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Today's world is facing
unprecedented levels of
uncertainty due to the continual
increase in rate of global and
macro changes and shifts.

GLOBAL
CONTEXT

The World Economic Forum (WEF) Global Risk Report
of 2017 stated that it has become futile to try to predict
the future given the rate and complexity of change.
The 2019 edition of the WEF Global Risk Report builds on these
sentiments, highlighting a multitude of concerns:
Examples of Macro Global Threats
Profound Social Change and Instability
Failure of Climate Change Mitigation and Adaptation
Failure of Global Governance and Interstate Conict
Failure of Financial Infrastructures and Mechanisms
Adverse Consequences of Technological Advances

In addition to the above there is an ever-increasing rate of cybercrime and data fraud or theft. The WEF global risk survey 2019 found
that data fraud or theft is the 4th most likely risk to have signicant
impact with no improvement over the 2018 positioning. The increasing
utilization of articial intelligence, despite all the advances, will lead to
increased uncertainty related to data stewardship.

Our current era of “fake news” is eroding the trust the masses
have in businesses, governments, NGOs and Media alike.

The 2019 Edelman Trust Barometer, which is an
online global survey measuring “trust” across
various sectors and demographics, outlines that
despite minimal improvements since the all-time low trust result in
2017, that there are just over 60 % of the informed public (University
qualied) and just over 50 % of the general population trust
businesses. Additionally, there is a signicant increase in the gap
between the university qualied population and general
population over the last 7 years, a challenge to be contended with.
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The Gallup “Real Future of Work” poll similarly
concludes that businesses worldwide are indeed
suffering a trust crisis. As the world is increasingly
interconnected, this trust decit adds additional uncertainty to how
leaders must run their businesses going forward to maintain or rebuild
trust with the employees and society at large. Simply put, trust is now
hard earned yet quickly (possibly unfairly) lost.

Given the global context, all sectors
are operating under increased
Volatility, Uncertainty, Complexity and
Ambiguity (VUCA) and it has become
more important than ever to
understand real-time the threats and
opportunities facing their organisations
and to intelligently address them as a
cohesive and deliberate strategy.

LIFE SCIENCES SECTOR
CONTEXT
The Life sciences sector is not immune to these macro challenges,
practically all of which have a direct or indirect impact on how
businesses are managed.

The global healthcare spend
is projected to exceed 10 trillion
USD by 2022, which will further
increase the downward price
pressures and the drive toward
more pricing transparency.

We also see a rise in uncertainty pertaining to
regulations and increasing reputational challenges
for the sector as a whole. A few bad actors have
disrupted the trust toward the life sciences sector,
including those who truly aim to better society.

The healthcare sector, despite some improvement over the last
two years still ranks relatively low (just above the lower quartile) in
the Edelman Trust Barometer 2019 assessment of trust across
various sectors. There is acute awareness that this sector needs be
be better positioned in society and much effort is underway to deal
with this and also to support broader causes such as the UN
Sustainable Development Goals (particularly goal 3: “Good Health
and Well-Being”).
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INNOVATION
The era of “me too” drugs has truly passed.
There is an increasing imperative to demonstrate signicant
improvements over current treatments. A company's ability to
innovate and provide differentiated solutions to true unmet needs
that improve quality of life is now a critical success factor. For
example, the orphan drug sector is
expected to almost double in the
next 5 years as the sector as a whole
increasingly focuses on unmet
medical needs. Signicant
improvements are yet to come
particularly as organizations
increase their focus on personalized
medicines and identifying the
segments of patients that will
benet most from their new
products & solutions.

Companies are having to shift their focus from
purely product innovation to increasingly more
holistic solutions and customer experiencebased innovation, leading to more value
adding offerings.

Medtech

Many would argue that there are untapped
opportunities in this area especially considering
the very dynamic state of the overall ecosystem.
For example, there is a rapid increase in the
growth of Medtech although still quite highly
concentrated in the hands of few players.

COST PRESSURE
Whilst there is huge potential yet to be realized within the sector, the
playing eld is also changing compounded by there also being
increasing cost in the system. Healthcare expenditure is growing at
a rate of, on average, above 5 % per year. Whilst the Pharma
industry accounts for approximately 10% of the overall healthcare
spend, there is mounting downward price pressure on the sector.
Today an average of 5 billon USD and 10-15 years of research and
development time is invested per approved molecule launched.
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Additional studies are required to meet the increase in
regulatory requirements regarding the collection of Real-World
Evidence (RWE), impacting the overall cost additionally. This is
required at a time when there is an increasing need to show true
differentiation during market access and within the market.

PAYOR/PATIENT RELATIONSHIP SQUEEZE
As new solutions approach the market access hurdles (incl.
regulatory, pricing and reimbursement), life sciences companies are
having to develop a much deeper understanding of payors and
patient's needs. The power of the patient has increased in the era of
both instant and transparent information. Patients are increasingly
inuencing the prescribing decisions, as the patient bears the burden
of a much larger out-of-pocket cost than before. Governmental and
insurance payors are squeezed between the need to offer the best
solutions and complying with ever decreasing budgets.

