 Date of most recent report 50
102-52 Reporting cycle 50
102-53 Contact point for questions regarding the report 50
102-54 Claims of reporting in accordance 50
with the GRI Standards
102-55 GRI Content Index 55
102-56 External assurance 66

103 - MANAGEMENT APPROACH

103-1 Explanation of the material topic and its boundary

Corporate Responsibility
Materiality Assessment

Results Report

103-2 The management approach and its components

Corporate Responsibility
Materiality Assessment

Results Report

103-3 Evaluation of the management approach

Novartis in Society
report 2019

200 - ECONOMIC

20141 Direct economic value generated and distributed Annual Review 2019
p.8,13

201-2 Financial implications and other risks and 7,8,9 m Annual Report 2019
opportunities due to climate change p.22

203-2 Significant indirect economic impacts B 10, 65
20441 Proportion of spending on local suppliers 64
205-1 Operations assessed for risks related to corruption 10 m 14
206-1 Legal actions for anti-competitive behavior, Annual Report 2019
anti-trust and monopoly practices F-55



https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=131
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=134
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=322
https://www.novartis.com/sites/www.novartis.com/files/cr-materiality-results-report-2017.pdf
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf#page=10
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf#page=15
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=26
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=288
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DISCLOSURE DISCLOSURE UNGC UN
NUMBER TITLE PRINCIPLE SDG COMMENTS REFERENCE
300 - ENVIRONMENT
301-2 Recycled input materials used 8 [ 8 [12] Novartis Health, Safety and
Environment (HSE) Data 2019
301-3 Reclaimed products and their packaging materials 8 ﬂ E Waste
3021 Energy consumption within the organization 7,8,9 ﬂ m E Novartis Health, Safety and
Environment (HSE) Data 2019
302-2 Energy consumption outside of the organization 8 n E m Novartis Health, Safety and
Environment (HSE) Data 2019
302-3 Energy intensity 8 | 8 |12 13] Novartis Health, Safety and
Environment (HSE) Data 2019
302-4 Reduction of energy consumption 7,8,9 n E m Novartis Health, Safety and
Environment (HSE) Data 2019
302-5 Reductions in energy requirements 8,9 | 8 |12] 13| Novartis Health, Safety and
of products and services Environment (HSE) Data 2019
3031 Water withdrawal by source 7,8 [ 6 |12 Novartis Health, Safety and
Environment (HSE) Data 2019
303-2 Water sources significantly affected 7,8,9 E E Novartis Health, Safety and
by withdrawal of water Environment (HSE) Data 2019
303-3 Water recycled and reused 7,8,19 [ 6 |12 Novartis Health, Safety and
Environment (HSE) Data 2019
305-1 Direct (Scope 1) GHG emissions 7,8 [ 3 |12]13]14] 15| Novartis Health, Safety and
Environment (HSE) Data 2019
305-2 Energy indirect (Scope 2) GHG emissions 7,8 [ 3 J12]13]14] 15| Novartis Health, Safety and
Environment (HSE) Data 2019
305-3 Other indirect (Scope 3) GHG emissions 7,8 [ 3 |12]13]14] 15| Novartis Health, Safety and
Environment (HSE) Data 2019
305-4 GHG emissions intensity 8 BE Novartis Health, Safety and
Environment (HSE) Data 2019
305-5 Reduction of GHG emissions 7,8,9 13|14 15] Novartis Health, Safety and
Environment (HSE) Data 2019
305-6 Emissions of ozone-depleting substances (ODS) 7,8,9 B m Novartis Health, Safety and
Environment (HSE) Data 2019
305-7 Nitrogen oxides (NOX), sulfur oxides (SOX), 7,8,9 [ 3 |12]14] 15] Novartis Health, Safety and
and other significant air emissions Environment (HSE) Data 2019
306-1 Water discharge by quality and destination 7,8,9 [ 3] 6 |12]14] Novartis Health, Safety and
Environment (HSE) Data 2019
306-2 Waste by type and disposal method 7,8 a ﬂ E Novartis Health, Safety and
Environment (HSE) Data 2019
308-1 New suppliers that were screened 8 Responsible Supply
using environmental criteria Chain Management
308-2 Negative environmental impacts in the supply Responsible Supply

