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Key View

Key View: India offers considerable longer-term commercial opportunities for a range of pharmaceutical players. Its large

population number, government's drive to achieve universal health coverage through subsidised health insurance schemes, and

authorities' support for pharmaceutical investment are just some of the factors that would provide a fertile ground for substantial

volume and value growth. However, this potential will mostly attract generic drug companies, given the low pharmaceutical

spending and regulatory regime risks.

Headline Expenditure Projections

• Pharmaceuticals: INR1,930.2bn (USD27.41bn) in 2019 to INR2,155.9bn (USD28.75bn) by 2020; +11.7% in local currency

terms and 4.9% in US dollar terms.

• Healthcare: INR7,721.0bn (USD109.6bn) in 2019 to INR8,849.9bn (USD118.0bn) by 2020; +14.6% in local currency terms and

+7.6% in US dollar terms.

HEADLINE PHARMACEUTICALS & HEALTHCARE FORECASTS (INDIA 2018-2024)

Indicator 2018 2019 2020f 2021f 2022f 2023f 2024f

Pharmaceutical sales, USDbn 24.679 27.410 28.746 31.379 33.859 37.438 41.373

Pharmaceutical sales, % of GDP 0.89 0.85 1.07 1.12 1.16 1.19 1.21

Pharmaceutical sales, % of health expenditure 24.7 25.0 24.4 23.7 23.1 22.4 21.6

Health spending, USDbn 100.058 109.642 117.999 132.338 146.753 167.389 191.377

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions

Latest Updates

• On August 15, on the occasion of the 74th anniversary of his country’s independence, India’s Prime Minister, Narendra Modi,

announced the National Digital Health Mission, giving every Indian citizen a unique health ID, digitised health records, as well as a

registry of doctors and health facilities. The initiative aims to provide efficiency, accessibility, inclusiveness, security and save time

and money in meeting the healthcare needs of a country of 1.38 billion people.

• In August, the proportion of people found positive for Covid-19 among those tested rose by more than one percentage point,

even as testing and recoveries rose countrywide. While cumulative tests rose from 12 million on 14 July to 30 million on 16

August, the so-called positivity rate rose from 7.5% to 8.8% in the same period.

• In July, taking cues from Prime Minister Narendra Modi’s Atmanirbhar Bharat campaign, the Ministry of Chemicals and Fertilizers

announced a production linked incentive (PLI) scheme for the promotion and manufacturing of pharmaceutical raw materials in

India. The government’s move is aimed to boost domestic manufacturing and cut dependence on imports of critical Active

Pharmaceutical Ingredients (APIs). Further, the government has also decided to develop three mega bulk drug parks in

partnership with states.

• Atleast seven Indian pharma companies are working to develop a vaccine against Covid-19 as they join global efforts to control

the spread of the deadly virus. Bharat Biotech, Serum Institute, Zydus Cadila, Panacea Biotec, Indian

Immunologicals, Mynvax and Biological E are among the domestic pharma firms working on the vaccines in India.

Risk/Reward Index

The impact of low levels of patent protection, price cuts, a preference for generic medicines and low per capita pharmaceutical and

healthcare spending will pose headwinds to innovative drugmaker opportunities in India, as reflected in the score of 54.1 out of 100

in our Innovative Pharmaceuticals Risk/Reward Index. While there is an increased prevalence of chronic diseases, the focus on cost

efficiency within the healthcare sector will limit the market's growth potential.
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Economic View

India’s real GDP growth for Q4 of FY2019/20 (April – March) slumped to 3.1% y-o-y, from 4.1% y-o-y in Q3, led by a sharp

deceleration in private consumption growth, a worsening contraction in fixed capital formation, and a slight net exports drag, and

brought full year growth to 4.2%, down from 6.1% in FY2018/19. We at Fitch Solutions forecast real GDP growth to contract by 4.5%

in FY2020/21, led by a contraction in private consumption and gross fixed capital formation as a result of the economic shock

caused by Covid-19 and India’s nationwide lockdown. At a 4.5% contraction, we flag that our forecast remains subject to sharp

downside risks given signs of a sharp slowdown in economic activity during the nationwide lockdown over April and May, which we

expect to cause a historic contraction in the June quarter.

Political View

China-India relations have deteriorated following border clashes since May 2020. India, clearly unwilling to confront China militarily,

has turned to economic means to retaliate against perceived Chinese aggression along their shared border. Amid a world order

increasingly bifurcated between China and the West, we expect India to lean closer to the Western powers in a bid to counter

China’s growing geopolitical influence in the Indo-Pacific region.
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India Pharmaceuticals & Healthcare Covid-19 Impact

Global Summary

The Covid-19 outbreak will have an extreme impact on the provision of medical products and services globally. Changes to our

healthcare expenditure projections in 2020 include key economies in the Asia Pacific, Europe and North America that are most

affected by the pandemic. Forecast revisions to spending on medical products and services in emerging markets have also been

made, although they are smaller in nature due to reduced government fiscal capacity.

In all countries, the Covid-19 outbreak is driving greater spending on health personnel, infrastructure, administration, medical

equipment and consumables. On the other hand, the disease is reducing the uptake of high margin products such as patented

pharmaceutical and innovative medical devices as healthcare resources are re-directed to treating Covid-19 patients in intensive

care units.

Dozens of clinical trials of potential interventions are currently underway. Despite this, an antiviral medicine or vaccine that treats or

protects against Covid-19 is unlikely to be made available within the next year, given the lengthy drug development process and

significant manufacturing scaling-up challenges.

Due to the shutdown of social and industrial activity in parts of China, and the consequential impact on the production of active

pharmaceutical ingredients, certain medical products are likely to be in short supply, which will have an impact on downstream

healthcare provision. There will also be more protectionism, with particular countries seeking to restrict the export of medical

products they see as critical in restricting the spread of Covid-19.

Country-Specific Impact

India has been severely impacted by the spread of the Covid-19 virus. We have revised up our forecast for healthcare expenditure in

the country over 2020. Despite additional funding, the continued lack of medical funding and healthcare infrastructure will present

a challenge to mounting an effective response in India.

The number of cases is expected to continue to rise in the country, driving demand for healthcare services. Prime Minister Narendra

Modi in a televised address announced that INR150bn (USD0.013bn) will be devoted to health infrastructure, including for Covid-19

testing facilities, personal protective equipment, isolation beds, ICU beds and ventilators. As a result, we have revised upwards our

forecasts for public healthcare expenditure in the country over 2020. Total healthcare expenditure is now expected to increase by

14.6% for 2020 as compared to 13.3% before the revision.

Despite several healthcare reforms, India is badly placed to tackle the rapid spread of Covid-19. The continued lack of medical

funding and healthcare infrastructure inform our view for the potential epidemic to be worse in India if it is not adequately

contained. With 8.5 hospital beds per 10,000 population and 8.0 physicians per 10,000, the country’s healthcare sector is not

equipped for such a crisis. Moreover, the significant inefficiency, dysfunctioning and acute shortage of the healthcare delivery

systems in the public sector appear to be insufficient to match up with the growing needs of the population. In addition, more than

80% of the population still does not have any significant health insurance coverage and approximately 68% of the Indian population

has limited or no access to essential medicines. Furthermore, over the last two decades, the availability of free medicines in public

healthcare facilities has declined from 31.2% to 8.9% for inpatient care and from 17.8% to 5.9% for outpatient care, according to a

Public Health Foundation of India study.
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SWOT
SWOT Analysis

Strengths • Well-established, strong local manufacturing capabilities, with an international export profile.

• A large and growing population boosting pharmaceutical and medical demand.

