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Risk Score
Industry Risk Score: Pharmaceuticals
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Dun & Bradstreet Industry Risk Score reflects the level of risk prevalent in the sector. The risk score is
graded on a scale of one to eight with eight representing highest risk score. Industry Risk Score reflects
the effect that the various factors have on the business prospects and operating environment of the
industry over the next 12 months. The risk score arrived at is an aggregate of the individual scores
assigned to the relevant industry parameters identified. The selected parameters are government
regulations, demand supply dynamics, competitive scenario, macro-economic variables, resource risk,
profitability, and cost structure. The scores given to individual parameters reflect the extent of positive/
negative impact on the business-operating environment.

Positive Factors

Negative Factors

Drugs meant for lifestyle diseases would be the

Non-compliance to US FDA manufacturing

major demand driver in Indian pharmaceutical

practices could continue to trouble Indian

industry. Innovator drug manufacturers, mostly

pharmaceutical sector. With the frequency of

global pharmaceutical companies stand to gain

inspections set to increase in the coming years, the

from this opportunity.

non-compliance risk faced by drug manufacturers is
high.

Patent cliff, which presents revenue prospects for

Price controls imposed by the Government on

generic drug manufacturers on patent expiry,

essential drugs are stifling the revenue and

would remain the biggest growth opportunity in

profitability growth in the sector. Additionally, price

Indian pharmaceutical sector.

control measures have severally impacted new
investments in drug development.
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Executive Summary
Indian pharmaceutical sector is one of the largest manufacturers and exporters of generic drug
formulations in the world. Expertise developed by pharmaceutical companies in manufacturing low-cost
generic drugs during the process patent regime has helped the sector in achieving this feat.
Annual turnover in Indian pharmaceutical industry is estimated to be INR xx Bn. Industry turnover has
increased by a 5.3% during the time period FY 2011-17.
Pharmaceutical sector in India is heavily regulated with Government control on all aspects of the sector,
from drug development to pricing to distribution. Additionally, grievance redressal at regulatory level as
well as the judicial level is plagued by delays. These factors have deterred global innovator
pharmaceutical companies from launching their full product portfolio in India.
Exports have become the mainstay of the sector, contributing to 45% of total industry turnover in FY
2017. A strong manufacturing infrastructure that meets the quality standards of US FDA has helped
Indian drug manufacturers in exporting to regulated pharmaceutical markets.
Manufacturing practices followed by drug manufacturers in India has come under a scanner, as few of the
manufacturing facilities failed to meet US FDA standards during routine inspections. This has resulted in
import alerts and warning letters from the US FDA, ultimately resulting in reputational loss as well as a
slower growth in exports.
Domestic drug demand in India was always high, due to the presence of a large base of patients with
limited access to formal healthcare services. However, the changes in economic and demographic profile
in the past couple of decades have expanded this base of patients who can afford drugs and healthcare
services.
Global innovator drug manufacturers who have entered the country after the re-introduction of product
patent structure have managed to garner a sizable share of the domestic drug market. Their concentration
is highest in lifesaving drugs treating chronic diseases like cancer and cardiovascular diseases.
Meanwhile, domestic players, mostly generic drug manufacturers, have a higher share in off-patent drugs
segment.
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Industry Overview
The pharmaceutical industry broadly encompasses the discovery, development, manufacturing,
distribution, and sales of drugs meant to treat medical conditions. Based on the nature of drugs being
developed, the industry can be broadly divided into two segments:
i.

Innovator pharmaceutical companies involved in developing patented drugs.

ii.

Generic pharmaceutical companies developing copies of off-patent drugs by means of reverse
engineering.

Development of patented drugs, most often based on a new chemical entity, is an expensive and timeconsuming procedure. An innovator pharmaceutical company has to invest heavily to maintain a strong
drug development pipeline.
The product patent structure - prevalent in regulated markets and few semi-regulated markets – is
intended to encourage innovator companies to invest in product development by granting patent
protection to the drugs they develop. The patent protection bars competitors from launching the same
product till the patent protection period runs out. Typically, product patents are granted for a period of 20
years. This segment is dominated by global pharmaceutical Companies while the drug development
capabilities of Indian Companies are comparatively week.
Generic pharmaceutical companies are involved in developing copies of patented drugs by alternative
manufacturing process (reverse engineering). Unlike innovator companies, generic drug manufacturers
need not invest to develop a new chemical entity. Capital and time involved in developing copy of an
existing drug through reverse engineering is far lower compared to new drug development. Consequently,
drug developed through reverse engineering process tends to be cheaper than innovator drugs. However
generic companies are prevented from launching their low-cost alternatives due to the patent protection
prevalent on the innovator drug.
Indian pharmaceutical industry, which followed process patent structure for close to 30 years -till the
amendment of Patent Act in 2005- was favorable for generic drug manufacturers. The process patent
structure allowed them to launch their low-cost alternatives to innovator drugs, as long as the
manufacturing process was different. India with its technically skilled labor force was able to reverse
engineer patented drugs, and hence became one of the largest and most developed generic drug markets in
the world.
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Macroeconomic Scenario
Key Economic Indicator
After four years of steady improvement in GDP growth, India witness fall in GDP growth rate in FY
2017. As per the provisional estimates, India’s overall GDP growth dropped to 7.1% in FY 2017 from 8%
in the previous year. Quarterly GDP growth also exhibited a steady decline in Q4 FY 2017 on y-o-y basis.
Country’s GDP growth fell to 6.1% in the quarter ended March 31, 2017, down from 9.1% recorded in
same quarter last year and 7% in the previous quarter. Slowdown in GDP growth was a reflection of the
negative investment growth and slowing private consumption. The Demonetization drive announced on 8
November 2016 to crackdown on black money led to a cash crunch translating into weak consumption
expenditure growth, slowdown in construction activities and economic activity in the informal
manufacturing sector thus impacting overall economic growth.
GDP Growth Trend
Yearly Q-o-Q GDP Growth
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During Q4 FY 2017, private consumption expenditure recorded 7.3% increase, lowest in last five quarter,
while investments as measured by (GFCF) declined for the first time in last three fiscal years. In FY
2017, investment growth slowed down to 2.4% as compared to 6.5% in previous fiscal while in Q4 2017
it turned negative and registered a decline of 2.1% on y-o-y basis.
Amidst weak investment growth, the GDP growth in FY 2017 was supported by government
consumption expenditure and private consumption expenditure that limited the fall in GDP growth to
7.1% , which otherwise could have been more sharp. Government final consumption expenditure and
private final consumption expenditure recorded 20.8% and 8.7% y-o-y growth in FY 2017, respectively.
However, growth in private consumption expenditure slowed to 7.3% in Q4 FY 2017 compared to 11.1%
increase in previous quarter and 9.3% increase in Q4 FY 2016.
Performance of Key Economic Sectors
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Overall GVA growth lost growth momentum and slowed to 6.6% in FY 2017 down from 7.9% increase
registered in previous fiscal. Weak growth in industry and services sector pulled down the overall GVA
growth in FY 2017. However, GVA growth in agriculture sector bounced back sharply in FY 2017 to
4.9% against weak average growth of 0.2% in previous two years. Normal monsoon and several
government initiatives announced last fiscal to support rural income played well to boost the gross value
addition in agriculture sector in FY 2017.
Contribution To Gross Value Added (GVA) at
2011-12 Prices

