cuTs®

International

Discussion Paper

www.cuts-international.org

Is there a Bright Future Aheadfor | ndi ao

Pharmaceutical Market?
An Overhaulof Policies vs. a Mere Facelift

Nuna Van BelleResearch Assistant, CUTI&ternational

Contents

1 013 1 - o2 2
011 Yo 1 [0 o) 1 3

TheGlobal Pharmaceutical MarkebBi g Phar mads |.n.n.owv.at.i.on..Defd cit

The IndianPharmaceutiCal Market...............cueeuiiiiimiiimiirinir e 4
RegulatoryReformsd Timeto Adaptor REINVENL?........ ... e 6
Intellectual Property RIGNES POLCY..........uuuiiiiiiieeee et eee e e e e e e 6
ForeignDirect INVESIMENT POICY.........cuiiiiiiiiiiiitieee et e e eeer e e e e e e 8
Drug Price CONtrol REGIME ...ttt rmmee e e e e e e e e s s rmn e s r e e eeeeas 9
HEAITN POICY ...t e e e et eeenb et e e e e e e e e et e e e e emerr e e e e e e e s 11
REQUIATONYFTAMEWOIK. .....cci ittt ettt e e e et e e e e e s e e e e e e e eeeeee s 12
TREWAAY FOIWAN. ......ccoieeiiiiie it ee e e e e s e e e e s e e e e e e e e aaa e ae e e e eeee s s asaanssn e eeeeensenssnsssnseeneenns 13




cuTs™ .

International

Abstract

The Indianpharmaceutical market is a bright spot in making Indi@a developed
country in one generatiod A healthy population and a thriving economy are core
driversof growth. Over the last decades, fierce policy reforms have lifted the
industry out of its dependence on import and built domestic competenédndia
became a strong global competitor and conquered the international market as a
low cost producer labelled agihe pharmacy of the world

Yet, changing global dynamics and internal structural market deficiencies
challenge pharmaceutical policiee nd di vi de government i nsti:Ht
way forward.

This paper analyses the u-gahgpubligpolityy di scour
reforms and debates in the pharmaceutical sector. It identifies the dominant

discourse and discusses itsimpacbhnconsumer s i n the context o
contemporary epidemiological and demographic transition, political agenda,

economic ambitions, market dynamics and legal framework.

Core questions at stake form the common thread through the paper and should

lead the pdicy reform debates moving forward: Which agenda is the Modi

government pushing forward? Who areeneficiaries and what is the impact on

consumers? How can India leverage and build its strengths in becoming a global
manufacturing and innovation leader®Vill its policy approach allow for the

development of an innovative and sekfficient pharmaceutical market? Is there

an integrated policy approach across polioyakers mandated to regulate the

phar maceuti cal industry? Heodeveldpners t hi s f it
agenda for health and growth?




cuTs™

International

Introduction

Prime Minister Narendra Modji’s goal is to make
India a ‘global leading hub for manufacturing
pharmaceuticals and innovation in medical
research’.? The government’s focus - as advocated
by its ‘Make in India’ initiative - is on economic
growth. A strong correlation exists between the
domestic pharmaceutical market and growth
trends in the India’s gross domestic product
(GDP).? A vibrant, competitive and innovative
pharmaceutical industry will be a key driver for
job creation, population health, skill

enhancement, and attraction of capital.

India to be amongst top five
global pharma innovationhubs
by 2020

India’s past policies have shown immense success
in lifting the industry to become the world’s
largest provider of low-priced generic medicines.
As a major driver of access to medicines
worldwide, it has been given the name of
‘Pharmacy of the World’.

India is the world’s third-largest pharmaceutical
market globally in terms of volume, accounting
for about 10 percent of the world’s pharma
industry. By 2020, the Indian pharmaceutical
market is expected to rank amongst the top three
pharmaceutical markets by incremental growth

and sixth largest market globally in absolute size.!

Today, Indian pharmaceutical sector is situated in
a rapidly changing economic, demographic,
epidemiological and political context. If India
wants to achieve PM Modi’s ambitious goals it

will need to address deeply rooted challenges of

some of the sectors in consonance with changing

global and domestic market realities.

