Market Analysis:
The Growing Pharmaceuticals Market: Expert Forecasts and Analysis

The global pharmaceuticals market was worth $934.8 billion in 2017 and will reach $1170 billion in 2021, growing at 5.8%, according to
a recent pharma market research report by The Business Research Company.

This is an accelerated pace compared to 5.2% for the years before 2017, but is slower than the other two large healthcare segments,
medical equipment and healthcare services. Healthcare as a whole is growing at over 7% year on year.

The factors that affect the pharmaceutical market size include disease prevalence, drug affordability, consumer attitudes, government
policies and some supply-side factors:

e Disease prevalence is related to population size, age, genetic inheritance and behaviour (infectious disease
incidence is lower where sanitation practices are better; sedentary lifestyles also encourage chronic disease).

e Affordability is related to income but also to drug prices.

e Consumer attitudes include willingness to use alternative therapies or distrust of taking drugs.

e Government (and insurance company) policies affect reimbursement and who the payer is. Other government
policies determine regulation, which can be a significant barrier to the launch of new treatments.

e A major supply-side factor is availability of an appropriate treatment, which may be a matter of quantity, as in an
epidemic, or of drug discovery and development.

PESTEL Analysis for the Pharmaceuticals Market

Current and ongoing changes in political, economic, social, technological, legal and environmental factors are influencing growth in the
healthcare market, where drugs play an important part. The following factors are all boosting healthcare market growth:

Reduced taxes and lowered drug prices in the USA

GDP growth of over 6% in China and India

Widespread population aging and sedentary lifestyles leading to increased chronic disease prevalence
Industrialized data services in R&D enabling the use of clinical trial data in trial simulations

Lowered regulatory barriers for new drugs in the USA

High urban pollution levels increasing the incidence of conditions like asthma

As aresult, healthcare expenditure per capita is set to rise from its 2017 level of $1137 to $1427 by 2021.
Pharmaceutical Market Restraints and Drivers

Part of the explanation for the relatively slow current growth of the pharma market is that the launch of major new products has slowed
and that companies are restricting their R&D investment. For example, despite the huge potential for any effective and safe new drug for
treating Alzheimer’s disease, Pfizer has ended its Alzheimer’s research program while AstraZeneca and GSK have cut back. High failure
rates, the $2 billion average cost of developing a new drug, and falling returns on investment — down from 10.1% a year in 2010 to 3.2%
in 2017 for the big pharma companies, according to Deloitte’s — are restraining the launch of high-priced new breakthrough drugs such as
those that boosted the market in earlier years.

Most pharmaceutical industry growth now is coming instead from the increased size of the global aging population, which boosts demand
for long-term treatments for chronic diseases, and better access to healthcare in emerging economies.

The Changing Geography of Pharma Markets

Growth over past decades means that North America and Western Europe still account for 56% of the global market, but Asia Pacific has
overtaken Western Europe as the second largest region. Growth in Asia Pacific is fueled by increased affordability of drugs resulting from
the launch of low-priced generics. Other factors that are positive for growth in Asia Pacific are the rise of GDP per capita in the region,
government programs to support healthcare, and rapid urbanization, which brings both doctors and pharmacies within easy reach of
increasing proportions of growing populations. Pharma sales in Asia Pacific will grow at 8.4% a year to 2021.

The story is a similar one at the level of country. The USA, by itself worth 25% of the global total, is restraining global growth by rising at
below 5% a year, while the much smaller pharma markets of India and China are both achieving double that pace.

Key Segments in the Pharmaceutical Market

The largest pharma market globally is for musculoskeletal drugs. These are treatments for diseases such as rheumatoid- and osteo-
arthritis, osteoporosis, carpal tunnel syndrome, tendonitis, rotator cuff tear, muscular dystrophy, myasthenia gravis, lupus erythematosus
and others. Major drugs in this segment include Piroxicam Glaxo, Dolonex, Felden, and Piroxicam Pfizer. The segment accounted for
14% of the global total in 2017. Cardiovascular, oncology and ant-infective drugs are the second third and fourth largest markets.
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Drugs for treating metabolic disorders such as diabetes and diseases of the thyroid and pituitary glands will be the fastest-growing segment
of the global pharma market to 2021. This segment will grow at 9% a year going forward, following recent growth of 11.6%, but it will
remain in fifth place for market size.