Yearly Growth Sectoral GVA (at Basic prices)
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Within the industry segment, the decline was spread across mining, construction, and manufacturing
while utility services comprising of electricity, gas, water supply & other services improved marginally in
FY 2017. GVA in electricity and other utility sector registered 7.2% annual growth in FY 2017 compared
to 5% increase in previous year. Growth in construction and mining sector contracted sharply to 1.7% and
1.8% in FY 2017 against 4.8% and 11.1% average growth in previous two years, respectively. Growth in
manufacturing sector that remained in focus under government’s "Make in India" initiative too moderated
to 7.9% in FY 2017 against 10.8% y-o-y growth in the previous year.
Slowing growth in financial, real estate & professional services and Trade, hotels, transport,
communication and services related to broadcasting brought moderation to gross value added in services
segment as well. Growth in services sector that contribute over 50% to country’s total GVA moderated to
7.7% in FY 2017 down from 9.7% in FY 2016.
Continued sluggishness in private capital expenditure and cash crunch created due to demonetization
affected the overall industrial sector output and consumption expenditure driving down economic growth
in FY 2017.
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Quarterly Macro Indicator
Key Macro Economic Indicators

Y-o-Y Change
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Y-o-Y Change
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Quarterly GVA Growth
On quarterly basis, overall GVA growth fell to 5.6% in the quarter ended March 31, 2017, down from
9.1% recorded in same quarter last year and 7% in the previous quarter.
Yearly Q-o-Q Sectoral GVA (%) (at Basic prices)
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1

Government shifted to new National Account reporting methodology to report economic growth in terms of Gross Value Added
(GVA) at basic prices instead of GDP at factor cost. GVA at basic prices is equivalent to GVA at factor cost + (Production taxes
less Production subsidies).
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Moderation in the overall GVA came on the back of sedate growth in both industry and agriculture sector
while recovery in services sector provided support to the GVA growth in Q4 FY 2017.
Within the industry segment, construction sector performance was severely hit due cash crunch and
working capital shortage after currency ban that brought construction activity at halt. Consequently, it
recorded negative growth of 3.7% in Q4 FY 2017 against 6% growth in same quarter previous year and
3.4% growth in preceding quarter. The growth momentum in the manufacturing sector moderated to
5.3% in Q4 FY 2017 (lowest in last eight quarters) which is less than half of the rate it experienced in Q4
FY 2016 of 12.7% and down from 8.2% growth witnessed in previous quarter. Growth in mining sector
strengthened to 6.4% in Q4 FY 2017 as compared to average -0.1% decline during first three quarter in
FY 2017. However, it declined compared to last year level, which measured at 10.5% in Q4 FY 2016.
Gross value added in utility (electricity, water and other utilities) segment grew by 6.1% down from 7.6%
in Q4 FY 2016 and 7.4% in previous quarter.
Within services sector, excluding public administration, defense, and other services; growth in financial,
real estate & professional services sector; and trade, hotels, transport, communication, and services
related to broadcasting sector, recorded subdued growth. Growth in financial services sector dropped
down to 2.2% in Q4FY 2017 as compared to 9% increase in Q4 FY 2016 and 3.3% in previous quarter
while trade, hotel, & transport sector recorded just 6.5%y-o-y growth in the quarter ended March,2017.
Trade, hotels, transport, communication, and services related to broadcasting recorded 12.8% and 8.3% yo-y growth in previous year same quarter and previous quarter, respectively.
Favorable monsoon during the Jun- Sep period in 2016, contributed towards this healthy growth in
agriculture sector output. The agriculture sector recorded healthy growth of 5.2% in Q4 FY 2017 as
compared to 1.5% growth in Q4 FY 2016 and -1.2% growths in Q4 FY 2015. However, the cash shortage
amongst rural masses following the currency ban brought temporary moderation in agriculture sector
output as it slowed marginally when compared to 6.9% increase in previous quarter.
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IIP Growth2
Index of Industrial Production (IIP), an indicator of short-term changes in production of various sectors,
recorded 5.0% growth in FY2017 as against 3.4% y-o-y growth in FY16 (as per the revised data). While
the manufacturing sector grew by 4.9% in FY2017 as against a growth of 3.0% in FY2016, the mining
sector grew by 5.3% as against a growth of 4.3% during the same period.
Annual IIP Growth Trend, (Base 2011-12)
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By user segment, consumer non-durables sector grew significantly by 9% in FY2017 as against a growth
of 2.7% in FY2016 while consumer durables sector grew by 6.2% as against a growth of 4.2% during the
same period. As per the new data series, infrastructure/construction goods sector had grown by 3.8% in
FY17 compared to subdued growth of 2.8% in FY16. Growth in the primary goods (earlier termed as
basic goods) and capital goods sector moderated marginally in FY17 to 4.9% and 1.9% respectively, from
5.0% and 2.1% respectively, in FY16.

2

In March 2017, the government announced revision in base year for both the WPI and IIP series from 2004-05 to 2011-12

where revised data for key indicator with new base year was first released on 31 st May 2017. With the revision in the base year in
both the WPI and IIP series, the key indicators i.e. IIP, WPI, CPI and national accounts are now on a common base year i.e 201112 prices making it easier for comparison.