• The government's focus on expanding healthcare coverage and improving infrastructure will provide a

channel for overall medicines uptake.

Weaknesses • Low pharmaceutical spending per capita.

• Challenging regulatory regime for foreign pharmaceutical firms.

• Highly ruralised population results in issues of healthcare accessibility with vast regional disparities in

healthcare coverage.

• Patent laws remain notably below international standards, with data protection and enforcement being

major concerns.

Opportunities • The private sector will play an increasingly pivotal role in healthcare expansion in India - boosting

opportunities for multinational drugmakers and healthcare providers.

• Large and increasing burden of disease suggest a significant unmet demand for pharmaceuticals.

• The government is keen on developing its domestic industry, both in terms of encouraging local sector

expansion and foreign investment.

• Healthcare reform to boost access to services, including a significant increase in medicine reimbursement.

Threats • Government measures to reduce the cost of pharmaceuticals by promoting a consumption shift towards

generic drugs.

• Substandard quality of manufacturing facilities poses a threat to Indian generic drug exports, especially to

the US.

• The presence of counterfeit drugs is a deterrent to multinational pharmaceutical firms.
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Industry Forecast

Pharmaceutical Market Forecast

Key View: India will become increasingly attractive to international drugmakers as it continues to encourage investments in the

field of pharmaceuticals and healthcare. This is expected to be bolstered by the universal healthcare system roll-out in the country.

However, underdeveloped healthcare infrastructure and low per capita spending will continue to pose downside risks to

pharmaceutical market growth.

Latest Updates

• In July, taking cues from Prime Minister Narendra Modi’s Atmanirbhar Bharat campaign, the Ministry of Chemicals and Fertilizers

announced a production linked incentive (PLI) scheme for the promotion and manufacturing of pharmaceutical raw materials in

India. The government’s move is aimed to boost domestic manufacturing and cut dependence on imports of critical Active

Pharmaceutical Ingredients (APIs). Further, the government has also decided to develop three mega bulk drug parks in

partnership with states.

• At least seven Indian pharma companies are working to develop a vaccine against Covid-19 as they join global efforts to control

the spread of the deadly virus. Bharat Biotech, Serum Institute, Zydus Cadila, Panacea Biotec, Indian

Immunologicals, Mynvax and Biological E are among the domestic pharma firms working on vaccines in India.

Pharmaceutical Market Forecast

2015-2029

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions

Structural Trends

In 2019, we calculate that India's pharmaceutical market was valued at INR1,930.2bn (USD27.41bn), experiencing a 14.4% increase

from the previous year. In 2020, we expect the market to grow by 11.7%, reaching a value of INR2,155.93bn (USD28.75bn). Over the

forecast period to 2024, we calculate that the pharmaceutical market will reach a value of INR3,392.6bn (USD41.3bn), experiencing

a compound annual growth rate (CAGR) of 11.9% in local currency terms (8.6% in US dollar terms). Over the extended forecast

period, medicine sales will experience a 10-year CAGR of 11.6% and 9.4% in local currency and US dollar terms respectively,
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reaching INR5,800.1bn (USD67.4bn) by 2029. In 2019, per capita pharmaceutical sales remained low at USD20.6, which places

high-value pharmaceutical products out of reach for the majority of patients. Pharmaceutical sales as a percentage of GDP was

0.85% in 2019 and is expected to increase over our 10-year forecast period. As a percentage of healthcare, pharmaceutical sales

represent 25% of health expenditure in 2019, which we forecast to decrease to around 17% by 2029.

The country's rising population and increasing urbanisation, as well as a growing communicable and non-communicable disease

burden and the support for universal healthcare coverage, will increase spending on medicines over the forecast period. India's

Modicare is projected by the government to become a country-wide insurance scheme. We expect generic drug class to be the

primary beneficiary as patients under the scheme are required to use these medicines whenever possible.

However, the lack of an effective intellectual property regime and a persistently blurry regulatory framework will continue to deter

drugmakers, preventing an immediate significant uptick in pharmaceutical growth and multinational interest. We highlight that the

negative economic outlook due to Covid-19 will be a negative sign for foreign drugmakers, and investment potential will remain

subdued due to underlying industry-associated issues.

PHARMACEUTICAL SALES, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Pharmaceutical sales,

USDbn
20.703 22.749 24.679 27.410 28.746 31.379 33.859 37.438 41.373

Pharmaceutical sales,

USDbn, % y-o-y
20.52 9.88 8.48 11.07 4.87 9.16 7.90 10.57 10.51

Pharmaceutical sales, INRbn 1,391.156 1,481.469 1,687.769 1,930.200 2,155.926 2,416.180 2,708.710 3,032.503 3,392.617

Pharmaceutical sales, INRbn,

% y-o-y
26.24 6.49 13.93 14.36 11.69 12.07 12.11 11.95 11.88

Pharmaceutical sales

constant exchange rate,

USDbn

30.424 32.399 36.911 42.212 47.149 52.841 59.238 66.319 74.195

Pharmaceutical sales, USD

per capita
15.6 17.0 18.2 20.1 20.8 22.5 24.1 26.4 28.9

Pharmaceutical sales, % of

GDP
0.90 0.82 0.89 0.85 1.07 1.12 1.16 1.19 1.21

Pharmaceutical sales, % of

health expenditure
23.9 24.5 24.7 25.0 24.4 23.7 23.1 22.4 21.6

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions
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Healthcare Market Forecast

Key View: The government's commitment to establishing a universal healthcare system poses upside risks for drugmakers in

India. We remain optimistic regarding the trajectory of the country's healthcare system, though adequate and sustained financing

may be difficult to secure.

Latest Updates

• On August 15, on the occasion of the 74th anniversary of his country’s independence, India’s Prime Minister Narendra

Modi announced the National Digital Health Mission, giving every Indian citizen a unique health ID, digitised health records, as

well as a registry of doctors and health facilities. The initiative aims to provide efficiency, accessibility, inclusiveness, security and

save time and money in meeting the healthcare needs of a country of 1.38 billion people.

• In August, the proportion of people found positive for Covid-19 among those tested rose by more than one percentage point,

even as testing and recoveries rose countrywide. While cumulative tests rose from 12mn on July 14 to 30mn on August 16, the

so-called positivity rate rose from 7.5% to 8.8% in the same period.

Healthcare Expenditure Forecast

2015-2029

f = Fitch Solutions forecast. Source: WHO, Fitch Solutions

Structural Trends

In 2019, healthcare spending reached a value of INR7,721.0bn (USD109.6bn), with per capita expenditure on healthcare reaching a

value of USD80.2. In 2020, we calculate that healthcare spending will reach a value of INR8,849.9bn (USD118bn), growing 12.8% in

local currency terms and 9.6% in US dollar terms from the previous year. By 2024, we expect health expenditure to have reached a

value of INR15,692.9bn (USD191.3bn), representing a compound annual growth rate of 15.2% in local terms and 11.8% in US dollar

terms. Over the long term, healthcare spending is expected to reach INR34,023bn (USD395.6bn) in 2029.

By this time, health expenditure will represent 7.8% of GDP. Government expenditure on healthcare reached INR2,250.6bn

(USD32bn) in 2019, accounting for 29.1% of total health spending. By 2024, we expect public healthcare spending will reach

INR4,950.3bn (USD60.3bn).
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The government's investment into healthcare expenditure will continue to be limited. Private expenditure on healthcare reached

INR5,470.4bn (USD77.7bn) in 2019, accounting for 70.9% of total health spending. By 2024, we expect private healthcare spending

will reach INR10,742.6bn (USD131.01bn).