chain and actions taken

Chain Management



https://www.novartis.com/our-company/corporate-responsibility/ethics-risk-compliance/responsible-procurement
https://www.novartis.com/sites/www.novartis.com/files/novartis-hse-data-2019.pdf
https://www.novartis.com/sites/www.novartis.com/files/novartis-hse-data-2019.pdf
https://www.novartis.com/our-company/corporate-responsibility/environmental-sustainability/waste
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DISCLOSURE DISCLOSURE UNGC UN
NUMBER TITLE PRINCIPLE SDG COMMENTS REFERENCE
400 - SOCIAL
4014 New employee hires and employee turnover 6 BA 53
403-2 Types of injury and rates of injury, B ﬂ Data not split by gender; 54
occupational diseases, lost days and absenteeism, data on non-occupational
and number of work-related fatalities absenteeism, and on
injury rate and occupa-
tional disease for
contractors not available
403-3 Workers with high incidence or high risk of B n A Safe Workplace
diseases related to their occupation
403-4 Health and safety topics covered in formal ﬂ A Safe Workplace
agreements with trade unions
4044 Average hours of training per year, per employee 6 n B ﬂ 53
404-2 Programs for upgrading employee skills Annual Review 2019
and transition assistance programs p18
405- Diversity of governance bodies and employees 6 BA 53
40941 Operations and suppliers at significant risk 4 ﬂ 15
for incidents of forced or compulsory labor
Responsible Supply
Chain Management
41241 Operations that have been subject to human rights 1 m 16
reviews or impact assessments
4144 New suppliers that were screened 15
using social criteria
Responsible Supply
Chain Management
414-2 Negative social impacts in the supply chain Novartis Third Party Code
and actions taken
Responsible Supply
Chain Management
41541 Political contributions Public Policy & Advocacy
416-2 Incidents of noncompliance concerning the health 40
and safety indicators impacts of products and services
41741 Requirements for product and service We operate in a 41
information and labeling strictly regulated
industry; this Annual Report 2019
information is p.46
obligatory for us
to have a license
to operate
41841 Substantiated complaints concerning breaches 51
of customer privacy and losses of customer data
41941 Noncompliance with laws and regulations Annual Report 2019

in the social and economic area

F-55



https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/transparency-disclosure/public-policy-advocacy
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=50
https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/transparency-disclosure/safe-workplace
https://www.novartis.com/our-company/corporate-responsibility/reporting-disclosure/transparency-disclosure/safe-workplace
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-review-2019-en.pdf#page=20
https://www.novartis.com/our-company/corporate-responsibility/ethics-risk-compliance/responsible-procurement
https://www.novartis.com/our-company/corporate-responsibility/ethics-risk-compliance/responsible-procurement
https://www.novartis.com/sites/www.novartis.com/files/novartis-third-party-code.pdf
https://www.novartis.com/our-company/corporate-responsibility/ethics-risk-compliance/responsible-procurement
https://www.novartis.com/sites/www.novartis.com/files/novartis-annual-report-2019-en.pdf#page=288
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Appendix: corporate responsibility
material topic boundaries

CR MATERIAL TOPIC BOUNDARIES

As acompany, the impacts we have and the value we create extend well beyond our own operations. Using Novartis
Global Health & Corporate Responsibility strategic priorities, we have analyzed topics identified as material by the
2017 corporate responsibility materiality assessment (CRMA) and presented in this report in the context of our
value chain. The resulting diagram displays the boundaries of our impacts (indicated in blue), and helps us better
leverage opportunities and manage risks.

Novartis simplified value chain

Topic Supply chain R&D, operations, distribution Patients

Holding ourselves to the highest ethical standards

Ethical and compliant behavior

Transparency

Being part of the solution on pricing and access

R&D for unmet needs

Affordability

Strengthening healthcare systems

Intellectual property

Addressing global health challenges

Neglected and tropical diseases

Drug resistance

Being aresponsible citizen

Pharmacovigilance, safety profile and quality of drugs

Combating counterfeit medicines

Health education and prevention

Our people

Respect for human rights

Responsible supply chain

Environmental sustainability

The 2019 Novartis in Society (NiS) report aligns with the strategic priorities of Novartis and the four pillars of the
GH&CR strategy, while retaining the materiality assessment as set out in the 2017 CRMA. To align the 2019 NiS
report with this materiality assessment, we mapped each priority topic within one or more of the relevant sections
of the 2019 NiS report. When a priority topic was adequately covered in the 2019 Novartis Annual Report and the
2019 Novartis Annual Review, we provided cross-references in the 2019 NiS report.