Sectoral Risk Outlook

Page 11

IIP Growth , By User Segment based on 2011-12 prices
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Monthly IIP Trend
Fluctuation in Monthly IIP Growth on Y-o-Y basis (2011-12 Base Year)
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Monthly IIP index stood at 117.9 in April 2017, which is 3.1% up compared to April 2016 level.
Manufacturing sector, which accounts for 77.6% of the total IIP index, supported the overall IIP growth
by growing at 2.6% in April 2017 up from 1.2% y-o-y growth registered in previous month. Mining
activity, which rebounded sharply in March 2017 and registered 9.7% y-o-y growth, reported just 4.2%
growth in April 2017. Growth in electricity generation index that was on declining spree since November
2016 reversed its course in March 2017.However, it again exhibited moderation in April 2017 and
witnessed 5.4% increase against 6.2% in previous month.
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Price Scenario
Wholesale price index (WPI) data with revised base (2011-12) moderated to around 2.2% in May 2017, a
5-month low, led by the moderation in fuel group inflation to 11.7% in May2017 from around 18.5% in
March 2017. WPI Food Index moderated to 0.1% in May 2017, a 20-month low. Cereals inflation
moderated to around 4.1%, the lowest in 15 months. Inflation in the manufactured products moderated to
around 2.6% in May 2017 from 2.7% in April 2017 however, it was higher compared to last year level
that witnessed decline of 0.6%. Inflation in the manufacture of basic metals moved up by 7.3% in
May2017 against 8.2% decline in May 2016 and 5.6% growth in previous month.
Monthly (Y-oY) Change in WPI , (2011-12)
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Overall, retail inflation (as measured by Consumer price index (CPI)) moderated to a record low of
around 2.18% in May 2017, aided by the base effect and softening food inflation. In May 2017, pulses
inflation declined to 19.45 % lowest in the new series (Base 2012 = 100) and vegetable inflation under
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CPI declined by 13.44% over previous year level. Overall food & beverages segment which account for
45.86% weight, recorded 0.22% decline in May2017 on y-o-y basis. Inflation in the miscellaneous
segment, which represents the services segment, moderated to 3.81% in May 2017 against 4.3% increase
witnessed in April 2017.
In coming month, the excess liquidity in the banking system along with elevated global commodity prices
and increase in house rent allowance under the seventh Pay Commission would continue to push prices
upward. It likely to be reflected in the headline numbers as the base effect wanes out post July 2017.
Moderating retail inflation and slowing investment although provided room for rate cut, but RBI kept the
Repo Rate unchanged in its June 7, 2017 monetary policy review. Previously, RBI announced series of
repo rate cuts between Jan 2015- April 2016, which has gradually come down from level of 7.75% in Jan
2015 to 6.25% in October 2016 (Current, repo rate stands at 6.25%). Reverse repo rate was also left
unchanged at 6%, following a 25 bps hike in April 2016 to suck out extra liquidity.
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Economic Growth Outlook
India’s economic growth outlook for FY 2018 has been revised downwards by many agencies. For
instance, RBI has revised its projection downward to 7.3% in June 2017 against 7.4% projected earlier in
April 2017.
Major factors for the downward revision in GDP growth include risk of fiscal slippage owing to
announcement of large farm loan waivers; heightened global political risks translating in to imported
inflation and rising protectionism in global markets. Furthermore, rising input costs and wage pressures
are likely to influence profitability of firms. Thus, over-leveraged corporate sector combine with stressed
banking sector may delay revival in private investment demand and thereby affect the overall economic
growth.
On the upside, recovering global economic growth would strengthen external demand and support the
domestic economic growth. IMF projects world GDP to grow by to 3.5% in 2017 and 3.6% in 2018 up
from 3.1% in 2016 in its April 2017 forecast.
On the demand front, continuing remonetisation is likely to improve cash availability and drive
discretionary consumer spending and economic activity in the cash-intensive informal segment. In
addition to above, increase public expenditure would continue to remain vital for overall economic
growth.
On the policy front, improving ease of doing business through digitization of approval processes and
records coupled with implementation of critical structural reforms including the GST, the Insolvency, and
Bankruptcy Code, and the abolition of the Foreign Investment Promotion Board would encourage
conducive environment for foreign investments.
Thus, India’s medium terms growth prospects are favorable with economic growth picking as the impact
of demonetization fades and various reforms pick up pace.
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Foreign Exchange Fluctuations
For more than two years (FY 2014 to mid FY 2017), Indian rupee has been depreciating against the US
dollar. This trend reversed by the end of FY 2017 period, when the rupee began to appreciate. The weak /
strong position of the currency relative to the US dollar has a direct impact on pharmaceutical industry,
which has high exposure to exports.
Majority of the large firms in the sector depend on exports for more than half of their annual revenue. In
such a scenario, changes in rupee exchange rate would impact the overall export earnings. The extended
period of depreciation in the rupee has been beneficial for drug manufacturers in India, who saw their
export revenue increase.

Source: Ministry of Finance, Government of India
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Government Regulations
Pharmaceutical is one of the tightly controlled sectors in India. Union Government through its regulatory
agencies exercises tight control over production, pricing, and sales of bulk drugs and formulations. The
Government has stated “Essentiality of Drugs” as one of the key principle considered while formulating
rules to govern the sector. Essentiality of Drugs here refers to the scenario wherein essential/lifesaving
drugs are available at affordable prices.
Indian pharmaceutical sector was shaped by two crucial acts – Patent Act and Drug Price Control Act.
Both these acts have been amended multiple times, each iteration introducing drastic changes in the way
the sector functions.
Patent Acts and Its Impact
Introduction of Patent Acts

Implications

End of dominance of global pharmaceutical companies
Entry of numerous small and medium companies, leading
to fragmentation of sector

Patent Act, 1970

1970

Steep drop in drug prices due to availability of generic
version of patented drugs
Development of domestic manufacturing infrastructure

Penalty / High royalty on selling generic version of
patented drugs
2005

Patent (Amendment) Act 2005

End of protection enjoyed by domestic industry

No longer attractive for small and medium generic
manufacturers of patented drugs
Re-entry of global pharmaceutical companies

Patent Act, introduced in 1970 was the most crucial regulation to be introduced in the sector postindependence. This act changed India’s patent regime from Western style “Product Patent” to “Process
Patent”. This was intended to end the dominance of global pharmaceutical companies while providing a
supportive operational environment for domestic players.
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The Patent Act 1970 enabled Indian pharmaceutical companies to develop patented drugs as long as the
manufacturing process was different from that adopted by the innovator company3. Indian companies thus
developed low cost generic version of branded patented drugs without paying a licensing fee to innovator
companies. Unable to compete with Indian companies most of the global pharmaceutical companies
exited India.
However, India had to re-introduce Product Patent in 2005 to conform to WTO’s (World Trade
Organization’s) TRIPS (Trade-Related Aspects of Intellectual Property Rights) patent regime. The new
Act – Patent (Amendment) Act, 2005 – abolished “Process Patent”, thereby ending over three decades of
protection enjoyed by Indian pharmaceutical companies. Selling of generic version of drugs patented after
1995 was made illegal. Indian pharmaceutical companies were allowed to develop generic copies of only
off-patented drugs and drugs that were patented before 1995.
Over three decades of protection helped pharmaceutical companies to develop their manufacturing
infrastructure as well as Research & Development skills. This time period saw the emergence of large
generic pharmaceutical companies as well as fragmentation of industry caused by the entry of thousands
of small and medium companies. This transformation changed the face of the Indian pharmaceutical
sector; increasing the competition as well as making the country self-sufficient in drugs.
Consequently, when global pharmaceutical companies re-entered Indian pharmaceutical market in 2005,
they faced stiff competition from homegrown players. Although adoption of product patent has helped
global pharmaceutical companies increase their market share, these were substantially lower than their
share before 1970.
Drug Price Control Orders and its Impact
Indian Government first introduced drug price control in the pharmaceutical industry through the Drug
(Display of Prices) Order 1962 and Drug (Control of Prices) Order 1963. Since then the act has been
amended multiple times to address changing scenarios in the industry. With each new amendment, the
span of control of prices, as well as nature of price control, shifted. Among all the amendments made till
date, those introduced in 1970, 1979, 1995, and 2013 had the most profound impact on the industry

3

Innovator Company – Pharmaceutical Company that holds the patent for a particular drug
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Time Period

Implication and Features

Classified drugs to be essential commodity, giving
Government the freedom to set prices

1970

Placed a cap on profits earned by pharmaceutical company.
Pre-tax profit not to exceed 15% of total pharma sales

Drug Price Control Order

Stipulated a ceiling price on controlled bulk drugs and
formulations
1979

Restriction on profitability and return on capital employed
continued

DPCO 1970 brough approximately 80% of Indian
pharmaceutical industry under price control

1995

Economic criteria principle adopted for price control. Price
control of a drug was based on the turnover and market share
of leading producers of the drug
Cost Based Pricing (CBP) adopted to fix the ceiling price

Principle for price control changed from economic criteria to
essentiality of drugs
2013

Introduced Market Based Pricing (MBS), in place of CBP
Price control limited to formulations, bulk drugs were
excluded