India has seen its number of Covid-19 cases increase rapidly. The number of cases is expected to continue to rise in the country,

driving demand for healthcare services. Prime Minister Narendra Modi in a televised address announced that INR150bn

(USD0.013bn) will be devoted to health infrastructure, including for Covid-19 testing facilities, personal protective equipment,

isolation beds, ICU beds and ventilators. Despite several healthcare reforms, India is badly placed to tackle the rapid spread of the

Covid-19 virus. The continued lack of medical funding and healthcare infrastructure inform our view for the potential epidemic to

be worse in India if it is not adequately contained. With 8.5 hospital beds per 10,000 population and 8.0 physicians per 10,000, the

country’s healthcare sector is not equipped for such a crisis. Moreover, the significant inefficiency, dysfunctioning and acute

shortage of the healthcare delivery systems in the public sector appear to be insufficient to match up with the growing needs of the

population. In addition, more than 80% of the population still does not have any significant health insurance coverage and

approximately 68% of the Indian population has limited or no access to essential medicines. In addition, over the last two decades,

the availability of free medicines in public healthcare facilities has declined from 31.2% to 8.9% for inpatient care and from 17.8% to

5.9% for outpatient care, according to a Public Health Foundation of India study.

While the government is focused on improving the delivery of public healthcare services, inefficiencies, such as limited public

financing options, means that the inequalities facing the country’s healthcare market are likely to continue. In the medium-to-long

term, we believe that the uneven distribution of health services, inadequate infrastructure and a shortage of qualified workers will

continue to obstruct pharmaceutical and healthcare companies wishing to operate in the market. Given the dissatisfaction with the

underperforming and underfunded public healthcare sector, the private healthcare sector will see significant growth in coming

years. The long-term rise of household incomes will also provide a boon for private hospitals which generate a substantial amount

of their revenues from out-of-pocket payments.

HEALTHCARE EXPENDITURE TRENDS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Health spending,

USDbn
86.468 92.796 100.058 109.642 117.999 132.338 146.753 167.389 191.377

Health spending,

USDbn, % y-o-y
4.96 7.32 7.83 9.58 7.62 12.15 10.89 14.06 14.33

Health spending, INRbn 5,810.229 6,043.017 6,842.880 7,721.006 8,849.901 10,190.053 11,740.278 13,558.543 15,692.942

Health spending,

INRbn, % y-o-y
9.94 4.01 13.24 12.83 14.62 15.14 15.21 15.49 15.74

Health expenditure

constant FX rate,

USDbn

127.067 132.158 149.650 168.854 193.543 222.851 256.754 296.518 343.197

Health spending, USD

per capita
65.3 69.3 74.0 80.2 85.5 95.0 104.3 117.9 133.6

Health spending, % of

GDP
3.78 3.36 3.61 3.39 4.41 4.74 5.01 5.30 5.62

f = Fitch Solutions forecast. Source: WHO, Fitch Solutions
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GOVERNMENT HEALTHCARE EXPENDITURE TRENDS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Govt. health spend, USDbn 27.891 25.489 28.274 31.959 35.217 39.985 44.991 52.019 60.370

Govt. health spend, USDbn,

% y-o-y
11.11 -8.61 10.93 13.04 10.19 13.54 12.52 15.62 16.05

Govt. health spend, INRbn 1,874.123 1,659.886 1,933.639 2,250.598 2,641.306 3,078.861 3,599.319 4,213.544 4,950.328

Govt. health spend, INRbn, %

y-o-y
16.38 -11.43 16.49 16.39 17.36 16.57 16.90 17.07 17.49

Govt. health spend, % total

health spend
32.26 27.47 28.26 29.15 29.85 30.21 30.66 31.08 31.54

f = Fitch Solutions forecast. Source: WHO, Fitch Solutions

PRIVATE HEALTHCARE EXPENDITURE TRENDS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Private health spend,

USDbn
58.577 67.307 71.784 77.682 82.781 92.353 101.762 115.370 131.007

Private health spend,

USDbn, % y-o-y
2.27 14.90 6.65 8.22 6.56 11.56 10.19 13.37 13.55

Private health spend, INRbn 3,936.106 4,383.131 4,909.241 5,470.408 6,208.595 7,111.192 8,140.959 9,344.999 10,742.614

Private health spend,

INRbn, % y-o-y
7.12 11.36 12.00 11.43 13.49 14.54 14.48 14.79 14.96

Private health spend, %

total health expenditure
67.74 72.53 71.74 70.85 70.15 69.79 69.34 68.92 68.46

f = Fitch Solutions forecast. Source: WHO, Fitch Solutions
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India Prescription Drug Market Forecast

Key View: Prescription drug sales make up the majority of the pharmaceutical market. We expect prescription medicine sales to be

driven by increased state expenditure on the healthcare system as the government looks to bolster public support. Factors such as

the prevailing epidemiological trends, in particular the rising frequency of chronic conditions, and healthcare modernisation will

continue to support the development of the prescription segment.

Prescription Drug Market Forecast

2015-2029

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions

Structural Trends

In 2019, we calculate that prescription drug expenditure in India reached a value of INR1,645.5bn (USD23.4bn) and the subsector is

expected to grow to INR1,829.3bn (USD24.4bn) in 2020. By 2024, we forecast the market will be valued at INR2,825.9bn

(USD34.5bn) - experiencing a compound annual growth rate of 11.4% in local currency terms (8.1% in US dollar terms). Over our

10-year forecast period, the prescription drug market will be valued at INR4,728.3bn (USD54.9bn) by 2029. Prescription drugs will

continue to play a dominant role in the pharmaceutical market, accounting for 81.52% of total sales in 2029.

Rising healthcare expectations and an ageing population will underpin growing demand for prescription medicines. The increased

burden of chronic diseases in the country will provide one of the key drivers of prescription market revenue in the coming years,

alongside considerable hospital usage. Moreover, the prescription market will experience robust growth, aided by government

initiatives to boost access to medicines. At the same time, we forecast that domestic manufacturers will increase their drug

production. The government is targeting for more local companies to boost domestic production of essential drugs.
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PRESCRIPTION DRUG MARKET INDICATORS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Prescription drug sales,

USDbn
17.908 19.519 21.100 23.367 24.391 26.501 28.463 31.327 34.462

Prescription drug sales,

USDbn, % y-o-y
23.46 8.99 8.10 10.74 4.38 8.65 7.40 10.06 10.01

Prescription drug sales,

INRbn
1,203.350 1,271.100 1,443.042 1,645.545 1,829.338 2,040.574 2,277.000 2,537.458 2,825.881

Prescription drug sales,

INRbn, % y-o-y
29.32 5.63 13.53 14.03 11.17 11.55 11.59 11.44 11.37

Prescription drug sales, % of

total sales
86.5 85.8 85.5 85.3 84.9 84.5 84.1 83.7 83.3

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions
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Patented Drug Market Forecast

Key View: Patented drug sales will grow at a slower pace than the overall market, losing market share slightly over the forecast

period. The promotion of generic medicines and the government's push to reduce reimbursement spending are expected to

translate into modest rates of growth for patented drug sales.

Patented Drug Market Forecast

2015-2029

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions

Structural Trends

We forecast patented drug spending to increase from INR175.42bn (USD2.5bn) in 2019 to INR295.02bn (USD3.6bn) by 2024. Over

our extended 2019-2029 period we forecast patented drugs sector will reach a value of INR479.9bn (USD5.5bn) by 2029. Over the

long term, we forecast patented drugs as a percentage of total prescription sales to moderately decrease from 10.7% in 2019 to

10.2% by 2029.