The mapping exercise is detailed in the table on the following page. This shows the priority topic and relevant page
number(s) within the NiS report, the GH&CR strategic pillar the topic sits within, and the mapping rationale.
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Priority topic
# (pages in 2019 NiS report) GH&CR strategy pillar(s) Rationale
1 Ethical and compliant behavior Holding ourselves to the This is the cornerstone of the pillar of our GH&CR strategy
(pages 13-19) highest ethical standards (holding ourselves to the highest ethical standards).
2 Transparency Holding ourselves to the Transparency is part of our commitment to do business responsibly and is strongly linked
(page 19) highest ethical standards to compliance.
3 Pricing Being part of the solution The Novartis Access Principles (see page 21 of the 2019 NiS report) are the cornerstone of
(pages 20-31) on pricing and access this pillar, and affordability strategies tailored to different parts of the income pyramid is
one of these principles.
4 Health system strengthening (HSS) Being part of the solution The Novartis Access Principles are the cornerstone of this pillar, with HSS being one of
(pages 28-31) on pricing and access these principles.
5 Intellectual property (IP) Being part of the solution Important developments in our approach to IP will help facilitate access to Novartis
(page 31) on pricing and access medicines in low- and middle-income countries.
6 Business model innovation Being part of the solution Established in 2016, Novartis Social Business (NSB) enables access to healthcare through
(pages 25-26) on pricing and access innovative social business models that have received external thought leader recognition.
7 Innovative technologies Being part of the solution We are collaborating across a number of digital solutions to help deliver healthcare to
(pages 17; 34; 35; 41-42; 44) on pricing and access underserved populations. We are using artificial intelligence to help eliminate leprosy, and are
Addressing global health using drone technology to deliver sickle cell treatment to rural Ghana. We also report on the
hall 99 use of technology to enhance our SpeakUp whistleblower process; help in our fight against
chaflenges counterfeit and falsified medicines; and engage with patient communities where they live,
reducing the need to travel. Additionally, we strengthened our digital learning capabilities.
8 Drug resistance Addressing global health The Sandoz Statement of Intent explains our strategy on addressing drug resistance.
(page 36) challenges
9 Financial health Being part of the solution This is embedded across a number of pillars:
and performance on pricing and access In the context of total impact, pages 10-11 of the 2019 NiS report explain the Novartis
(pages 20-31; 32-38; 39-49) . N X . X >
Addressing global health financial, social and environmental impact.
challenges The 2019 Annual Report and 2019 Annual Review, referenced on page 50 of the 2018 NiS
Being a responsible citizen report, also provide information on financial health and performance.
We reference company-wide economic sustainability in the 2019 Annual Review pages 8-9.
Further, with transformative innovation as a cornerstone of our strategy and foundation for
our future, we consider the GH&CR expression of this to be embodied in our R&D for
unmet needs and in R&D for neglected and tropical diseases.
Additionally, our people are the key to stimulating innovation and securing long-term value
creation.
10 Pharmacovigilance, Being a responsible citizen Patient health and safety was identified as a material cluster in the materiality assessment
safety and quality as set out in the 2017 CRMA, and we highlight our efforts across the three areas of
(pages 40-42; pharmacovigilance, safety, and health education and prevention.
g:zr;c;;n;a:g)e indicators To this end, we report on pharmacovigilance and chose to highlight our progress in
combating counterfeit and falsified medicines, a key element in helping ensure patient
safety in low- and middle-income countries.
Similarly, we report on our work with patients and caregivers in health education and
prevention.
1 Recruitment and Being a responsible citizen Our culture is central to our sustainability, and we have outlined the steps taken in 2019 to
retention of employees continue to change the Novartis culture, to provide a diverse and inclusive environment,
(pages 43-46; people performance and to promote the health and well-being of associates.
indicators on page 53)
12 Pharmaceuticals in the environment Being a responsible citizen In the section “expanding our environmental stewardship,” we address the three priority
(page 47) topics “pharmaceuticals in the environment,” “pollution waste and effluents” and
“sustainable use of resources.” This section includes our work in the Antimicrobial
13 Pollution waste and effluents Resistance (AMR) Industry Alliance and in the Innovative Medicines Initiative for the
(pages 48) Intelligent Assessment of Pharmaceuticals in the Environment (IMI-iPiE).
. We further include our commitments and targets, approach and performance (our
14 Sustainable use of resources

(pages 47-49)

environmental performance indicators) in managing waste, and our efforts in the
sustainable use of resources.

Respect for human rights, while not identified as a priority topic through statistical analysis, was ranked 13/30 in terms of impact in the materiality assessment as set out
in the 2017 CRMA. In addition, with the increasing focus on the UK Modern Slavery Act (which is also gaining traction in other countries, such as Australia) and the
Responsible Business Initiative in Switzerland, we have defined human rights as a key focus area of our GH&CR strategy. To this end, we have included our work in further
integrating human rights in our business within this report under the pillar “holding ourselves to the highest ethical standards.”
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Appendix: corporate responsibility
materiality assessment issue cluster

and topic definitions

1. Accesstohealthcare
1.1. Availability of medicines

Efforts to manage barriers that may prevent, restrict or
delay medicine availability for patients in need. Examples
may include the registration process requirements, inef-
ficient distribution and supply chain management, etc.

1.2. Pricing

Responsible pricing for innovative and generic medicines
that takes into consideration affordable access, positive
cost-benefit ratio, and overall healthcare costs. Exam-
ples may include pricing models such as tiered pricing,
managed entry agreements, outcomes-based pricing

and non-exclusive voluntary licensing.

1.3. Healthcare system strengthening

Efforts to improve healthcare infrastructure and deliver
healthcare-related services “beyond the pill.” Examples
may include capacity building, training and education,
partnerships involving public and private actors to
improve healthcare access in underserved areas, and
contribution to reducing healthcare costs for payers,

insurance companies and consumers.

1.4. Intellectual property

Responsible patent exclusivity management that bal-
ances intellectual property (IP) protection with the pro-
vision of affordable drugs. Examples may include partic-
ipation in IP-sharing arrangements and avoidance of

compulsory licensing.

1.5. Patient assistance programs

Programs that support financially needy patients to either
purchase their necessary medication at an affordable

price or receive it for free.

2. Economic sustainability
2.1. Recruitment and retention of employees

Human resources management that aligns recruiting efforts
with strategy and that provides talent management programs
to engage and retain associates with relevant skill sets and
ensure continuity through reduced associate turnover.

2.2. Fair contribution to society

Ensuring good relations and appropriate economic con-
tribution in the areas in which the company operates.
Examples may include payment of appropriate amount of
tax and efforts to support the economy in countries of
operation (e.g., local employment, local suppliers, active

engagement in local initiatives).

2.3. Financial health and performance

Ensuring the company’s continued viability, financial health
and performance. Examples may include mergers and
acquisitions (M&A), divesture activities, risk/crisis manage-

ment and financial liquidity.