Drug Price Control Order (DPCO) in 1970 and subsequent years were initiated so as to make essential
/lifesaving drugs affordable and widely available to common masses. Further, an upper cap was placed on
pre-tax profit that can be earned by pharmaceutical companies. Thus Drug Control Order 1970 effectively
limited the profit that can be earned by a pharmaceutical company.
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The control order in 1979 brought close to 350 bulk drugs and over 4,000 formulations under price
control. Effectively about 80% of Indian pharmaceutical industry was brought under price control.
Additionally, the order also stipulated a ceiling price on the list of drugs under price control.
Subsequently, profitability in the industry fell to its lowest level, prompting global pharmaceutical
companies selling innovator drugs to exit India.
Government revisited the principle adopted for price control through DPCO 1995. This order took into
account economic criteria /market share of leading companies to identify drugs that needed to be brought
under price control. DPCO 1995 was implemented on the backdrop of economic reforms and lifting of
industrial restrictions. The change in approach could be attributed to this changed economic scenario.
Based on this new approach the number of drugs under price control dropped steeply.
By 1995 only 74 bulk drugs and over 1,500 formulations were under price control. This figure reduced
further as the Government began to revise the list on regular intervals. By 2005 number of formulations
under price control dropped to 260 while a number of bulk drugs remained unchanged at 74.
DPCO 2013 was drastically different from earlier versions, as it adopted essentiality of drugs 4 and
market-based pricing (MBP) mechanism as its core principle. Further bulk drugs were exempted from
price control. Till then Cost Based Pricing (CBP) was the core of price control, wherein the cost incurred
for production was the basis on which price control was built. MBP, on the other hand, takes into account
the market share of companies selling essential drugs, names of which are laid out in the National List of
Essential Medicines (NELM). Additionally, bulk drugs were removed from the ambit of price control.
Compulsory Licensing in India
The shift to product patent in 2005 changed the intellectual property landscape in India, moving towards
the IP framework that exists in regulated pharmaceutical markets. However, the amended patent act
contains a provision whereby compulsory license (CL) can be granted for the production of patented
medicines, provided it meets terms and conditions laid out in the act.
Granting of CL is also a part of the original TRIPS global agreements, so its inclusion in Patent
(Amendment) Act 2005 does not result in non-compliance to TRIPS, to which India is a signatory.
Terms & conditions for granting compulsory licensing for manufacturing a drug covered by patent
protection
i.

If the patented drug does not satisfy the reasonable requirement of the public.

Essentiality of Drugs here refers to the scenario wherein essential / lifesaving drugs are available at
affordable prices.
4
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ii.

If the patented drug/invention is not available to the public at a reasonable/affordable price.

iii.

If the patented drug is not worked in the territory of India.

A CL can also be issued in the case of any public health emergency. Under CL, a domestic manufacturer
can produce the patented drugs - on which the CL has been granted – after 3 years of the introduction of
the drug in the country.
India granted its first compulsory license in 2012 to Natco Pharmaceuticals to manufacture the generic
version of Bayer’s patented drug Nexavar, used to treat liver and kidney cancer. At the time of granting
CL, Nexavar was priced at INR 2.8 lakhs for a month’s course. Natco Pharmaceuticals proposed to price
the generic version at INR 8,800 for a month’s course. Along with granting the CL Natco Pharmaceutical
has been directed to pay 6% of sales of a generic version of Nexavar to Bayer as a royalty. The
percentage was later raised to 7% of sales.
Although Bayer appealed against this decision, it was overturned. In the case of Nexavar, the
unaffordable nature of the drug was a key factor considered while granting the CL to Natco
Pharmaceuticals. Since then Indian Patent Office has received three more requests for granting CL,
however, all three request has been rejected.
However, granting of CL is thought to be one of the reasons behind USTR (US Trade Representative)
decision to place India on its priority watch list. Further, the granting of CL in 2012 has led innovator
pharmaceutical companies and institutions like USTR raise questions about the robustness of India’s
intellectual property regime.
Key Government Schemes and Budgetary Proposal
Pharmaceutical Technology Upgradation Assistance Scheme: Sponsored by Department of
pharmaceuticals the scheme is intended to assist pharmaceutical enterprises in meeting the WHO / GMP
compliances. The scheme is designed to target medium-sized enterprises. With more and more Indian
companies coming under US FDA scanner for non-compliance with GMP norms, effective
implementation of this scheme is now critical.
Amendment to Drug and Cosmetics Act: The union budget 2017 outlined a proposal to amend the
Drug and Cosmetics Rules, which would make prescription of generic drugs mandatory. Once the
amendment is finalized, drug manufacturers will have to market generic version instead of brands. Such a
move could impact the sales of high margin branded products, and in turn impact the overall revenue
growth.
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Foreign Direct Investment Norms
In 2016 the Government allowed up to 74% Foreign Direct Investment (FDI) under automatic route into
existing pharmaceutical companies. Any further increase, beyond 74% requires prior Government
approval. This move is expected to improve the chances of cross-border mergers & acquisitions.
Meanwhile, up to 100% FDI into Greenfield pharmaceutical companies is allowed.
With new drug pipeline drying up and patent on blockbuster drugs expiring, global innovator
pharmaceutical companies are looking at generic drug segment to support their growth. Association with
an established generic manufacturer will be one of the routes to enter this highly competitive segment.
Under such a scenario, relaxation in FDI cap in brownfield pharmaceutical segment would act as an
incentive for global pharmaceutical companies.
One of the highlights of FDI policy in Indian pharmaceutical sector is the decision to not allow a noncompete clause in case of an acquisition of brownfield pharmaceutical companies by global companies.
Consequently, the promoters of target companies (in the case of an acquisition) are free to enter into the
same line of business. Such a decision was taken by the Government in the backdrop of acquisition of
large Indian companies like Piramal Enterprises, Ranbaxy5 by foreign companies.
These acquired Companies are some of the largest producers of low-cost generic formulations in the
country. The Government felt that the once acquired these companies might not launch low-cost
blockbuster drugs of innovator companies going off-patent in the near future. Such an assumption was
based on the belief that global innovator companies who have acquired generic companies would not
invest in creating a low-cost competition for their patented drugs once those go off patent.
Additionally, the pattern of FDI into pharmaceutical sector too led the Government to adopt such a
measure. Till date close to 90% of pharma FDI has gone into brownfield segment, as global
pharmaceutical companies concentrated on entering already existing generic formulations.

5

Prior to the takeover by Sun Pharma, when it was acquired by Japan based Daichi Sankyo
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FDI into Indian Pharmaceutical Sector
Since FY 2001, Indian pharmaceutical sector has attracted close to USD 15 Bn of foreign direct
investment, representing close to 4% of consolidated FDI that came to India during FY 2001-17 period.
Currently, the pharmaceutical sector is the sixth largest recipient of FDI in India, which is dominated by
the service sector.
Top Ten Recepients of FDI - Consolidated FDI in USD Bn
(as on FY 2017)
Services Sector*

59

Computer Software & Hardware

25

Construction Development**

24

Telecommunications

24

Automobile Industry

17

Drugs & Pharmaceuticals

15

Trading

14

Chemicals ***

13

Power
Metallurgical Industries

12
10

Source: Government of India
* Includes finance, banking, insurance, non-finance business, outsourcing, R&D, courier services, testing &
analysis and other (Government of India provides only consolidated data for FDI into services)
** Townships, housing, built-up infrastructure and construction-development projects
***Does not include fertilizers

During the period FY 2001-17 FDI into the pharmaceutical sector increased by a CAGR of 22%,
marginally higher than the growth in total FDI into the country. By FY 2017 annual FDI into the sector
reached USD 857 Mn. However, the pattern of FDI into the sector has not been uniform, and in FY 20516 and FY 2016-17 has slipped below the annual average of FDI during FY 2012-15 period.
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FDI into Drugs & Pharmaceutical Sector (in USD Mn)
4,247
3,232