Anti-diabetic drugs are the largest sub segment of the global pharmaceutical industry, worth over $85 billion in 2017; second are the anti-
virals and third come anti-hypertensives. Drugs for some of the less prevalent cancers — thyroid, skin and ovarian cancer — are the
fastest-growing sub segments. This is in part because the US Federal Drug Administration has allowed a less rigorous regulatory
procedure and lower endpoint benchmark for cancer drugs, so increasing the rate of innovation.

Competitive Landscape & Top Pharmaceutical Companies

Pharmaceutical drugs are subject to a large number of laws and regulations that deal with patenting, testing, safety, efficacy and marketing
and affect the size and growth rates of the market. Together with the high R&D costs involved in creating new drug solutions, these can
act as barriers to entry for small companies. However, pharmaceutical companies produce both generic and branded drugs. Generics,
which are copies of patent-expired drugs, are opportunities for smaller entrants. They are taking an increasing share of the market,
particularly in developing economies, where governments are encouraging their production in order to make lower-price treatments more
widely available.

In the overall market, top pharmaceutical companies include:

Novartis

Sanofi

Pfizer

Hoffman-La Roche
Gilead

Together the top ten pharmaceutical companies account for 30% of global sales, making the market moderately fragmented. Within
individual segments, however, the share of these pharmaceutical companies varies: Hoffman-La Roche is by some way the leading
pharmaceutical company in the large oncology drugs market, but Sanofi leads in the cardiovascular and metabolic disorders segments.

In markets where biologics have penetrated, the leading players are not in the top ten pharma manufacturers: Biogen, for instance, leads in
the central nervous system segment, while Bristol-Myers Squibb and Eli Lilley have significant shares in oncology.

Deal activity in the healthcare industry has surged in recent years. Most mergers and acquisitions are aimed at boosting product portfolios
and expanding the market reach of products and services. For example, in August 2014 Merck acquired a clinical-stage pharmaceutical
company, Idenix Pharmaceuticals Inc., for nearly $4 billion. Through this acquisition Merck strengthened its product portfolio by adding
Idenix’s potential hepatitis drugs.

Data Segmentations: Pharmaceutical drugs global market, global pharmaceutical drugs market by therapeutic area segments and sub
segments; pharmaceutical drugs market by region and country and by therapeutic area segments; branded versus generic drugs markets by
country;, competitor drug sales and market shares by therapeutic area; global healthcare market historic and forecast size and growth;
healthcare market regional and country size and growth; healthcare market competitive landscape.

A look ahead into 2019 Global Market Analysis :

One of the key items to look for in 2019 is how the pharmaceutical industry will fare with new product approvals. In 2018, the US Food
and Drug Administration’s (FDA) Center for Drug Evaluation and Research (CDER) approved a record-high 59 new molecular entities
(NMEs), surpassing the previous record of 53 NME approvals in 1996 and the 46 NMEs approved in 2017. The 59 NME approvals in
2018 was nearly double the 10-year (2009-2017) average of 33 NME approvals by FDA’s CDER. The record-number of NME approvals
continues an upward trajectory for NME approvals (with the exception of 2016 when 22 NMEs were approved) over the last several years.
FDA’s CDER approved 41 NMEs in 2014, 45 NMEs in 2015, 46 NMEs in 2017, and the 59 NMEs thus far in 2018.

In addition, continuing a recent trend, orphan drugs accounted for a large percentage of NME approvals. More than half (58%), or 34, of
the NME approvals in 2018 were for orphan drugs, defined as drugs that treat 200,000 or fewer people in the US. In 2017, 39%, or 18 of
the 46 NMEs approved by the FDA’s CDER were orphan drugs, which continued a recent trend of approximately 40% of NME approvals
being orphan drugs. In 2016, 9 of the 22 NMEs approved by the FDA were orphan drugs. Of these 22 NME approvals, two were
diagnostic agents, so 9, or 45%, of the new drugs approved in 2016 were orphan drugs. In 2015, 47%, or 21 of the 45 NMEs approved by
the FDA’s CDER were orphan drugs, and in 2014, 41%, or 17 of the 41 NMEs approved were orphan drugs.