3. Environmental protection

3.1. Sustainable use of resources

Measures to ensure efficient consumption of energy,
water and other resources. This includes efforts to
responsibly source, recycle and/or reuse natural
resources; manage the company’s impact on plant and
animal life; and preserve biodiversity.

3.2. Pollution, waste and effluents

Reduction and management of emissions, pollution, waste
(including use of hazardous chemicals and ozone-deplet-
ing substances) and effluents. This includes activities to
mitigate climate change and its impacts on human health.

3.3. Pharmaceuticals in the environment

Efforts to minimize the environmental impact of our activ-
ities and products over their lifecycle and to ensure
proper and legal disposal of waste containing active
pharmaceutical ingredients.

4. Ethicalbusiness practices

4.1. Ethical and compliant behavior

Processes and systems to ensure Novartis operates in
line with high ethical standards, especially in regard to
our interactions with healthcare professionals. Examples
may include adherence to laws and regulations, anti-brib-
ery, anti-corruption and anti-trust; responsible advocacy,
lobbying and political contributions; and responsible
incentive structures and compensation.

4.2. Animal testing

Measures to keep animal testing at a minimum and ensure
tests are conducted according to the highest animal wel-
fare standards.

4.3. Respect for humanrights

Positions, policies and management systems to respect
human rights across the business and direct supply chain.
Examples may include implementation of responsible clin-
ical trials in developed and developing countries, protec-
tion of personal data, and the right to health/healthcare.

4.4. Responsible supply chain management
Processes and systems to ensure a responsible supply
chain and that our direct suppliers uphold appropriate
standards on financial, social and environmental issues.
Examples may include outsourcing, third-party manufac-
turing, the use of clinical research organizations, supplier
audits and transparent reporting practices.

4.5. Responsible use of new technologies

Ensuring appropriate handling of and response to con-
troversial ethical questions related to technological
advancements. Examples may include cloning, human
genetic engineering (e.g.,genome editing through CRISPR),
nanotechnology, wearables and life extension.
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5. Goodgovernance

5.1. Corporate governance

Ensuring the company management structure balances
the interests of its relevant stakeholders, and the com-
pany is transparent and discloses critical information to
stakeholders. Examples may include rules and regula-
tions to ensure Board independence, shareholder rights
and engagement, and levels of executive compensation
and golden parachutes.

5.2. Transparency

Ensuring appropriate scope and quality of information
disclosure and reporting, and engaging in dialogue with
our stakeholders. Examples may include disclosing infor-
mation that is critical to stakeholders such as the risk/
safety profiles of products, misconduct cases, support
of patient groups and political parties, and trial data.

5.3. Data privacy and security

Systems to ensure that the personally identifiable informa-
tion of patients, employees, consumers and others is
responsibly and securely collected, transferred and stored.

6. Innovation

6.1. R&D forunmet medical needs

Maintaining high investments in creating innovative med-
icines that address unmet medical needs, with a focus
on maximizing patients’ outcomes before considering
market potential. This includes the research of new com-
pounds but also the modification of existing medicines
(i.e., to improve access or efficacy for poor and specifi-
cally vulnerable patient groups).

6.2. R&D for neglected diseases

R&D for diseases that disproportionately affect people in
low-income settings, for which little or no treatment options
are available and where market failure limits research activ-
ities. This may include infectious and tropical diseases.

6.3. Business model innovation

Efforts to respond to emerging health needs and trends by
changing the existing business model and/or developing
new business models. Examples may include responding
to the needs of low-income patients and to the growing
healthcare burden of noncommunicable diseases (NCDs).

6.4. Innovative technologies

Making the most of advances in IT and digital connectiv-
ity to advance R&D for products and outcomes, and to
revolutionize the delivery of healthcare services. Exam-
ples may include using big data analysis or developing

personalized healthcare solutions (e.g., products with
companion diagnostic tests), and improving health solu-
tions based on data collected by wearables.

6.5. Drugresistance

Contributing to the global response to drug resistance
that is caused, for example, by inappropriate use and
environmental pollution through antimicrobials.

7. Ourpeople

7.1. Diversity andinclusion

Ensuring equal opportunities and fostering a diverse and
inclusive workplace where each associate can contrib-
ute and be recognized. This applies in terms of age, eth-
nicity, gender, nationality, language, sexual orientation,
physical ability, and religious and personal beliefs.

7.2. Health and safety

Ensuring the health and safety of associates. Thisincludes
efforts to reduce fatalities, injuries and sick leave, and to
promote well-being through health programs.

7.3. Fair working conditions

Ensuring fair employment practices, including upholding
labor rights to freedom of association and collective bar-
gaining, labor relations and union practices, and fair com-
pensation and benefits. This may also include work-life
balance considerations.

8. Patient health and safety

8.1. Health education and prevention

Efforts to promote health literacy, disease prevention
awareness, and the effective use of medicines. Examples
may include treatment adherence, contributing to solu-
tions to the rising burden of NCDs and chronic ilinesses,
and substance abuse prevention.