1,498

FY 2016

FY 2015

FY 2014

FY 2013

209

FY 2012

213

FY 2011

FY 2004

224

FY 2010

FY 2003

172

FY 2009

FY 2002

293

FY 2008

109

FY 2007

40

FY 2006

78

FY 2005

36

FY 01

754
340

857

FY 2017

1,123 1,279

Source: Government of India

Impact of Changes in the US Administration
The approach of the US administration towards pharmaceutical industry is set to change under the newly
elected President Donald Trump. The new US president has taken a hardline stance against American
pharmaceutical companies, criticizing the industry for high drug prices. The US president has urged
pharmaceutical companies to lower drug prices to make it more affordable.
Since the newly elected administration is focusing on promoting lower cost drugs, such a stance could be
positive for Indian pharmaceutical companies exporting drugs to the US market. Generic formulations
exported to the US from India is priced far lower than branded drugs marketed by innovator Companies.
If the administration sets out a policy to promote lower drug prices, Indian companies who already sell
drugs at a lower price could benefit.
US FDA Actions
The reputation of India as a preferred sourcing destination for API and generic drugs has come under
scanner after US FDA inspections unearthed deviations in the manufacturing practices followed by major
drug manufacturers in India. The spate of warning letters issued by US FDA

in the past four to five

years is an indication of this deterioration that has set in.
During the time period FY 2013-16 US FDA issued 32 warning letters to drug manufacturing facilities
run by major pharmaceutical companies in India. These include facilities of Sun Pharmaceuticals, Dr.
Reddy’s, Lupin, Wockhardt and Cadilla Healthcare. India received the largest number of warning letters
issued to facilities outside the US during this period.
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Number of Warning Letters Issued by
US FDA to Indian Pharmaceutical
Industry

US FDA Warning Letters: Issuing
Pattern During FY 2013-16 Period

10

Other
Countries
22%

8

7

7

India
34%

Europe
19%

China
25%
100% Equals 94
FY 2013

FY 2014

FY 2015

FY 2016

Source: US FDA

The majority of the warning letters issued to Indian pharmaceutical companies cited data integrity
deficiencies as the chief reason. Other reasons include incomplete documentation, deviation from GMP,
fudging of test records and variations in recorded data and reported data. Consequently warning letters
were associated with import alerts, which led to the suspension of exports to the US from the facility
which has received the import alert. Emcure Pharmaceuticals and Divi’s Laboratories Limited are the
latest recipients of US FDA import alerts.
The gravest injury to Indian pharmaceutical industry was caused by Ranbaxy Pharmaceuticals when it
pleaded guilty to charges of distribution of adulterated drugs in the US. The drugs distributed were made
at the Company’s manufacturing facilities in India. Consequently, the Company reached a settlement by
paying a USD 500 Million, the largest ever settlement by a generic drug maker over the issue of drug
safety.
The number of inspections conducted by US FDA on Indian drug manufacturing facilities has steadily
increased, as the agency improved its investigative & inspection infrastructure. The number of inspections
increased from 108 in 2009 to 290 in 2015. In 2016, till September US FDA has conducted inspections on
138 drug manufacturing facilities in India. Further, the scope of inspections has broadened with the
agency checking minute details such as lighting and washing conditions in the facility.
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Number of Inspections by US FDA on Drug Manufacturing
Facilities
2011

167

2012

211

2013

160

2014

262

2015
Till September 2016

290

138

Source: US FDA

This increase in the number as well as scope of inspection would put pressure on Indian pharmaceutical
industry. Since remedial measures to address warning letters and import alerts is costly as well as timeconsuming, it is imperative that drug manufacturers proactively take measure to ensure compliance with
US FDA norms.
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Demand Supply Dynamics
Historical Growth
Indian pharmaceutical sector is currently facing multiple challenges, from adverse comments from US
FDA on manufacturing infrastructure to pricing caps introduced by the Union Government. Post-2005,
when product patent replaced process patent regime, sales growth of Indian pharmaceutical companies
was impacted. The revival that happened since then can be credited to strong growth in exports. However,
increasing instances of warning letters and import alters by US FDA has put pressure on exports.
Additionally, the pricing caps introduced by the Union Government – in a bid to made essential drugs
affordable – has changed the equations in the domestic market. The price cap curtails the revenue growth
as well as profit potential in the industry.
Annual turnover in Indian pharmaceutical sector is estimated to have reached INR xx Bn in FY 2017.
Turnover has increased by a CAGR of 5% during the time period FY 2010-17. Turnover in the sector
declined in FY 2016 over the previous year due to an adverse scenario in exports as well as price caps in
the domestic market.

Source: Department of Pharmaceuticals, Dun & Bradstreet Research

Sectoral Risk Outlook

Page 27

Demand Drivers: Exports
Approximately 20% of generic drugs (in volume) supplied globally are manufactured in India,
underscoring the country’s standing as one of the leading suppliers of low-priced generic drug
formulations. By 2016 total value of pharmaceutical exports from India reached close to USD 13.0 Bn per
annum6. The country was ranked as the 9th largest pharmaceutical exporter in 2016.
Top Ten Exporters of Pharmaceutical Products in the
World (Value in USD Bn)
Germany

72

Switzerland

66

Belgium

40

France

29

USA

43

United Kingdom

32

Ireland

30

Italy
India
Spain

21
13

10

Source: UN Comtrade

Pharmaceutical exports accounted for 4.6% of total exports from India in FY 2017, compared to only 2%
of total exports in FY 1997. Within a span of two decades (FY 1997-2017), pharmaceutical exports as a
percentage of total exports have increased by 2.6 percentage points, pointing to the strong export growth
experienced by the industry.
Exports have thus played a vital role in the growth of Indian pharmaceutical industry. All major
pharmaceutical companies in India derive a significant portion of their revenue from exports. Total value
of pharmaceutical exports from India reached INR 851 Bn per annum by FY 20177. During the past 20
years (FY 1997-2017), exports have increased by a CAGR of 20%.

6

United Nations Commodity Trade Statistics Database, January – December 2016 Time Period

7

Director General of Foreign Trade, Government of India
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Pharmaceutical Exports from India (in INR Bn)
FY 1997

23

FY 2005

90

FY 2010

241

FY 2015

688

FY 2017

851

Source: Directorate General of Foreign Trade

The biggest growth happened in exports to the US market, which is the largest pharmaceutical market in
the world. During the time period FY 2000-17, the annual export of pharmaceutical products to the US
market increased from close to INR 1 Bn to approximately INR 328 Bn. This represented a CAGR of
close to 41%, approximately 20 percentage points higher than overall growth in pharmaceutical exports
during the same period. With this, the US became India’s largest pharma export markets. The share of
drug & pharmaceuticals exports to the US increased from close to 4% in FY 2000 to 42% in FY 2017.