Given the country's historic underfunding of its healthcare system, there has been a significant focus on reducing medicine prices,

which has further depressed growth within the patented sector. These aggressive pricing policies will continue, leading to a greater

emphasis on generic medicines to enable wider accessibility of medicines. The patented medicine sector will,

therefore, underperform the wider prescription drug segment.
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PATENTED DRUG MARKET INDICATORS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Patented drug sales, USDbn 1.925 2.111 2.267 2.491 2.591 2.804 2.999 3.286 3.598

Patented drug sales, USDbn, % y-o-y 19.42 9.63 7.39 9.89 4.00 8.23 6.96 9.58 9.49

Patented drug sales, INRbn 129.384 137.471 155.035 175.422 194.303 215.893 239.905 266.163 295.022

Patented drug sales, INRbn, % y-o-y 25.08 6.25 12.78 13.15 10.76 11.11 11.12 10.95 10.84

Patented drug sales, % of prescription sales 10.8 10.8 10.7 10.7 10.6 10.6 10.5 10.5 10.4

Patented drug sales, % of total sales 9.3 9.3 9.2 9.1 9.0 8.9 8.9 8.8 8.7

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions
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Generic Drug Market Forecast

Key View: Increasingly aggressive cost-containment measures will drive market growth over the long term. This will have a positive

knock-on effect to the generic drug segment as the country seeks to reduce the usage of high-value patented medicines and

increase the use of lower-value generic drugs to reduce pharmaceutical expenditure.

Generic Drug Market Forecast

2015-2029

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions

Structural Trends

Generic medicines will remain an important segment within India's pharmaceutical market, gradually eroding patented medicines'

market share over a multi-year time frame. We forecast generic drug market spending to increase from INR1,470.12bn (USD20.9bn)

in 2019 to INR2,602.7bn (USD31.7bn) by 2024, equating to a compound annual growth rate (CAGR) of 12.1% in local currency

terms (8.7% in US dollar terms). Over the long term, generic drug sales will increase further to INR4,471.8bn (USD52.0bn) by 2029,

corresponding to a CAGR of 11.8% in local currency (9.6% in US dollar terms). We expect generic drugs to play a dominant role in

the market, largely due to their low cost and the government's support for the subsector. In 2019, generic drugs accounted for

89.3% of prescription drug sales and 76.16% of total sales.

Positive Outlook For Generic Medicine Sales

As the country seeks to expand healthcare access to the entire population under its new health insurance scheme, demand for

medicines will increase dramatically. Generic medicines, given their low cost, will therefore be favoured to prevent pharmaceutical

expenditure from spiralling out of control. Moreover, India's intellectual property laws, much like other developing countries, require

improvements to reach international standards.

Generic drugs are a crucial part of government-driven cost-containment measures, and generic products will continue to dominate

the market in volume terms. The government has been actively encouraging physicians to prescribe medicines using International

Nonproprietary Names and encouraging the establishment of Jan Aushadhi stores in the country, to provide generic drugs at low

cost. We expect actual volumes of generic drugs to rise even more dynamically as generic drugmakers boost production to meet

the rising local and global demand, in line with the increasing need to rationalise prescriptions.
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GENERIC DRUG MARKET INDICATORS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

Generic drug sales, USDbn 15.983 17.408 18.833 20.876 21.965 24.001 25.923 28.693 31.740

Generic drug sales, USDbn,

% y-o-y
23.97 8.92 8.19 10.85 5.21 9.27 8.01 10.68 10.62

Generic drug sales, INRbn 1,073.966 1,133.629 1,288.007 1,470.122 1,647.352 1,848.060 2,073.878 2,324.107 2,602.696

Generic drug sales, INRbn, %

y-o-y
29.85 5.56 13.62 14.14 12.06 12.18 12.22 12.07 11.99

Generic drug sales, % of

prescription sales
89.2 89.2 89.3 89.3 90.1 90.6 91.1 91.6 92.1

Generic drug sales, % of total

sales
77.2 76.5 76.3 76.2 76.4 76.5 76.6 76.6 76.7

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions
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India OTC Medicine Market Forecast

Key View: Limited household affordability and a growing preference for self-medication will ensure that India's demand for

OTC medications will grow over the long term. However, India lacks defined regulations of OTCs, thereby compromising patient

safety. The pharmaceutical industry has come together to propose a robust OTC guideline and the necessary revisions in

the classification of drugs, labelling, advertising, distribution and pricing.

OTC Medicine Market Forecast

2015-2029

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions

Structural Trends

The OTC drug market value stood at INR284.6bn (USD4.04bn) in 2019 and is forecast to reach INR566.7bn (USD6.9bn) by 2024,

representing a five-year local currency compound annual growth rate (CAGR) of 14.8% (11.3% in US dollar terms). Given that most

medicines are freely available, the growth of the OTC sector will continue over our 10-year forecast period. Over our extended

2019-2029 forecast period, we calculate that the OTC medicines market will experience a CAGR of 14.2% in local currency terms

and 11.9% in US dollar terms, yielding a total OTC medicines market value of INR1,071.7bn (USD12.4bn) by 2029. In 2019, OTC sales

accounted for 14.75% of total sales in the country.

Self-medication is being acknowledged as a valuable tool to achieve public health goals. This includes improving access to

medicine, reducing healthcare costs and the burden on health infrastructure and positively influencing overall health-seeking

behaviour. Indians have relied on household remedies such as Ayurveda to self-treat minor ailments such as cough, cold and

indigestion. However, in recent years, the phenomenon of self-medication has assumed significant proportions. A study that

surveyed consumers, doctors and chemists across 22 self-medication categories such as acidity, constipation and headache found

that self-medication among consumers doubled from 23% in 2006 to 41% in 2016. Greater urbanisation and higher levels of

education and awareness have played a role in the rise of self-medication. More importantly, the worsening state of public health

delivery due to an inadequate doctor-patient ratio, rising out-of-pocket healthcare costs and uneven access to prescribing

physicians as well as the emergence of digital health have been significant drivers of this trend.

Given this positive growth outlook, some of India's largest drug makers such as Sun Pharmaceuticals, Dr Reddy's Laboratories and

Glenmark Pharmaceuticals are increasingly investing in creating a portfolio of OTC products.
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Additionally, Cipla has established a wholly owned subsidiary, Cipla Health, to handle its consumer healthcare business. With

regard to international drugmakers, Sanofi and GlaxoSmithKline appear willing to increase their exposure to the subsector and

expand their collection of wellness and consumer healthcare products.

Perils of self-medication: Among countries with a sizeable population that self-medicates, India is counted among those that do

not have the legal and policy framework to either support or regulate the distribution, marketing, promotion and the consumption

of OTC drugs. Moreover, there is no defined list of OTC drugs. Neither the Drugs and Cosmetics Act of 1940 nor the Drugs and

Cosmetics Rules of 1945 define OTC. This leaves a significant grey area, compounded by lack of labelling and drug monitoring. To

this end, the Organisation of Pharmaceutical Producers of India along with a few members from the domestic pharmaceutical

industry and consumer industry released a study titled 'Shaping India's OTC Policy 2018'. The study calls for a well-regulated OTC

framework that will help improve access to medicines and also support responsible self-medication to achieve multiple health and

economic objectives. The study's recommendations include a suggestion to include a separate Rule and a separate Schedule to

classify OTC products in the Drugs and Cosmetics Act 1940 and Drugs and Cosmetics Rules 1945. The study asks for the

government to clearly define a pathway for prescription to OTC switches, strengthen labelling and patient information, mandatory

clinical trials and bioequivalence studies for OTCs, restrict distribution of prescription drugs as OTC, removal of OTC products from

price controls and allow the market to determine prices.