8.2. Counterfeit medicines
Using the company’s influence to fight counterfeit drugs
around the world.

8.3. Pharmacovigilance, safety profile and quality
of drugs

Ensuring healthcare products (patented pharmaceuticals
and generics) are manufactured at the highest quality level
and that the efficacy and safety features of a medicine
outweigh its risks (e.g., side effects), as well as collecting
and recording adverse event reports. This includes trans-
parent and timely communication in the case of product
safety or quality issues (e.g., prompt product recalls).

v

Materiality assessment (MA)

2017 Corporate Responsibility Materiality Assessment Results Report: Identifying what matters most

MA webinars
Aug 2018:
Nov 2018: “
Mar 2019: “
Sep 2019: ¢
Dec 2019: ¢

Capturing intangible risks of global trends”

“What strategic value can materiality assessments deliver in the future?”
Monetizing impact dimensions of material issue areas”
Evaluating social materiality by measuring outcomes”

Materiality and SDG: What will shape the business agenda for the next decade?”


https://www.novartis.com/sites/www.novartis.com/files/cr-materiality-results-report-2017.pdf
https://sustainability.com/our-work/insights/webinar-what-strategic-value-can-materiality-assessments-deliver-in-the-future
https://sustainability.com/our-work/insights/webinar-monetizing-impact-dimensions-of-material-issue-areas
https://sustainability.com/our-work/insights/webinar-evaluating-social-materiality-by-measuring-outcomes
https://sustainability.com/our-work/insights/webinar-capturing-intangible-risks-of-global-trends
https://sustainability.com/our-work/insights/webinar-marteriality-and-sdgs
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Appendix: external initiatives and
membership of associations

GRI 102-12;: External initiatives
» Joined Access Accelerated, a global initiative to
advance access to treatment and care for chronic
diseases in lower-income countries

- Joined Global Chagas Disease Coalition

« Signatory to the London Declaration on Neglected
Tropical Diseases

« Member of the Swiss Alliance against Neglected
Tropical Diseases

- Signatory to the Davos Declaration on Combating
Antimicrobial Resistance (AMR)

« Committed to the Industry Roadmap for Progress on
Combating AMR

» Joined the AMR Industry Alliance

- Joined Business Refugee Action Network

» Founding member of the Value Balancing Alliance,
which aims to develop a standard model for
measuring and disclosing the environmental, human,
social and financial value a company provides

» Member of the Impact Valuation Roundtable

 Joined the United Nations Equal Pay International
Coalition (EPIC)

« Signatory to the Women’s Empowerment Principles
launched by the UNGC and the UN Development
Fund for Women (UNIFEM)

» As a signatory to the UNGC, Novartis supports the
Universal Declaration of Human Rights, the ILO’s
Declaration on Fundamental Principles and Rights at
Work, the Rio Declaration on Environment and

Development, the UN Convention Against Corruption,

the Organization for Economic Cooperation and
Development (OECD) Guidelines for Multinational
Enterprises, the OECD Convention on Combating
Bribery of Foreign Public Officials, and the UN
Guiding Principles on Business and Human Rights

» Support for the United Nations’ workplace standards
protecting the rights of lesbian, gay, bisexual,
transgender and intersex people

« Signatory to the International Chamber of
Commerce’s Business Charter for Sustainable
Development

« Signatory to the ILO Tripartite Declaration of
Principles Concerning Multinational Enterprises and
Social Policy

- Signatory to the CEO Letter on the UN Convention
Against Corruption

» Support for the Pharmaceutical Industry Principles
for Responsible Supply Chain Management set by
the Pharmaceutical Supply Chain Initiative (PSCI)

- Voluntarily agreed to reduce greenhouse gas (GHG)
emissions in line with the Paris Agreement and
subsequent international target commitments, such
as those of the European Union (GHG emissions are
reported according to the GHG Protocol)

Signatory to the UNGC/UNEP/World Business
Council for Sustainable Development (WBCSD)
initiative Caring for Climate: The Business
Leadership Platform, also fulfilling the Business
Leadership Criteria on Carbon Pricing

Classify and dispose of waste according to the Basel
Convention on the Control of Transboundary
Movements of Hazardous Wastes and Their Disposal
Member of the Carbon Disclosure Project, Water
Disclosure Project and Supply Chain Disclosure
Project

Signatory to WBCSD’s Manifesto for Energy
Efficiency in Buildings

Signatory to the Guiding Principles on Access to
Healthcare (GPAH), which frame the pharmaceutical
industry’s approach to expanding access to quality
healthcare globally

Strategic partner of the World Economic Forum

GRI102-13: Membership of associations
Novartis Group companies are members of various
chambers of commerce, sustainability industry associa-
tions and pharmaceutical industry associations.

We work closely with trade associations, which create
opportunities to raise industry standards and exchange
best practices.

Novartis is a member of:

The European Federation of Pharmaceutical
Industries and Associations (EFPIA)

The International Federation of Pharmaceutical
Manufacturers & Associations (IFPMA)
Interpharma, economiesuisse and scienceindustries
in Switzerland

Pharmaceutical Research and Manufacturers of
America (PhnRMA), Association for Accessible
Medicines (AAM) and the Biotechnology Innovation
Organization (BIO) in the US

vfa - Die forschenden Pharma-Unternehmen in
Germany

Association of British Pharmaceutical Industry (ABPI)
in the UK

Farmindustria in Italy

Innovative Medicines Canada in Canada
Farmaindustria in Spain

Interfarma in Brazil

National associations in most markets where
Novartis has a legal subsidiary
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Appendix: supplier spend 2019

Supplier spend
Spend Supplier?