Pharmaceutical Exports to the US
350
300

in INR Bn

250
200

150
100
50
FY 2000

FY 2005

FY 2010

FY 2015

FY 2016

FY 2017

Source: Directorate General of Foreign Trade
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Growth in Pharmaceutical Exports to the US
(FY 2000-17 Period)

96%

87%

4%

13%

FY 2000

FY 2005

74%

26%
FY 2010

Exports to the US

65%

58%

58%

35%

42%

42%

FY 2015

FY 2016

FY 2017

Exports to Rest of the World

Source: Directorate General of Foreign Trade

This strong growth in exports could be attributed to a combination of factors, ranging from the
reintroduction of product patent regime, higher acceptance of generic pharmaceutical products in the US
market and increase in the number of FDA-approved manufacturing facilities.
Higher Acceptance of Generic Drugs in the US

Branded drugs, priced higher than its generic equivalent has enjoyed an advantage in the US market
because of the anti-substitution law. The law prevented pharmacists from replacing the prescribed drugs
with its generic version. However, since early 1980s states in the US started repealing anti-substitution
laws with generic substation laws, which gave pharmacists freedom in choosing the brand of drugs while
filling out a prescription. The objective of the repealing of anti-substitution laws was to make drugs
cheaper. Pharmacists were thus encouraged to substitute branded innovated drugs with a lower priced
generic equivalent. Consequently, the sale of generic drugs started increasing.
Along the way, the passage of US Drug Price Competition and Patent Term Restoration Act (also known
as Hatch-Waxman Act) made approval of generic drugs for sales in the US less cumbersome. It
introduced ANDA filings whose conditions were far simpler than new drug filings. US FDA thus started
receiving a large number of ANDA filings from generic manufacturers. Consequently, the number of
generic drugs (of off-patent branded drugs) approved for sale in the US increased.
Over the years the combination of generic substation laws and Hatch-Waxman Act led to increase in
generic drug awareness and subsequently increase in the sale of such drugs. By 2016 close to 89% of
prescription in the US was filled out by generic drugs.
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Such a scenario has benefitted Indian pharmaceutical companies who pioneered the manufacturing of
lower-priced generic drugs. Indian pharmaceutical industry, which by then has developed its
infrastructure to become one of the largest generic drug manufacturers in the world were placed better to
meet the rising generic drug demand in the US.
Reintroduction of Product Patent Regime
The reintroduction of product patent regime in 2005 blunted the pricing advantage enjoyed by Indian
Pharmaceutical Companies over global innovator companies. Generic companies had to pay innovator
companies a royalty to launch copies of former’s branded drugs. Additionally the revised Patent
(Amendment) Act 2005 – which reintroduced product patents –made it illegal to make generic copies of
drugs patented after 1 January 1995.
Consequently, launch of new generics by Indian pharmaceutical companies became limited, restricted to
off-patent drugs and those patented before 1995. Faced with limitation in developing a product portfolio,
India companies started to scout for export markets. The changes in US regulations during the same time
which encouraged the launch of generic drugs made that market an automatic choice for Indian generic
drug manufacturers. Over the years Indian companies have managed to increase their penetration of the
US pharmaceutical market. Currently, the US is the largest export market for Indian pharmaceutical
companies. Several of the large Indian pharmaceutical companies currently derive more than half their
annual revenue from the US market.
Increase in the number of FDA approved facilities in India
India has the largest number of US FDA approved drug manufacturing facilities, outside of the US. In
2016 there were 572 US FDA approved manufacturing facilities in India, up from 398 in 2011. This wide
network of facilities has helped Indian pharmaceutical industry develop a strong manufacturing
infrastructure that is compliant with quality standards mandated by regulated pharmaceutical markets.
Additionally, such a wide network has allowed Indian pharmaceutical companies to cater to the rising
requirement for generic drugs in the US and other pharmaceutical markets around the world.

Sectoral Risk Outlook

Page 31

Demand Drivers: Domestic Demand
An increase in spending on healthcare by urban and rural population, rise in old age population, and
higher incidence of lifestyle diseases has increased the number of people requiring healthcare products
and services. This has automatically resulted in higher demand for drugs and other pharmaceutical
products. Additionally, penetration of health insurance, improvement in hospital infrastructure &
diagnostic capabilities and general healthcare awareness too contributed in increasing the demand.

Changes in Demographic Profile
Population belonging to age group 65 and above tends to be the largest consumers of healthcare products.
In India population in this particular age group has increased to 66 million8 in 2011. During the twentyyear period (1991-2011) it has almost doubled in size. Innovations in medical care during the past couple
of decades have helped in increasing the average life expectancy in the country. Increase in old age
population in the country can be traced to this development.
Such a sizable increase in the population of people who are the largest consumers of pharmaceutical
products has helped in strengthening the demand for drugs. If the growth in this age group remains
constant in the next ten-year period, the number of people in the age group 65 and above would reach
close to 89 million. By then the share of population in the age group would have increased to 6.3%. This
increase in old age population, expected to reach 89 million by 2021 would help in keeping the demand
for drugs stable.
Population in the Age Group 65 and Above (in Million)
89

66
49

34

1991

2001

2011

2021F

Source: Government of India, Dun & Bradstreet Research

8

Census 2011
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Incidence of Lifestyle Diseases
According to World Health Organization (WHO) “Lifestyle diseases, also termed as non-communicable
diseases or chronic diseases occur as a result of a combination of genetic, physiological, environmental
and behavior factors”. Food habits, general inactivity, and disturbances in the biological clock are few of
the reasons cited behind the rise in incidences of lifestyle diseases. Cardiovascular diseases (heart attack,
stroke), cancer, chronic respiratory diseases, diabetes, and hypertension are some of the common lifestyle
diseases.
As per a study by Confederation of Indian Industry (CII), approximately 5.8 million Indians die every
year from heart disease, stroke, cancer, and diabetes. WHO puts the number of diabetes patients in India
at 51 million, making it the diabetes capital of the world. The number of patients suffering from
cardiovascular diseases is estimated at 25 million, accounting for 60% of total cardiovascular patients in
the world.
Prevalence of Lifestyle Diseases in India: Snapshot
Deaths attributed to lifestyle disease

6 Million per annum

Number of diabetes patients

51 Million

Number of patients with cardiovascular conditions

25 Million

Prevalence of hypertension

30% of total population

Number of cancer patients

2.5 Million

Number of new cancer patients registered every year

700,000

Source: Dun & Bradstreet Research

Such high prevalence of lifestyle diseases in India could be traced to the changes in food habits and
lifestyle pattern occurred during the last couple of decades. Increased consumption of processed foods,
decline in physical activity and disturbances in biological cycle due to high-pressure jobs have all
contributed to this increase in lifestyle disease. The lifestyle of the majority of the population in the age
group 25 to 44 falls into this category, which increases the risk of non-communicable diseases.
With population in the age group 25 to 44 contributing to approximately 29% of total population in the
country, the number of people with high risk of lifestyle diseases is huge. In the national census
conducted in 2011, the number of people in the age group 25 to 44 was estimated at 348 million. If the
population growth in this segment continues its historical trend, by 2021 there would be close to 423
million people in the age group 25 to 44, translating into a larger base of patients with lifestyle diseases.
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Population in the Age Group 25 to 44 (in Million)
423
348
284

223

1991

2001

2011

2021F

Source: Government of India, Dun & Bradstreet Research

Drugs meant to treat lifestyle diseases are some of the most expensive in the world. Consequently, the
expenditure on drugs in the country with a sizable number of patients with lifestyle disease would be one
of the highest in the world.
India with its rising number of patients with lifestyle diseases presents an attractive market for
pharmaceutical companies. However, majority of drugs to treat lifestyle diseases are still under patent
protection, making it out of bounds for Indian pharmaceutical companies. Neverthless, the patent
protection period of few of these medicines are reaching its end stages, presenting opportunities for
generic drug manufacturers in India.
Export of Pharmaceutical Products
India is among the top ten exporters of pharmaceutical products in the world. In the fiscal year 2017
Indian pharmaceutical companies exported INR xx Bn worth of drugs & pharmaceuticals. Exports have
increased by a CAGR of approximately 20% during the last two decades (FY 1997-2017). For the last
ten years (FY 2007-17) pharmaceutical exports have grown by a CAGR of 37%, close to 15 percentage
points higher than the growth during the period FY 1997-2017.
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Pharmaceutical Exports from India
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This rapid growth in exports could be traced to the ability of Indian companies to manufacture lower cost
generic equivalent of branded patented drugs. Branded drugs marketed by innovator companies are priced
higher, and in some cases out of reach of common masses. There was a demand for lower priced
medicines, especially in a developed market, which was met by generic equivalents.
Strong reverse engineering capability, built during the process patent regime, along with a lower cost
employee base has helped Indian companies manufacture low-cost generic drugs. Since the
manufacturing standards adopted by Indian pharmaceutical companies was in line with US FDA
standards, they were able to export their products to regulated markets, including the US, EU, and Japan.
With India having the largest network of US FDA approved drug manufacturing facilities in the world
(outside the US), the country is well placed to become an exporter of choice for regulated pharmaceutical
markets around the world
Currently, exports to developed markets accounted for more than 50% of total exports, indicating the
capability of Indian companies to comply with a tough regulatory framework in the developed markets.
Among regulated markets, US is the largest export market for Indian pharmaceutical companies.
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Pharmaceutical Export Pattern: Regulated v/s Other
Markets (FY 2017)
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Impact of Actions by US FDA