The key question for the pharmaceutical industry in 2019 is whether the innovation train will continue to roll.

Despite the optimism for product innovation based on NME approvals in 2018, other issues may have a dampening effect, notably
financing into the biopharmaceutical industry. “Biopharma has had a rocky few months, and many expect life to get tougher as we head
into 2019,” said Amy Brown, author of a recent report by Vantage, the editorial arm of Evaluate Ltd, in highlighting key predictions for
the pharmaceutical industry in 2019. “The sector will need to deliver on its innovation promises next year if it wants to rise above wider
economic and financial concerns.”

In the US, a total of $4.0 billion was invested into biotechnology-related industries in the third quarter of 2018 (the latest available data as
of press time), which represented a 1% decrease from the second quarter of 2018 while deals remained constant quarter on quarter with
120 deals each in the third and second quarters of 2018, according to the Healthcare MoneyTree report by PwC and CB Insights. The
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biotechnology subsector raised $2.160 billion in the third quarter of 2018, a 7% increase from the second quarter of 2018. Out of the 59
deals, closed in the third quarter, six were mega-round deals, which contributed $1.176 billion of the dollars invested in the third quarter.
The drug-development subsector raised $884 million in the third quarter of 2018, a 31% decrease from the second-quarter of 2018. Out of
the 31 deals closed, none were mega-round deals. For the other subsectors in biotechnology-related industries, the medial device &
equipment industry raised $750 million in 45 deals in the third quarter of 2018, a decrease of 4% from the second quarter of 2018, in terms
of dollars invested, according to the PwC/CB Insights’ Healthcare MoneyTree report. The drug-discovery subsector raised $517 million in
16 deals in the third quarter of 2018, and the disease-diagnosis subsector raised $325 million in five deals.

The Vantage report also made several other noteworthy predictions relating to product developments for 2019. AbbVie’s Humira
(adalimumab), an anti-inflammatory drug for treating arthritis, plaque psoriasis, ankylosing spondylitis, Crohn's disease, and ulcerative
colitis, will continue to be the world’s biggest-selling drug in 2019, with sales of just under $21 billion. For new product launches in 2019,
Alexion Pharmaceuticals’ Ultomiris (ravulizumab) for treating adult patients with paroxysmal nocturnal hemoglobinuria, a rare and life-
threatening blood disease, which was approved by the FDA in December 2018, has potentially the largest upside for a new drug approval
with a net present value of $10.9 billion. The Vantage report also predicts that AstraZeneca will net the most new sales in 2019, increasing
by $2.3 billion over the previous year’s total.

Macroeconomic changes will also be an important consideration for 2019. A recent analysis by PwC for its 2019 global outlook noted a
slowdown in global economic growth following a mini-boom between the end of 2016 and early 2018. In the US, the PwC report projects
that the boost from fiscal stimulus is likely to fade, higher interest rates may dampen consumer spending and a strong dollar could
continue to drag on net exports for growth to moderate from an estimated 2.8% in 2018 to around 2.3% in 2019. On the plus side, the US
will record its longest-ever business cycle expansion in July 2019, when the period of growth that began in mid-2009 surpasses the length
of the expansion that ran from 1991 until 2001, but this could come to an end in 2020 or 2021, according to the PwC analysis.

In the Eurozone, the PwC report projects that uncertainty relating to global trade tensions and Brexit will take a toll while the European
Central Bank is likely to offer less support to growth as its quantitative easing policy ends. Growth in China is also expected to slow
relative to 2018 due to potential impact of US tariffs and the need for the government to control debt. The report also noted that other
emerging market currencies could come under periodic pressure from a strong US dollar, but this effect is likely to lessen later in 2019 due
to the US economy slowing.

The PwC report also says that trade wars will continue in 2019, which will impact overall economic performance but also create
uncertainty for policy makers in terms of considering the impact of potential tariffs on growth and inflation and for businesses, which will
seek to mitigate the impact on their supply chains and customers. The main focus of tensions is likely to remain US-China trade although
the report points out other scenarios are possible.

Macromolecules: An Indian Journal Volume and Issue 14: S(1)