Country Total % Direct spend % 'Indirect spend %2 Total %
Switzerland 2978 25.09 3138 5762 178
United States 2443 1119 2894 3857 7.89
Germany 6.53 979 542 5107 1044
Austria 578 1046 418 3054 6.25
Ireland 258 750 0.90 758 155
Japan 229 204 238 3157 6.46
France 214 197 220 1960 4.01
Spain 212 3.03 181 1214 248
China 202 093 239 2587 529
Italy 160 159 161 1312 268
Canada 150 194 134 882 180
United Kingdom 1.31 140 129 978 200
Belgium 121 202 0.93 1129 231
India 109 198 079 1826 373
Singapore 074 0.94 067 761 156
Rest of the world 14.88 1813 13.77 14 556 2977
Total 100 100 100 48 900* 1004
' Purchase of goods and services directly incorporated into a product being manufactured. 3 Suppliers with whom we have a direct contractual relationship pertaining to the delivery of

Example: raw material, subcontracted manufacturing services, packaging goods and services. The decrease (compared to 2018) is due to reporting system
2 All suppliers necessary to run an organization, such as utilities, IT hardware/software, enhancements and supplier consolidation.

furniture, capital expenditure, marketing supplies, etc. 4 The sum of individual country totals is larger than the grand total because one supplier can

serve multiple countries. Suppliers are counted for each country they serve, but they are
counted only once for the grand total.

Appendix: the responsible procurement
(RP) risk indicator tool

The RP risk indicator tool uses the category risk, country risk and contract value in combination to indicate a potential risk around the five areas of
elevated ethical risk in the supply chain: labor rights, HSE general, HSE specific, animal welfare and anti-bribery. As of August 2019, after completion of
the global rollout of the Third-Party Risk Management program, the RP program was officially retired.

THE RP RISKINDICATOR TOOL

Labor rights HSE general HSE specific Animal welfare Anti-bribery
Policy or Novartis Supplier Novartis Supplier HSE management Novartis Animal Novartis Anti-Bribery
guidelines Code Code system manual Welfare Policy Policy and Third-Party
HSE guidance note 7.2 Guideline
HSE guideline 8
Applies to All third-party All third-party Contract Third-party Third-party
suppliers suppliers manufacturers, suppliers suppliers acting on
waste contractors, handling animals behalf of Novartis
chemical producers,
facilities or

construction
contractors working
on our own sites

Risk indication trigger

Category risk Category risk Category only Category only Category only

Country risk Country risk (independent (independent (independent

Contract value Contract value of country or of country or of country or
contract value) contract value) contract value)

Assessment and
due diligence

Depending on the risk type, policies and/or guidelines and related standards set forth the due diligence process for
suppliers using a variety of tools, including desktop reviews, supplier questionnaires, assessment visits and audits.

Collaboration/
engagement

Focuses on implementing improvement plans (developed after audits or other assessments) and other targeted
initiatives to help suppliers improve their standards and ethical business practices

Case review

If noncompliance is found through assessment and due diligence, the matter is escalated to a case review.




APPENDIX: MEASURING AND VALUING OUR IMPACT Novartis in Society | 65

Appendix: measuring and valuing our
impact

White paper: operationalizing impact valuation

The global economic impact of Novartis: case study

The social impact of Novartis medicines: two case studies from South Africa and Kenya
The environmental impact of Novartis along global supply chains: case study

Valuing the impact of wages on human capital

Monetizing impact dimensions of material issue areas

Introductory video on Novartis materiality assessment and impact valuation


https://docs.wbcsd.org/2017/05/IVR_Impact_Valuation_White_Paper.pdf
https://www.wifor.com/uploads/2019/02/WifOR_Novartis_Case_Study_Global_Economic_Impact.pdf
https://www.wifor.com/uploads/2019/02/2018_Novartis_Social-Impact-ZA-and-Kenya_Case-Study_WifOR-4.pdf
https://www.wifor.com/uploads/2019/02/2018_Case_Study_Novartis_Global_Environmental-Impact_WifOR.pdf
https://www.valuingnature.ch/single-post/2018/07/20/VALUING-THE-IMPACT-OF-WAGES-ON-HUMAN-CAPITAL
https://sustainability.com/our-work/insights/webinar-monetizing-impact-dimensions-of-material-issue-areas
https://www.youtube.com/watch?v=vV6wT1C9org
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Independent Assurance Report
on the 2019 Novartis in Society
ESG reporting

To the Board of Directors of Novartis AG, Basel

We have been engaged to perform assurance procedures to provide limited assurance on the follow-
ing aspects of the 2019 global health & corporate responsibility (GH&CR) reporting of Novartis AG and
its consolidated subsidiaries (Novartis Group) included in the Novartis in Society ESG Report 2019

SCOPE AND SUBJECT MATTER

Our limited assurance engagement focused on the following 2019 data and information disclosed in

the consolidated Novartis in Society ESG Report 2019 of the Novartis Group for the year ended Decem-

ber 31, 2019:

» The “ethical business practices performance indicators” on page 51, the “access to healthcare
performance indicators” on page 52, the “people performance indicators” on page 53, the “supply
chain performance indicators” on page 54, and the “health, safety and environmental performance
indicators” on page 54 (GH&CR indicators)