In the past 3 to 4 years, several large pharmaceutical manufacturers in India received warning
letters from US FDA with several of them accompanied by import alerts. Since 2009, the US
FDA has issued import alerts on 46 pharmaceutical manufacturing facilities in India.
Consequently, the regulator banned drug imports from these units to the US, hitting Indian
pharmaceutical exports. Import alerts have been issued on manufacturing facilities run by large
as well as small companies. Large companies like, Sun Pharmaceuticals, Wockhardt and IPCA
Laboratories has received multiple import alerts.
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Number of Import Alerts Issued by US FDA to Indian
Pharmaceutical Industry
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3

Source: US FDA, * Till 9 June 2017

As a result of the import alerts, drug exports by major pharmaceutical companies to the US market
declined. Since the US is the largest export market for Indian pharmaceutical industry, this drop led to
overall decline in annual growth rate in exports.
Annual Growth Rate in Exports
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Annual Growth Rate in Total Exports
Annual Growth Rate in Exports to the US

Source: Directorate General of Foreign Trade
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Capital Investments
New investments into the pharmaceutical sector have dipped in the last couple of years. Challenges in
raising funds due to disciplined credit checks and disbursement by the banking sector could be the major
reason behind the fall in new project launches. At an industry level, the recent setbacks faced by large
manufacturers in relation to non-compliance with US FDA standards have shifted priority from investing
in expansion to investing in addressing the comments raised by US FDA.
In terms of a number of new projects, launches have dipped from 63 in FY 2015 to 46 in FY 2016, and
further of 38 in FY 2017. Meanwhile the drop in new investments during this time period has been from
INR 40 Bn to INR 32 Bn and further to INR 26 Bn.
The number of outstanding projects has dipped consistently during FY 2013-17 period, falling from 298
to 229. More than faster execution this drop could be attributed to dropp in the pace of new project
launches.
Investment Trend in Pharmaceutical Sector
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Growth Forecast
Setbacks faced by the industry due to import alerts and warning letters from US FDA continues to impact
the industry. With substantial cost and time required to address the comments raised by US FDA, exports
from affected facilities to the US market would continue to be low/nil in the near future. Since exports
form an integral part of the industry, the challenges to export are widely expected to impact the revenue
growth.
In the domestic front, drugs to lifestyle diseases would be the primary demand factor as India has one of
the largest lifestyle disease patient base in the world. Since the majority of the drugs catering to lifestyle
disease segment is patented, global innovator companies have an upper hand. Consequently, any growth
in demand for lifestyle drugs would be beneficial for innovator pharmaceutical companies.
However, the patent cliff – expiry of the patent of a large number of blockbuster drugs – is an opportunity
that is being explored by generic drug manufacturers in India. Some of the blockbuster drugs whose
patent has already expired / on the verge of expiring are drugs for lifestyle diseases. Since lifestyle
diseases are going to play a pivotal role in the future growth of Indian pharmaceutical industry, generic
players who successfully occupy the space left vacant by holders of patents would have an advantage.
Impact of patent cliff
Few of the blockbuster drugs by global pharmaceutical companies such as Eli Lilly, Pfizer, Takeda,
Bristol-Myers Squibb, and Gilead would be losing their patent protection in 2017. Ten of the largest
blockbuster drugs losing patents in 2017 are estimated to have generated combined revenue of USD 10
Bn last year alone. So on the basis of revenue opportunity, the patent cliff in 2017 is larger than what has
happened in the past two years. However, the revenue opportunity due to patent cliff this year would be
lower than the opportunity that emerged in 2012. In that year alone drugs worth USD 55 Bn in sales lost
patent protection.
Consequently, generic companies with a strong manufacturing infrastructure can capitalize on the
opportunity created by patent cliff. However, it would depend on the pace at which they launch generic
equivalents, as the first mover stands to gain the maximum advantage. At this juncture, the US FDA
imposed regulatory setbacks faced by Indian pharmaceutical companies could pose a hurdle.
Taking into account all the aspects that are likely to unfold in the sector, turnover in the pharmaceutical
sector is expected to reach INR xx Bn by FY 2020. Turnover would increase by an annual average of
7.3% during the period FY 2017-20.
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Growth Forecast: Indian Pharmaceutical Industry
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Competitive Scenario
There is a clear distinction in the nature of competition existing in patented and off-patent drugs. The
former is dominated by global innovator pharmaceutical companies, while the Indian drug manufacturers
have a higher share in the later segment.
This could be attributed to the operational strength of companies. Global innovator pharmaceutical
companies have a strong R&D infrastructure which has helped them develop a strong patent drug
portfolio as well as a strong new product pipeline. Consequently, the patent drug segment is concentrated
with market share divided among global pharmaceutical companies.
All major global innovator pharmaceutical companies, including Gilead Sciences, Bayer, AstraZeneca,
GlaxoSmithKline, Merck, and Sanofi are present in India. These companies have established a dominant
position in the lucrative lifestyle disease segment, where the majority of the drugs are under patent
protection.
In contrast, Indian drug manufacturers have an edge over global innovator companies in developing cost
effective generic version of off-patent drugs. However, compared to patent drug segment, generic drug
segment is far more fragmented. It is estimated that more 10,000 companies operate in generic drug
segment. However, majority of these are small and medium enterprises with limited contribution to
industry revenue. Top 250 – 300 companies (in terms of revenue turnover) are estimated to account for
close to 50% of industry turnover.
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Sun Pharmaceuticals, Dr.Reddy’s Laboratories, Lupin, Cadila Pharmaceuticals, Cipla, IPCA, Aurobindo,
and Natco Pharmaceuticals are few of the large generic drug manufacturers in India.