An OTC policy for India is the first step toward building legislation that creates a positive list of OTC medicines, specifies clear and

appropriate labelling and regulates misuse, thus minimising harm. In doing so, it will bring the country a step closer to attaining the

objective of universal access to good quality healthcare envisaged in India's National Health Policy 2017. As such, the Central Drug

Standards Control Organisation recently announced plans to frame regulations for non-prescription OTC drugs in an attempt to

reduce their sales. This move will be complemented by new requirements for chemists to stamp prescriptions so that prescriptions

are not reused.

OTC MEDICINE MARKET INDICATORS, HISTORICAL DATA AND FORECASTS (INDIA 2016-2024)

Indicator 2016 2017 2018 2019 2020f 2021f 2022f 2023f 2024f

OTC medicine sales, USDbn 2.795 3.230 3.578 4.042 4.354 4.878 5.396 6.112 6.911

OTC medicine sales, USDbn, % y-o-y 4.55 15.58 10.77 12.96 7.72 12.02 10.63 13.26 13.09

OTC medicine sales, INRbn 187.806 210.369 244.726 284.655 326.587 375.605 431.709 495.045 566.736

OTC medicine sales, INRbn, % y-o-y 9.51 12.01 16.33 16.32 14.73 15.01 14.94 14.67 14.48

Over-the-counter (OTC) medicine sales, % of

total sales
13.5 14.2 14.5 14.7 15.1 15.5 15.9 16.3 16.7

f = Fitch Solutions forecast. Source: Department of Pharmaceuticals, OPPI, local news sources, Fitch Solutions
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Pharmaceutical Trade Forecast

Key View: With pharmaceutical supply chains under immense pressure due to Covid-19, China's role as a global ingredient

producer has come under scrutiny. As such, India aims to become an alternative supplier for global drugmakers hit by factory

shutdowns in China due to the outbreak.

Pharmaceutical Trade Forecast

2015-2024

f = Fitch Solutions forecast. Source: DESA/UNSD United Nations Comtrade Database, ITC, Fitch Solutions

Structural Trends

The outlook for India's domestic pharmaceutical industry is positive, with evidence of enhanced manufacturing capabilities and

greater self-sufficiency in the production of generic and sophisticated medicines, thereby increasing its scope for international

export opportunities. India's pharmaceutical export value was INR1,124.1bn (USD15.9bn) in 2019, which is forecast to rise to

INR3,047.9bn (USD37.1bn) by 2024 with a five-year compound annual growth rate (CAGR) of 22.1% in local currency terms and

18.4% in US dollar terms. In 2019, pharmaceutical imports were valued at INR161.7bn (USD2.2bn). This is forecast to grow to

INR292.5bn (USD3.5bn) by 2024 with a five-year CAGR of 12.6% in local currency terms and 9.2% in US dollar terms.

The Covid-19 pandemic has caused several challenges in the global pharmaceutical supply chain -particularly in China, a major

producer of drug ingredients. A large number of active pharmaceutical ingredient (API)s, or bulk drugs, that are used for the

manufacturing of drugs are exported from China. India for instance imports almost 70% of its bulk drugs and intermediates from

China. A number of these are sourced from Hubei province. Of the total USD3.56bn imports of such products in 2018-19, China’s

share was USD2.4bn. India relies on bulk ingredients from China to manufacture a fifth of the global supplies of drugs that are off

patents. For India, the pandemic triggered raw material shortages and exposed its dependence on Chinese imports. Outside India, in

the US as of August 2019, only 28% of the manufacturing facilities making APIs to supply the US market were in the country. By

contrast, the remaining 72% of the API manufacturers supplying the US market were overseas, and 13% are in China.

This provides an opportunity for the Indian government to escalate domestic production of pharmaceutical ingredients to

counteract an over-reliance on Chinese imports now hampered by Covid-19 shutdowns. The Indian government has aggressively

begun implementing a policy to ramp up local output and emerge as an alternate to China. The ‘China-plus one’ strategy involves

identifying essential drug ingredients and providing incentives to domestic manufacturers.
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After announcing USD1.8bn fund for setting up three drug manufacturing hubs, the government has also identified 53 key starting

materials and APIs whose output will be boosted on priority. These include fever-medicine paracetamol and antibiotics such as

penicillin and ciprofloxacin. Sudhir Vaid, chairman and managing director with Concord Biotech said the government should

support local companies by giving low cost power, subsidies and faster approvals.

This development is in addition to the proposal announced by the Department of Pharmaceuticals (DoP) in 2017. The DoP had

proposed the provision of financial assistance to local manufacturers - both in the public and private sectors - for the procurement

of the latest technical know-how, support in revamping old manufacturing facilities, refurbishing plants and machinery and ensuring

the subsidised supply of electricity for the production of APIs at internationally competitive prices. In the draft pharmaceutical policy,

the government had suggested the establishment of dedicated parks in the country where special priority will be given to bulk drug

makers. Pharmaceutical firms currently need several clearances to set up a manufacturing plant. To simplify the process, the draft

policy suggested providing adequate logistics and timely clearances to set up plants. Additionally, in a bid to revive India's APIs and

bulk drug market, the government had also proposed that formulations produced with indigenous APIs be given preference in

government procurement.

PHARMACEUTICAL TRADE DATA AND FORECASTS (INDIA 2018-2024)

Indicator 2018 2019 2020f 2021f 2022f 2023f 2024f

Pharmaceutical exports, USDmn 14,000.02 15,963.64 17,754.34 20,520.97 24,088.71 29,487.25 37,170.07

Pharmaceutical exports, USDmn, % y-o-y 11.04 14.03 11.22 15.58 17.39 22.41 26.05

Pharmaceutical imports, USDmn 1,879.84 2,297.47 2,478.38 2,705.41 2,919.23 3,227.84 3,567.11

Pharmaceutical imports, USDmn, % y-o-y 13.41 22.22 7.87 9.16 7.90 10.57 10.51

Pharmaceutical trade balance, USDmn 12,120.19 13,666.17 15,275.96 17,815.56 21,169.48 26,259.42 33,602.96

f = Fitch Solutions forecast. Source: DESA/UNSD United Nations Comtrade Database, ITC, Fitch Solutions

PHARMACEUTICAL TRADE DATA AND FORECASTS, LOCAL CURRENCY (INDIA 2018-2024)

Indicator 2018 2019 2020f 2021f 2022f 2023f 2024f

Pharmaceutical exports, INRmn 957,454.11 1,124,165.06 1,331,575.21 1,580,114.64 1,927,096.56 2,388,467.33 3,047,945.65

Pharmaceutical exports, INRmn,

% y-o-y
16.62 17.41 18.45 18.67 21.96 23.94 27.61

Pharmaceutical imports, INRmn 128,561.09 161,788.84 185,878.41 208,316.87 233,538.03 261,454.69 292,502.82

Pharmaceutical imports, INRmn,

% y-o-y
19.10 25.85 14.89 12.07 12.11 11.95 11.88

Pharmaceutical trade balance,

INRmn
828,893.01 962,376.22 1,145,696.79 1,371,797.76 1,693,558.53 2,127,012.64 2,755,442.83

f = Fitch Solutions forecast. Source: DESA/UNSD United Nations Comtrade Database, ITC, Fitch Solutions
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Industry Risk/Reward Index

Asia Pacific Innovative Pharmaceuticals Risk/Reward Index

Key View: The Asia Pacific region will continue to attract significant investment from multinational pharmaceutical firms, although

drugmakers will find different opportunities in the developed and emerging sub-regions. Multinational interest will be skewed

towards the more developed, larger markets of the region which provide a greater incentive given the more favourable rewards

profile. Considerable growth opportunities also exist for drugmakers in emerging markets as governments seek to expand coverage

to more remote regions and reduce healthcare inequalities. Therefore, it is vital that companies appreciate the varying levels of

investment risk and reward that are present in the markets in the Asia Pacific region. Fitch Solutions' Innovative Pharmaceuticals

Risk/Reward Index tool, which provides a globally comparative and numerically based assessment of a market's attractiveness for

companies looking to launch a high-value drug, was established to address this.