- The materiality determination and stakeholder engagement process of Novartis at the Group level
according to the requirements of the GRI Sustainability Reporting Standards (GRI Standards),
published by the Global Reporting Initiative (GRI) and disclosed on pages 9, 10 and 50

« Reporting processes and related controls in relation to data aggregation of GH&CR indicators

The “pharmacovigilance, safety profile and quality of drugs performance indicators,” the “animal test-
ing indicators,” the “gender split of leavers”, the “median tenure in years by gender”, the “internal pro-
motion by gender”, the “revenue producing roles by gender” the “Novartis IT and engineering work-
force by gender”, the “number of employees by employment contract (permanent and temporary), by
gender,” the “number of employees by employment contract (permanent and temporary), by region,”
and the “number of employees by employment type (full-time and part-time), by gender” are not sub-
ject to this Assurance Report. Consequently, we do not express any conclusion on this data.

CRITERIA

The management reporting processes with respect to the GH&CR reporting and GH&CR indicators

were assessed against GRI Standards guidelines and Novartis Group internal policies and procedures,

as set forth in the following:

« Guideline on Corporate Responsibility Management at Novartis and the Code of Conduct

» Procedures by which the data for the GH&CR indicators reporting is gathered, collected and
aggregated internally

INHERENT LIMITATIONS

The accuracy and completeness of GH&CR indicators are subject to inherent limitations given their
nature and methods for determining, calculating and estimating such data. Our Assurance Report
should therefore be read in connection with Novartis Group guidelines, definitions and procedures on
GH&CR reporting.

NOVARTIS RESPONSIBILITIES

The Board of Directors of Novartis AG is responsible for both the subject matter and the criteria as well
as for the selection, preparation and presentation of the information in accordance with the criteria.
This responsibility includes the design, implementation and maintenance of the internal control system
related to this reporting process that is free from material misstatement, whether due to fraud or error.

OUR RESPONSIBILITIES

Our responsibility is to form an independent opinion, based on our limited assurance procedures, on
whether anything has come to our attention to indicate that the GH&CR indicators are not stated, in
all material respects, in accordance with the reporting criteria.

We planned and performed our procedures in accordance with the International Standard on Assur-
ance Engagements (ISAE) 3000 (revised) ‘Assurance engagements other than audits or reviews of
historical financial information’. This standard requires that we plan and perform the assurance engage-
ment to obtain limited assurance on the identified CR indicators prepared, in all material aspects, in
accordance with the Novartis Group internal policies and procedures.
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A limited assurance engagement under ISAE 3000 (revised) is substantially less in scope than a rea-
sonable assurance engagement inrelation to both the risk assessment procedures, including an under-
standing of internal control, and the procedures performed in response to the assessed risks. Conse-
quently, the nature, timing and extent of procedures for gathering sufficient appropriate evidence are
deliberately limited relative to a reasonable assurance engagement and, therefore, less assurance is
obtained with a limited assurance engagement than for a reasonable assurance engagement.

OUR INDEPENDENCE AND QUALITY CONTROL
We have complied with the independence and other ethical requirements of the Code of Ethics for
Professional Accountants issued by the International Ethics Standards Board for Accountants, which
is founded on fundamental principles of integrity, objectivity, professional competence and due care,
confidentiality and professional behavior.

Our firm applies International Standard on Quality Control 1 and accordingly maintains a comprehen-
sive system of quality control including documented policies and procedures regarding compliance with
ethical requirements, professional standards and applicable legal and regulatory requirements.

SUMMARY OF WORK PERFORMED

Our assurance procedures included, among others, the following:

« Evaluation of the application of Group guidelines Reviewing application of the Novartis Group internal
GH&CR reporting guidelines

» Management inquiry Interviewing personnel responsible for internal reporting and data collection

- Assessment of key figures Performing tests on a sample basis of evidence supporting selected
GH&CR data concerning completeness, accuracy, adequacy and consistency

* Inspection of documentation and analysis of relevant policies and principles Inspecting relevant
documentation on a sample basis, including Group GH&CR policies, management reporting structures
and documentation

» Assessment of the processes and data consolidation Reviewing the management reporting processes
for GH&CR reporting and assessing the consolidation process of data at Group level and their related
controls

- Evaluation of the materiality determination and stakeholder engagement process Inspecting the
principles of the Novartis materiality assessment process providing the basis for the adherence to
the GRI reporting requirements addressing the soundness of the methodology, the identification
process, the determination of the impacted stakeholders as well as the prioritization based on the
assessed impact of Novartis.

We have not carried out any work on data other than outlined in the scope and subject matter section
as defined above. We believe that the evidence we have obtained is sufficient and appropriate to pro-
vide a basis for our assurance conclusions.

LIMITED ASSURANCE CONCLUSION

Based on our work described in this report nothing has come to our attention causing us to believe

that in all material respects that:

- The GH&CR indicators outlined in the scope and subject matter section and disclosed in the 2019
GH&CRreporting of Novartis Group are not stated in accordance with Novartis Group internal policies
and procedures;

- The materiality determination and stakeholder engagement process of Novartis does not adhere to
the principles and guiding factors defined with the GRI Standards; and

- The reporting processes and related controls in relation to data aggregation of GH&CR indicators
are not functioning as designed.