Financial Analysis9
Sales Growth Pattern
Consolidated revenue of companies considered in the sample increased by a lower rate in FY 2015-16,
marking the second consecutive year of lower growth. A combination of lower growth in exports and cap
in product prices has contributed to this lower growth.
Pharmaceutical exports were impacted by the import alerts by US FDA on manufacturing facilities
operated by large companies in the sector. All the large drug manufacturers considered in the sample
derive close to half of their income from exports, thus an impact in exports directly impacted their sales
growth. Further sales of top 10 companies accounted for 65% of consolidated sales in the sample. Hence
a slowdown in revenue growth of large companies has directly impacted the growth in the sample.
Annual Growth in Consolidated Revenue of Sample
Companies
20%

18%
15.7%

16%

15.0%

14%
12.4%

11.6%

12%
10%

FY 2012-13

FY 2013-14

FY 2014-15

FY 2015-16

Source: Dun & Bradstreet Research

9

Financial analysis is based on the performance of 54 largest companies in the segment (in terms of annual

sales).
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Expense Analysis
Major expense as a percentage of revenue
Fiscal Year

Raw Material

Power &
Fuel

Salaries &
Wages

Selling &
Administration

Interest

FY 2012

30.6%

2.8%

11.0%

8.4%

1.8%

FY 2013

28.4%

3.0%

11.5%

7.9%

1.7%

FY 2014

26.3%

2.7%

11.5%

7.7%

1.5%

FY 2015

25.5%

2.8%

12.5%

7.6%

1.5%

FY 2016

23.0%

2.6%

12.8%

7.2%

1.4%

Source: Dun & Bradstreet Research, Sample Size-54 Companies

FY 2017

Raw Material

Salaries & Wages

Interest Expenses

Q1 2017

37.4%

15.4%

1.4%

Q2 2017

37.6%

15.6%

1.1%

Q3 2017

36.2%

15.3%

1,6%

Q4 2017

38.0%

15.4%

1.1%

Source: Dun & Bradstreet Research, Sample Size-41 Companies

Active pharmaceutical ingredients (API) / bulk drugs and excipients are the two components of a drug
formulation. The API gives a drug its therapeutic effect while excipient is the inert substance that serves
as a vehicle for API used. Bulk drugs are made from chemical compounds such as amines, alcohols,
acids, and epoxides. Saccharides, proteins, cellulose based compounds, amino acids, and antioxidants are
few of the commonly used excipients. Excipient provides the binding, color, aroma, and other
characteristics of the drug formulation.
The majority of the pharmaceutical companies in India produce formulations with less than 25%
involved in bulk drug production. Consequently, drug manufacturers depend on imports for their bulk
drug needs. It is estimated that more than 60% of bulk drugs used by Indian pharmaceutical industry is
imported from China. This figure was more than 80% couple of year back, and the drop could be
attributed to changes in Government policy that removed the cost advantage enjoyed by Chinese firms.
This includes withdrawal of customs duty exemption on bulk drug imported from China.
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In the sample considered, the cost of raw materials accounted for 23% of revenue in FY 2016. This
indicator has been dipping throughout the period FY 2012-16. Lower cost of API / Bulk Drugs- imported
from China – could be the major reason behind this drop in raw material cost.
Pharmaceutical companies incur high employee cost at manufacturing as well as sales front. Drug
manufacturing is skill oriented and the workforce is made up of employees with experience and
qualification in dealing with chemicals. In the sales front pharmaceutical companies require a large sales
force since the industry relies on direct sales through medical representatives.
In the absence of any marketing & advertising, sales is driven solely by the team of medical
representatives. The average salary commanded by technically qualified employees in the manufacturing
process as well as medical representatives in sales front is high, leading to higher salary & wage
expenses.

Profitability Analysis
Profitability margin in the sample rebounded in FY 2016, after declining for four consecutive years. This
revival in profitability margin could be attributed more towards the drop in operating expenses, especially
raw material cost. Sales growth in the sample has been declining as the industry confronts regulatory
hurdles posed by US FDA. Raw material cost meanwhile has been growing at a lower rate, primarily
because of the drop in bulk drug /API prices.

Net Profit Margin

Operating Profit Margin
15%

15%
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26%

26%

12%
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23%
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FY 2015

FY 2016

Source: Dun & Bradstreet Research, Sample Size-54 Companies
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Profitability Margins: Quarterly Indicators for FY 2017

Operating Profit Margin

Net Profit Margin
15.3%

25.4%

15.0%
24.0%

24.2%
14.0%

19.7%

12.8%
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Source: Dun & Bradstreet Research, Sample Size-41 Companies
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Ratio Analysis
Debt Equity Ratio
Before the import alerts placed by US FDA, exports to the US market was growing at a brisk pace.
Meanwhile, growth in raw material cost was moderate due to the lower price of APIs that was imported
from China. Consequently, the industry was able to generate strong operating profit, leading to robust
growth in net worth. This strong net worth position helped in keeping the debt-equity ratio below 0.15
throughout the period FY 2012-16.
Debt-Equity Ratio
0.15

0.12

0.13

0.09

0.11
0.11

0.12

0.11

FY 2013
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0.06

0.03

0.00
FY 2012

FY 2016

Source: Dun & Bradstreet Research
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Interest Coverage Ratio
Although interest cost incurred by companies remained high, due to high debt position and strong interest
rate, steady operating profits generated by the industry has helped in strengthening the interest coverage
ratio.
Interest Coverage Ratio
25.00
20.00
19.05
15.00
14.37

15.01

15.57

15.52

FY 2012

FY 2013

FY 2014

FY 2015

10.00
5.00

0.00
FY 2016

Source: Dun & Bradstreet Research
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Key Ratios

Key Ratios

Average Value (FY 2013-16)

Gross Margin

60.2%

Net Margin

12.8%

Current Ratio

1.88

Quick Ratio

1.35

Account Receivables Days

10

Inventory Days

98

Account Payable Days

69

RONW

14.3%

ROA

13.8%

ROCE

19.1%

Long Debt-Equity
Net worth to Total Liabilities
Interest Coverage Ratio

0.11
51.1%
16.81

Fixed Asset Turnover

2.62

Asset Turnover

0.57

WC Turnover Ratio

4.40

Inventory Turnover

4.91

Fixed Assets to Net worth

0.43

Sales to Capital Employed

0.79
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Outlook
The transition from process patent to product patent framework in 2005 has changed the face of Indian
pharmaceutical industry. With restrictions on sales of generic copies of patented drugs, domestic drug
manufacturers started exploring alternative markets to continue their sales growth. Increasing exports to
regulated, semi-regulated, as well as unregulated markets, was one of the strategies adopted by the
industry to tide over the challenges posed by changes in the patent framework.
Since then exports have become the mainstay of the industry, partly due to the cost advantage enjoyed by
the drug manufacturers and partly due to the higher acceptance of generic drugs in the US, largest export
market in the world. Growth in annual drug exports from INR xx Bn in FY 1997 to INR xx Bn in FY
2017 is a testament to the pivotal role played by exports. By FY 2017 exports accounted for
approximately 45% of total industry turnover.
However, the rise in import alerts and warning letters from the US FDA during the past 4 – 5 years has
posed a question mark on the manufacturing quality and data integrity standards followed by drug
manufacturers. With inspections by US FDA set to increase in the coming years, the onus is on the
industry to proactively meet the stringent compliance standards. Such a move is integral in retaining the
reputational loss the industry has suffered.
Despite the improvement in Intellectual Property (IP) framework, global innovator pharmaceutical
companies are hesitant in launching their blockbuster drugs in the country. Price controls by the Union
Government as well as the threats posed by Compulsory Licensing (CL) to patent protection could be the
reasons behind this. Additionally, strengthening the grievance redressal mechanism is integral in
improving the IP framework in the industry.
As the number of patients with lifestyle diseases are increasing, unavailability of drugs – most of which
are patented – could be disastrous to the country’s healthcare system. Encouraging innovator
pharmaceutical companies to launch their patented drugs meant for lifestyle diseases by improving IP
network should be a key objective in the industry. Meanwhile, care should be taken to ensure that the
much-needed lifesaving drugs are not out of reach of the common public. Consequently, the Government
and regulatory body governing the industry are faced with the task of balancing the regulatory framework
to meet this twin objective.
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