Divergent Regional Opportunities

Asia Pacific Innovative Pharmaceuticals Risk/Reward Index

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index

Main Regional Features And Latest Updates

• The Asia Pacific (APAC) average in our Innovative Pharmaceuticals Risk/Reward Index (RRI) outperforms the global average by a

small margin. This is because the region comprises two of the world's largest pharmaceutical markets (China and Japan) and is

boosted by the significant growth potential of several emerging markets.

• The region's aggregate attractiveness to innovative drugmakers masks substantial heterogeneity within its markets. Broadly, the

region can be segmented into two distinct groups: developed countries and emerging markets. The former is characterised by

high per capita pharmaceutical spending and score highly for access to, and demand for, innovative medicines. However, we

have seen some emphasis on cost containment, driven by high levels of government-financed spending on healthcare. In

emerging markets, affordability and access to medicines are key issues leading to low-cost generic drugs becoming increasingly

dominant.
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• With regard to assessing rewards, the RRI identifies industry-specific factors, such as the size of the pharmaceutical market, and

country-specific factors, such as the size of the pensionable population, which represent opportunities for potential investors.

Japan scores the highest for the Rewards component of the index due to its large medicine market, high per capita medicine

spending and the size of its pensionable population. Meanwhile, Laos scores the lowest in the region.

• With regard to assessing risks, we identify industry-specific dangers, such as a country's pricing regime, and those emanating

from the state's political and economic profile which call into question the likelihood of anticipated returns being realised over

the assessed time period. Focusing on the Risks component of the index, Pakistan has the lowest score among the APAC

markets due to low levels of patent respect, which is further exacerbated by the significant political and economic risks faced by

the pharmaceutical firms operating in the country. Singapore scores the highest in the component.

Developed Markets Present Significant Drugmaker Opportunities

Asia Pacific Innovative Pharmaceuticals Risk/Reward Index

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index

Outperformers: High-Reward And Low-Risk Markets

The outlook for medicine sales in the APAC region remains highly positive and will be boosted by the focus on reducing healthcare

inequality and improving healthcare access across the region. Key drivers of pharmaceutical and healthcare market growth in the

APAC region also include epidemiological transition towards an increased chronic disease burden and rapid economic

development. Therefore, APAC markets will remain among the more attractive destinations for firms seeking to launch innovative

medicines. Japan, ranked first in the APAC region and second globally, is the most attractive within the region by a significant margin.

Australia is ranked second in the region and ninth in the global rankings, reflecting the gap between the two markets. Scoring in the

Innovative Pharmaceuticals RRI favours larger markets with greater sales potential for multinationals. Both Japan and Australia have

sizeable pharmaceutical markets relative to the rest of the world, though the former's is considerably larger.

Fundamentals underpinning demand for novel pharmaceuticals in Japan are strong. The country has a large pensionable

population, a preference for branded medicines, a strong drug approval process and a robust medical system that provides high

levels of healthcare access. Similar factors are also at play in Australia, with further improvements in the approval process likely to

encourage the launch of innovative treatments in the country. However, this strong demand for pharmaceuticals, coupled with

significant government contribution towards total drug spending, has incentivised authorities to introduce cost controls, resulting in

greater pricing pressures. This is more acute for Japan, which scores significantly below the regional and global average for the

'pricing regime' sub-component. Australia scores below the regional average, but above the global average.
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• Tough pricing environment will create challenges for pharmaceutical companies in Japan. While the country’s demographic

profile provides considerable growth potential for innovative drugmakers, commercial rewards for multinational drugmakers in

Japan will be significantly affected by the government's introduction of an annual medicine price revision by 2021. Marking a

departure from the traditional biennial price review, this will significantly weigh on the patented medicine market's growth

trajectory.

• Cost containment will remain high on the Australian government’s agenda. The government will play a lead role in encouraging

the uptake of biosimilars and generic medicines as a way in which to alleviate pressure on its national health system. One of its

policy moves has been a strategic agreement between the government and the Generic and Biosimilar Medicines Association

(GBMA), an organisation whose members include the Association for Accessible Medicines, Medicines for Europe, and the

Canadian Generic Pharmaceutical Association, among others. Under the agreement, the government and GBMA discussed

proposals to support a viable generics and biosimilars sector and increase the uptake of these medicines.

Underperformers: Low-Reward And High-Risk Markets

Laos and Myanmar sit at the bottom of the APAC Innovative Pharmaceuticals RRI. Both countries are characterised as low-reward,

high-risk markets.

• Reflective of its underdeveloped country status, Myanmar has a small medicine market with the lowest per capita

pharmaceutical spending in the region. Intellectual property protection in the country is also minimal, a reflection of the nascent

nature of the regulatory regime, and highlighted in Myanmar's 'patent respect' score. The country is also plagued by significant

economic and political risk, both in the short and long term, underpinning Myanmar's low score for these indicators. The

military's continued influence over the country's political system and persistent ethnic tensions are unlikely to diminish over the

coming years. These issues are thus likely to continue to weigh on efforts to obtain peace within the country and will continue to

weigh on the business environment. The country ranks 104th out of the 109 markets in the Innovative Pharmaceutical RRI.

• Urbanisation is minimal in Laos and, together with low purchasing power, this indicates weak demand for, as well as limited

access to, innovative medicines. The resulting small aggregate pharmaceutical market means that opportunities for innovative

drugmakers are limited, and results in the country ranking 102nd out of the 109 markets in the Innovative Pharmaceutical RRI.

From a Country Risk perspective, the main impediment is the country's economy, with Laos scoring among the lowest on both

the short- and long-term economic risk indicators among the APAC markets.
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REWARDS AND RISKS SCORES

Industry

Rewards

Country

Rewards
Rewards

Industry

Risks

Country

Risks
Risks RRI

Regional

Rank

Global

Rank

Japan 89.2 74.8 85.6 82.1 82.3 82.2 84.4 1 2

Australia 80.5 69.0 77.6 74.2 83.2 77.8 77.7 2 9

South Korea 77.3 58.8 72.7 70.8 86.0 76.9 74.2 3 14

China 79.9 45.4 71.3 65.3 71.6 67.8 70.1 4 20

Taiwan 68.6 57.9 65.9 70.2 86.3 76.6 69.7 5 21

Hong Kong 53.1 74.1 58.4 80.9 77.0 79.3 65.7 6 26

Singapore 42.4 68.1 48.8 90.2 88.0 89.3 63.0 7 31

Vietnam 67.2 38.4 60.0 43.6 61.3 50.7 56.8 8 41

Malaysia 44.0 52.5 46.1 80.9 69.3 76.2 56.7 9 42

New Zealand 38.0 66.2 45.0 63.3 92.1 74.8 55.5 10 43

Indonesia 67.6 39.6 60.6 34.8 53.5 42.3 54.2 11 48

India 67.0 33.6 58.7 43.7 48.5 45.6 54.1 12 49

Thailand 61.2 43.1 56.7 18.9 57.3 34.3 48.8 13 56

Philippines 48.7 38.4 46.1 42.7 50.5 45.8 46.0 14 65

Bangladesh 50.3 32.4 45.8 38.4 41.3 39.6 43.6 15 70

Pakistan 44.4 35.0 42.0 21.0 15.3 18.7 33.9 16 85

Sri Lanka 25.7 35.9 28.3 41.7 38.1 40.2 32.5 17 88

Cambodia 18.9 30.3 21.7 33.7 29.1 31.9 25.3 18 95

Laos 13.7 32.2 18.3 24.1 25.2 24.5 20.5 19 102

Myanmar 18.2 29.6 21.1 20.4 16.6 18.9 20.3 20 104

Global Average 50.0 50.0 50.0 50.0 50.0 50.0 50.0 ~ ~

Regional Average 52.8 47.8 51.5 52.1 58.6 54.7 52.6 ~ ~

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index
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INDUSTRY REWARDS SCORES