The Global Pharmaceutical
Market 6B i ¢
Innovation Deficit

Estimated to exceed US$1.3tn in 2020, the global
pharmaceutical market is expected to continue its

successful growth.?

The pharmaceutical industry has been highly
dependent on its R&D segment - a key driver for
profit — which has been dominated by developed
countries’ multinational companies (‘pharma
MNCs’ or so called ‘big pharma’). The US, Japan
and Europe (the ‘“Triad’) are the sector’s largest
markets, accounting for over 80 percent of
pharma sales. Developing countries have
traditionally been focussed on generic medicine
manufacturing and not been major contributors

to pharma innovation.’
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However, the recent global economic turndown
has elevated the sector’s internal structural
deficiencies, leading to a stagnation of innovation
and a growth slowdown in developed economies.
On one hand, government attempts to contain
escalating public expenditure on drugs and
increasingly complex and costly drug discovery
processes decreased returns on investment in
pharma R&D which led big pharma to
substantially decrease its R&D spending. Expiry
of blockbuster patents and market entry by fierce
international competition in generics from strong
and rapidly emerging markets in developing
countries (pharmerging) such as China, India,
Russia, Brazil and South Africa have further
pushed pharma multinational companies (MNCs)
to actively pursue alternative growth strategies in

these promising markets.”

Worldwide waves of mergers & acquisitions
(M&As), increased patent filings and fierce
market strategies have demonstrated the
industry’s attempts to boost pipeline diversity,
scale and pricing power. All this has led to and
continue to be driven by the consolidation of the
global pharmaceutical industry, which risks the
dilution of traditional competitive dynamics
between originators and generic manufacturers in

concentrated markets.®

India’s rising prevalence of western ‘lifestyle’
chronic diseases, the growth of its middle class
with rising health expenditures, and its strong
product-driven generic manufacturing market
make it an attractive destination for foreign
multinationals. Unfortunately, so far, foreign
innovation companies seem to focus on market
expansion rather than increase of innovation
either through technology transfer or increased

R&D activity.’

The Indian Pharmaceutical
Market

India is a strong generic medicines’
manufacturing hub. Generic medicines form 70
percent of its pharmaceutical market (in terms of
revenues). Accounting for 20 percent of global
exports (in terms of volume), India is the world’s
largest provider of generic medicines." It has a
strong drug manufacturing infrastructure with
skilled labour and low resource/production costs.
Upcoming patent expiries are opening up sizeable
market opportunities for growth for generics and
biosimilars (i.e. similar to approved
biotherapeutic products) markets. However,
profits in generic medicine manufacturing are
declining due to a number of reasons:

1 complex and timely procedures for
regulatory approval of biosimilars,

9 strong competition from foreign generic
markets (in particular ‘pharmerging’
markets'! like China, Brazil and Russia),

9 import-dependency for active
pharmaceutical ingredients (hereafter
‘APT’ or bulk drugs) from China,"

1 quality issues and substandard medicines,

9 increased US FDA scrutiny, and

1 price controls by the Indian government.

Revenue share of Indian

pharmaceutical
sub-segments in 2015 (%)

mGenenc Drugs
mOTC medicines
mPatented drugs

Source: Business Maonitor International, FCC! Indian Pharma Summit 201 4-
15, TechSci Research
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This changing landscape of fierce competition
with low margins and high pricing pressure
requires generic companies to diversity their
product range, adopt differential strategies and
focus on evolving as innovations. Global
medicine spending and growth are expected to
shift to a continued growth in innovation-driven
spending for immunology or biological

treatments.”

In other words, innovation is the key to success
for India’s economic growth. Unfortunately,
‘Innovate in India’ is a challenge. India only ranks
14" by value worldwide (accounting for 1.5
percent). While its well-developed scientific base,
strength in information technology, strong
biodiversity and highly skilled human capital
could provide fertile territory for biotech
research,' pharma R&D intensity remains rather
low. The average R&D expenditure by Indian
pharma companies is only six percent of total
revenues compared to the typical 20 percent of

western pharma companies.'

India’s demographic and epidemiologic context
will provide opportunities but is likely to put
more pressure on the pharmaceutical industry.'s
The industry is crucial for India’s economic
development as a core foundation for a healthy

population (‘life line’ industry).