REGULATION
Given the rise in both populism and nationalism and the associated
changes in governments, Life Sciences is facing an unprecedented
level of uncertainty regarding regulatory changes. All of these
changes could impact signicantly time to market and the ability to
supply product to patients in an un-disrupted fashion.

Navigating geopolitical uncertainty
Unpredictable and
constant regulatory
changes
Trade wars &
supply chains
Brexit
Pricing pressures

The continued unpredictability
regarding the United Kingdom's
“Brexit” from the European single
market is leaving companies
managing huge uncertainty and
having to develop contingencies
to deal with what could be a very
disruptive situation regarding the
robustness of supply chains and
technical expertise in the short
and mid-term.

The 2017 US governmental changes, initiated by the Trump
administration, led to high uncertainty around drug prices,
deregulation, impact on the Affordable Care Act (ACA) and much
more, all of which mean that Life Sciences companies must refocus
their efforts to mitigate the related impacts. More recently, the
developing trade wars are leading to increased nancial and
supply chain volatility.

TALENT ATTRACTION AND RETENTION

Attracting and retaining the right talent has
become increasingly difcult and critical to
success. It is one of the top concerns that CEOs in
Life Sciences have today. Given the generational
shifts, the approach used to date will also need to be
refocused on the needs of the newer generations
joining the ranks.

The newer generations exhibit different aspirations in life and have
different expectations of their employers, not least in terms of social
consciousness and trust. Given the current trust decit that exists,
CEOs will need to rethink their talent attraction and retention
strategies to remain competitive.
TECHNOLOGY AND DATA STEWARDSHIP
Like all other sectors there is an increased cyber threat. It can be
said that there are two categories of companies with respect to
cyber-attacks “those who have been attacked and know it” and
“those who have been attacked and don't know it”. Whilst cyber
threat is a risk across all sectors it is of heightened importance in the
Life Sciences sector given the sensitivities pertaining to the privacy
of patient's data. Protection of intellectual property has a particular
need to develop both a strong offense and defense to patent trolls.
There is an increasing focus of the regulators on data integrity.

Strong data stewardship, and governance as
whole, has become imperative and calls for a
clear and robust data management strategy.

PARTNERSHIPS
Compounding all the above challenges
is the fact that companies increasingly
need to partner to compete, be it in terms
of open innovation or in terms of
outsourcing operations to reduce xed
costs. Managing the risk associated with
partnering is critically important to ensure that the actions of the
partner do not impact the on-time delivery, quality and increasingly
the organisation's reputation. Early and thorough diligence and
continuous governance is a must to safeguard the organisation's
reputation going forward.
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RISK MANAGEMENT
IS IMPERATIVE

Given the magnitude of the uncertainties at a macro level and
within the sector, it has become increasingly important that the
leaders of Life Sciences companies manage their risks more closely
than ever before. Recent surveys have shown that the Boards of
Directors and CEOs of companies now place a much higher priority
on having a strong risk management program in place.
Having a strong enterprise risk management system
(Enterprise Risk Management, ERM) in place helps bring
transparency to potential threats and opportunities to
organisational objectives through structured
identication and assessment of risks that matter.
Having full transparency on what matters allows the executives to
make risk informed decisions on:
how to manage (“proactively treat”) potential threats;

how to take advantage of potential opportunities;
adding value (both value protection and value creation)
to the key stakeholders along the value chain;
Closer and more strategic management of the risks that matter
helps to build risk resilience across the organisation readying it to
react more effectively in the unveiling of an unforeseen crisis.
Focusing on what truly matters also allows a more agile and efcient
utilization of resources, thus supporting the argument that
investment in ERM has a positive return on investment (ROI).
It has become more critical than ever to embed risk thinking
within the business to take risk informed decisions in alignment
with the organisation's visions, objectives and culture.

Risk should be integrated as part of the overall business
management cycle becoming an integral part of everything the
company does.

A solid risk culture supports a sustainable competitive advantage
by identifying, assessing, managing, monitoring and reporting risks
in a proactive manner leading to both value protection and value
creation and thereby increasing the probability of the organisation
delivering on its objectives and vision.
Valuable risk programs are bespoke, agile and embedded in what
an organisation already does. Therefore, risk management
programs need to be integrated in how organisational leadership
already manages their business.

CONCLUSION
Given the rapidly changing global and Life Sciences context, it
is imperative that the sector is not only aware of the impact
that macro-changes can have on it but also must be agile
enough to both navigate changes and to have the foresight to
create leverage and new value.
Fully integrated, enterprise-wide risk management can provide the
method through which culturally entrenched risk management
becomes an enabler for organisations. Never before have life
sciences been more important. The 7.7Bn people on earth are
dependent on the advancements expected.
The Life Sciences sector needs to be prepared to take advantage of
these opportunities whilst managing its threats to continue to meet
the needs of our global community.
For more information, visit www.satarla.com/lifesciences
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