Market Expenditure,

USDbn

Spending Per Capita,

USD

Sector Value

Growth, %

Industry

Rewards
Rewards

Japan 98.1 97.2 11.1 89.2 85.6

Australia 87.0 85.2 26.9 80.5 77.6

South Korea 88.9 74.1 17.6 77.3 72.7

China 99.1 47.2 63.0 79.9 71.3

Taiwan 77.8 66.7 19.4 68.6 65.9

Hong Kong 47.2 61.1 64.8 53.1 58.4

Singapore 37.0 56.5 32.4 42.4 48.8

Vietnam 79.6 35.2 88.9 67.2 60.0

Malaysia 54.6 33.3 12.0 44.0 46.1

New Zealand 33.3 54.6 15.7 38.0 45.0

Indonesia 86.1 22.2 92.6 67.6 60.6

India 92.6 9.3 87.0 67.0 58.7

Thailand 76.9 38.0 37.0 61.2 56.7

Philippines 65.7 21.3 28.7 48.7 46.1

Bangladesh 63.9 12.0 83.3 50.3 45.8

Pakistan 55.6 8.3 85.2 44.4 42.0

Sri Lanka 25.0 18.5 51.9 25.7 28.3

Cambodia 11.1 16.7 72.2 18.9 21.7

Laos 2.8 13.9 78.7 13.7 18.3

Myanmar 14.8 5.6 76.9 18.2 21.1

Global Average 50.0 50.0 50.0 50.0 50.0

Regional Average 59.9 38.8 52.3 52.8 51.5

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index
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COUNTRY REWARDS SCORES

Urban/Rural Split Pensionable Population, % Population Growth, % Country Rewards Rewards

Japan 91.7 100.0 7.4 74.8 85.6

Australia 80.6 66.7 62.0 69.0 77.6

South Korea 71.3 70.4 23.1 58.8 72.7

China 38.9 55.6 31.5 45.4 71.3

Taiwan 66.7 68.5 27.8 57.9 65.9

Hong Kong 99.1 75.9 45.4 74.1 58.4

Singapore 99.1 62.0 49.1 68.1 48.8

Vietnam 13.9 44.4 50.9 38.4 60.0

Malaysia 64.8 38.9 67.6 52.5 46.1

New Zealand 81.5 67.6 48.1 66.2 45.0

Indonesia 29.6 34.3 60.2 39.6 60.6

India 7.4 35.2 56.5 33.6 58.7

Thailand 23.1 60.2 28.7 43.1 56.7

Philippines 19.4 31.5 71.3 38.4 46.1

Bangladesh 14.8 28.7 57.4 32.4 45.8

Pakistan 12.0 21.3 85.2 35.0 42.0

Sri Lanka 0.9 53.7 35.2 35.9 28.3

Cambodia 2.8 24.1 70.4 30.3 21.7

Laos 11.1 22.2 73.1 32.2 18.3

Myanmar 5.6 33.3 46.3 29.6 21.1

Global Average 50.0 50.0 50.0 50.0 50.0

Regional

Average
41.7 49.7 49.9 47.8 51.5

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index

India Pharmaceuticals & Healthcare Report | Q4 2020

fitchsolutions.com

THIS COMMENTARY IS PUBLISHED BY FITCH SOLUTIONS COUNTRY RISK & INDUSTRY RESEARCH and is NOT a comment on Fitch Ratings' Credit Ratings. Any comments or data included in the report are solely

derived from Fitch Solutions Country Risk & Industry Research and independent sources. Fitch Ratings analysts do not share data or information with Fitch Solutions Country Risk & Industry Research.

29



INDUSTRY RISKS SCORES

Patent Respect Pricing Regime Protectionism Industry Risks Risks

Japan 97.2 19.0 99.1 82.1 82.2

Australia 77.3 55.6 81.5 74.2 77.8

South Korea 77.3 38.4 81.5 70.8 76.9

China 77.3 55.6 51.9 65.3 67.8

Taiwan 77.3 19.0 92.6 70.2 76.6

Hong Kong 77.3 88.9 81.5 80.9 79.3

Singapore 89.4 88.9 92.6 90.2 89.3

Vietnam 38.9 70.8 33.3 43.6 50.7

Malaysia 77.3 88.9 81.5 80.9 76.2

New Zealand 77.3 19.0 69.4 63.3 74.8

Indonesia 21.3 70.8 33.3 34.8 42.3

India 21.3 61.1 69.4 43.7 45.6

Thailand 10.2 19.0 33.3 18.9 34.3

Philippines 38.9 38.4 51.9 42.7 45.8

Bangladesh 10.2 88.9 51.9 38.4 39.6

Pakistan 21.3 1.9 33.3 21.0 18.7

Sri Lanka 38.9 61.1 33.3 41.7 40.2

Cambodia 21.3 88.9 17.6 33.7 31.9

Laos 10.2 88.9 4.2 24.1 24.5

Myanmar 2.8 88.9 4.2 20.4 18.9

Global Average 50.0 50.0 50.0 50.0 50.0

Regional Average 48.1 57.6 54.9 52.1 54.7

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index
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COUNTRY RISKS SCORES

Long-Term

Economic Risk

Index

Short-Term

Economic Risk

Index

Long-Term

Political Risk

Index

Short-Term

Political Risk

Index

Operational

Risk Index

Country

Risks
Risks

Japan 72.2 74.1 92.6 93.5 80.6 82.3 82.2

Australia 82.4 80.6 88.0 75.9 86.1 83.2 77.8

South Korea 95.4 99.1 85.2 79.2 78.7 86.0 76.9

China 86.1 95.8 56.5 83.8 53.7 71.6 67.8

Taiwan 98.1 97.2 70.4 77.8 87.0 86.3 76.6

Hong Kong 81.5 88.9 37.0 56.5 99.1 77.0 79.3

Singapore 73.1 73.1 81.5 100.0 100.0 88.0 89.3

Vietnam 66.7 87.0 41.7 89.4 41.7 61.3 50.7

Malaysia 67.6 86.1 50.0 58.3 76.9 69.3 76.2

New Zealand 91.7 94.4 88.9 90.7 93.5 92.1 74.8

Indonesia 64.8 64.8 46.3 58.3 43.5 53.5 42.3

India 58.3 58.3 50.9 38.0 42.6 48.5 45.6

Thailand 74.1 66.2 28.7 61.1 56.9 57.3 34.3

Philippines 75.9 75.9 44.4 47.2 29.6 50.5 45.8

Bangladesh 63.9 84.7 40.7 34.3 12.0 41.3 39.6

Pakistan 20.4 13.0 13.9 9.3 17.6 15.3 18.7

Sri Lanka 42.6 47.2 48.1 18.5 36.1 38.1 40.2

Cambodia 19.4 36.1 35.2 45.8 19.0 29.1 31.9

Laos 8.3 7.4 25.0 82.4 13.9 25.2 24.5

Myanmar 16.7 35.2 11.1 23.6 6.5 16.6 18.9

Global Average 50.0 50.0 50.0 50.0 50.0 50.0 50.0

Regional Average 63.0 68.3 51.8 61.2 53.8 58.6 54.7

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index
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Innovative Pharmaceuticals Risk/Reward Index

Key View: The impact of low levels of patent protection, price cuts, a preference for generic medicines and low per capita

pharmaceutical and healthcare spending will pose headwinds to innovative drugmaker opportunities in India, as reflected in the

score of 54.1 out of 100 in our Innovative Pharmaceuticals Risk/Reward Index. While there is an increased prevalence of chronic

diseases, the focus on cost efficiency within the healthcare sector will limit the market's growth potential.