Population growth and increased financial
capacity has increased India’s domestic demand
for high-quality medicines. Over the last two
decades, worldwide per capita spending on
pharmaceuticals has increased by at least 50
percent with the largest increase occurring in
middle-income countries like India.”” Global

medicine spending grew by about nine percent in

2014 and 2015, outpacing both overall health

expenditures and economic growth.'

New medical needs emerge in India as the disease
burden shifts from communicable to non-
communicable diseases (‘lifestyle’ diseases such as
cancer, diabetes, cardiovascular and chronic
respiratory diseases). With 1.3 billion people
India has a rapidly growing and greying
population.” On top of its traditional public
health challenges (e.g. water borne, malnutrition,
sanitation, etc.), India has to address the
escalating epidemic of non-communicable
diseases (60 percent of all deaths and significant
morbidity in India) and some infectious diseases
(persistent levels of TB transmission and
incidence of drug resistance).”’ Tackling these

diseases requires access to innovative medicine.

At the same time, increasingly costly new
generation treatments remain out of reach for
both the middle-class and the poor (e.g. drugs for
cancer and hepatitis C in India).”’ Countries
around the world are facing challenges in
balancing the dichotomy between innovation and
affordable access. However, it is an even greater
challenge for India that has a very large poor
population. Affordability of medicines remains a
major concern® as out-of-pocket (OOP; i.e. direct
payments made by individuals to healthcare
providers) expenses on medicine are high (with in
rural India almost 80 percent of total OOP and in
urban areas around 75 percent of total OOP).*
The lack of capacity and outreach of the public
healthcare system is partly responsible for these
high rates. Action is required on many fronts, as
present measures leave wide gaps in access to
drugs for many common and significant

diseases.”*
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Regulatory Reformsd Timeto
Adapt or Reinvent?

Regulatory framework

U Ministry of Chemicals and Ferters,
Department of Pharmaceuticals
National Pharmaceutical Pricing
Authority

U Ministry of Commerce and Industry
Department of Industrial Policy and
Promotion Foreign Investment
Promotion Board

U Ministry of Finance
U Ministry of Health& Family Welfare
U NITI Aayog

Multiple regulatory agencies are mandated to
regulate matters that affect the pharmaceutical
sector. Recent policy reforms aim to provide a
more suitable climate for investment for pharma

innovation and sector growth.

Under the tag line ‘minimum government
maximum governance’, the government has
aimed to reduce excessive regulation and ensure

maximum governance.

Recent policy reforms have focussed on
liberalisation of foreign direct investment (FDI),
scale-up of intellectual property rights (IPRs),
introduction of an attractive tax regime, and
reform of the price control regime. Disbandment
of inter-ministerial specialised regulatory
agencies has further been put forward to ensure

effective governance.

IPR Policy

To foster innovation and generate wealth, the
Department of Industrial Policy and Promotion
(DIPP), Ministry of Commerce & Industry has

recently adopted a new National Intellectual

Property Rights Policy (NIPR Policy, 2016).> It
goes by the tagline of ‘Creative India, Innovative

India’.

Intellectual property protection - in particular
patent rights - is critical to the development of an
innovative pharmaceutical industry as it attracts
investment and boosts local businesses. As costs
of developing new drugs are high and costs of
duplicating are low, exclusive patent rights
stimulate investment for R&D.** In 2015,
patented drugs (developed and patented in India)
constitute only nine percent of total
pharmaceutical market revenues in India of
US$20bn. While the number of patent filings in
India has increased in the last few years, the
percentage of filings by Indian residents is
relatively low. Of 42,854 patents applications
made in India in 2014, only 28 percent were filed
by domestic entities. There is further a general
distrust amongst foreign innovator companies

towards the Indian patent regime.”

The NIPR Policy, therefore, aims to expedite IPR
filings by overcoming lack of awareness about the
importance of IPR as a marketable financial asset
and distrust in the effectiveness of IPR laws and
enforcement. This would foster innovation and

generate wealth for the Indian economy.

However, IPRs are a means to foster innovation
and creativity, rather than an end in itself. The
NIPR Policy fails to situate IP within the larger
context of the innovation ecosystem (i.e.
financing, venture capital, education,
infrastructure etc.) and ignores the fact that IP is

a market-driven model (i.e. guided by market