-
PricewaterhouseCoopers AG pwc
fputtttey  Jomoipf Mo

KRIS MULLER JENNIFER KODAT

Basel, January 28, 2020
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Novartis annual reporting suite

Annual Report and US Securities &
Exchange Commission Form 20-F

usseniesa e 1NESE reports, filed with the SIX Swiss

2 Exchange in Switzerland and the US
Securities and Exchange Commission in the
US, provide a comprehensive overview of
Novartis, including our company structure,
corporate governance and compensation
practices. They also disclose our operating
and financial results, accompanied by
audited annual financial statements.

g«
Form 20-}

@www.novartis.com/reportingsuite

Annual Review

Annual Review The Annual Review explains who we
o~ are and what we do, and highlights our
progress against the company’s five
strategic priorities in 2019.

@www.novartis.com/an9english

@www.novartis.com/anQgerman

Disclaimer

These materials contain forward-looking statements that can generally be
identified by words such as “potential,” “expected,” “will,” “planned,” “pipeline,”
“outlook,” “may,” “could,” “would,” “anticipate,” “seek,” or similar terms, or by express
or implied discussions regarding potential new products, potential new indications
for existing products, or regarding potential future revenues from any such
products; or regarding the potential outcome, or financial or other impact on
Novartis, of the acquisition of The Medicines Company or the proposed divestiture
of certain portions of our Sandoz Division business in the US; or regarding the
potential impact of share buybacks; or regarding potential future sales or earnings
of the Group or any of its divisions or potential shareholder returns; or regarding
potential future credit ratings of the Group; or by discussions of strategy, plans,
expectations or intentions. Such forward-looking statements are based on the
current beliefs and expectations of management regarding future events, and are
subject to significant known and unknown risks and uncertainties. Should one or
more of these risks or uncertainties materialize, or should underlying assumptions
prove incorrect, actual results may vary materially from those set forth in the
forward-looking statements. You should not place undue reliance on these
statements. In particular, our expectations could be affected by, among other
things: global trends toward healthcare cost containment, including ongoing
government, payer and general public pricing and reimbursement pressures and
requirements for increased pricing transparency; uncertainties regarding potential
significant breaches of information security or disruptions of our information
technology systems; uncertainties regarding the success of key products and
commercial priorities; our ability to obtain or maintain proprietary intellectual
property protection, including the ultimate extent of the impact on Novartis of the
loss of patent protection and exclusivity on key products that commenced in prior
years and is expected to continue this year; uncertainties in the research and

All product names printed in italics in this Novartis in Society report are trademarks
owned by or licensed to the Novartis Group.

The use of a ™ or the registered trademark symbol ® in combination with a brand
name in a normal script indicates a third-party brand.

The business policy of Novartis takes into account the OECD’s Guidelines
for Multinational Enterprises, with their recommendations on the disclosure
of information.

Publisher: Novartis International AG, Basel, Switzerland

Design: phorbis communications, Basel, Switzerland

Reportage photographer: Brent Stirton, New York, US
Production: Management Digital Data AG, Lenzburg, Switzerland

© Novartis AG, 2019

Novartis in Society ESG Report

The Novartis in Society ESG Report
details progress and demonstrates the

and corporate responsibility.

Ln i @www.novartis.com/nisreport2019

Digital Annual Review

A digital and interactive version of
the Annual Review

@www.annualreview.novartis.com

Follow us on

(t Jin]

development of new healthcare products, including clinical trial results and
additional analysis of existing clinical data; regulatory actions or delays or
government regulation generally, including potential regulatory actions or delays
with respect to the proposed transactions or the development of the products
described in this Novartis In Society ESG Report; uncertainties regarding actual or
potential legal proceedings, including, among others, litigation or other legal
disputes with respect to the proposed transactions, product liability litigation,
litigation and investigations regarding sales and marketing practices, intellectual
property disputes and government investigations generally; our reliance on
outsourcing key business functions to third parties; our ability to comply with data
privacy laws and regulations, and uncertainties regarding potential significant
breaches of data privacy; safety, quality, data integrity or manufacturing issues;
uncertainties involved in the development or adoption of potentially transforma-
tional technologies and business models; the potential that the strategic benefits,
synergies or opportunities expected from our recent and proposed future
transactions may not be realized or may take longer to realize than expected; the
uncertainties involved in predicting shareholder returns; our performance on
environmental, social and governance measures; political, economic and trade
conditions, including uncertainties regarding the effects of ongoing instability in
various parts of the world; uncertainties regarding the effects of recent and
anticipated future changes in tax laws and their application to us; uncertainties
regarding future global exchange rates; uncertainties regarding future demand for
our products; and other risks and factors referred to in Novartis AG’s current Form
20-F on file with the US Securities and Exchange Commission. Novartis is providing
the information in these materials as of this date and does not undertake any obliga-
tion to update any forward-looking statements as a result of new information, future
events or otherwise.

Photo Giang Giua Cua (right) is treated by a doctor at his
home in Vietnam. Mr. Cua, 77, has chronic obstructive
pulmonary disease, whichis on the rise in Vietnam.

Back cover photo A mother and child in a poor district
of Dhaka, Bangladesh. Health workers there routinely
screen for childhood pneumonia, which is the leading

cause of death among young children worldwide.

company’s commitment in global health
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