India: Innovative Pharmaceuticals RRI - Global And Regional Rank

• Regional Rank (out of 20): 12th

• Global Rank (out of 109): 49th

India: Innovative Pharmaceuticals Risk/Reward Index

Q420

Note: Scores out of 100; higher score = lower risk. Source: Fitch Solutions' Innovative Pharmaceuticals Risk/Reward Index

Industry Rewards: Reflecting the high growth outlook for India's pharmaceutical market, the country scores 67.0 out of 100,

above the regional average of 52.8. While per capita expenditure is low on a regional basis, highlighting the relative lack of access to

medicines and a higher preference for generic medicines, continued investment into the healthcare sector, as reflected by the

approval of Modicare, will increase the accessibility of medicines.

Country Rewards: India scores 33.6 out of 100, far below the regional average of 47.8. Urbanisation is minimal, with the vast

majority of the population living in rural areas and outside of the few densely populated cities, which restricts access to healthcare

services. In addition, the country's pharmaceutical market remains limited by a lack of healthcare infrastructure leading to

inadequate public healthcare provision. However, the high growth outlook for the population will boost demand over the long term.
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Industry Risks: Pulled down by the country's low levels of intellectual property protection and unstable pricing regime, India

scores 43.7 out of 100, below the regional average of 52.1. Patents held by multinational drugmakers have often been revoked by

authorities or challenged by Indian generic pharmaceutical companies. Moreover, the country's pricing regulations have undergone

frequent changes, heightening the uncertainty for multinational pharmaceutical companies, as reflected by India's ongoing

programme of capping drug prices. The country's need to increase the cost efficiency of its healthcare system will continue to pose

downward pressure on the pricing environment.

Country Risks: Highlighting the short-term economic and political risks, India scores 48.5 out of 100, below the regional average

of 58.6. India’s real GDP growth for Q4 of FY2019/20 (April – March) slumped to 3.1% y-o-y, from 4.1% y-o-y in Q3, led by a sharp

deceleration in private consumption growth, a worsening contraction in fixed capital formation, and a slight net exports drag, and

brought full year growth to 4.2%, down from 6.1% in FY2018/19.
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Regulatory Development

Regulatory Review

India is an emerging healthcare market that has remained unsaturated due to the limited penetration of healthcare insurance and

poor access to healthcare facilities, especially in rural areas. However, an increasing demand for high-quality services,

affordability and a growing medical tourism industry will provide the necessary momentum for the growth of the pharmaceutical

market. With that said, the lack of transparency in the Indian drug regulatory system and weak patent laws are a major challenge for

foreign multinational companies attempting to enter or expand in the Indian healthcare market.

Reforms are poorly designed and implemented improperly. However, India is substantially on track to meeting global

pharmaceutical regulation standards. Major restructuring and revamping are in progress in areas such as biosimilars, fixed-dose drug

combinations, Good Manufacturing Practice and related areas including International Conference on Harmonization,

Pharmaceutical Inspection Convention and Pharmaceutical Inspection Co-operation Scheme, clinical trials, Schedule Y, Medical

Devices and pharmacovigilance, which could strengthen the regulatory system in India.

In India, the import, manufacturing, distribution and sale of drugs is regulated by the Drugs and Cosmetics Act of 1940. The Drugs

and Cosmetics Act and the Drugs and Cosmetics Rules of 1945 list details provisions to mitigate the manufacture of spurious or

lower-quality drugs. Definitions and explanations of adulterated and misbranded drugs have been clearly elaborated so that such

improprieties can evoke legal action. Under the provisions of these Acts, the Central Drugs Standard Control Organization (CDSCO)

appoints the Drugs Technical Advisory Board to advise the central government and the state governments on technical matters.

Under the Drugs and Cosmetics Act, state authorities are responsible for regulating the manufacturing, sale and distribution of

drugs, whereas the central authorities are responsible for approving new drugs and clinical trials, laying down the standards for

drugs, controlling the quality of imported drugs and coordinating the activities of state drug control organisations.

In India, the drug regulations are segregated into the Central Drug Authorities and the State Drug Regulatory Authorities. The

CDSCO is the apex national drug regulatory authority for carrying out the responsibilities allotted to the central government in

accordance with the Drugs and Cosmetics Act. The functioning of the CDSCO is under the Director General of the Health Services

of the Ministry of Health and Family Welfare (MOHFW) and is headed by the Drugs Controller General of India (DCGI). The primary

objective of the CDSCO is to ensure the delivery of safe, superior quality, effective drugs, cosmetics and medical devices to the

public. The DCGI, who heads the CDSCO, assumes responsibility for the amendments to the Acts and Rules. Other acts include the

Pharmacy Act 1948, the Drugs and Magic Remedies Act 1954 and Drug Prices Control Order (DPCO) 1995 and various other

policies instituted by the Department of Chemicals and Petrochemicals. The DPCO governs prices of all bulk drugs and

formulations, to ensure widespread availability of medicines, at reasonable prices. Together, the Indian Patent Act and the

DPCO significantly influence the structure and growth pattern of the domestic pharmaceutical industry. The new DPCO 2013

empowers the National Pharmaceutical Pricing Authority (NPPA) to regulate prices of essential drugs under the National List of

Essential Medicines (NLEM) through market-based pricing.

The regulatory authority at the state level comprises the Food and Drug Administrations (FDAs) at each state, and certain licensing

authorities have been set up for the Union Territories. With reference to the Drugs and Cosmetics Act, there exists dual regulatory

control, inclusive of both the central and the state government. The implementation and enforcement of the Act needs to be

ensured by both the central and the state governments. Under the Act, the task of regulating the manufacturing, sale and

distribution of drugs and other related products and issuing of licenses is entitled to the State Authorities, while the Central

Government authorities are in charge of approving new drugs and clinical trials, listing standards for drugs, administering the quality

of imported drugs as well as collaborating and coordinating with the State drug control organisations.

Other principal regulatory bodies entrusted with the responsibility of ensuring the approval, production and marketing of quality

drugs in India at reasonable prices are the following:
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• The NPPA, which was instituted in 1997 under the Department of Chemicals and Petrochemicals, fixes or revises the prices of

decontrolled bulk drugs and formulations at judicious intervals; periodically updates the list under price control through inclusion

and exclusion of drugs in accordance with established guidelines; maintains data on production, exports and imports and market

share of pharmaceutical firms; and enforces and monitors the availability of medicines in addition to imparting inputs to the

parliament on issues pertaining to drug pricing.

• The Department of Chemicals and Petrochemicals, which also oversees policy, planning, development and regulatory activities

pertaining to the chemicals, petrochemicals and pharmaceutical sector. The responsibilities assumed by this body are relatively

broader and varied in comparison to the other two bodies. The main aspects of pharmaceutical regulation are thus divided

between the above two ministries. The MOHFW examines pharmaceutical issues within the larger context of public health while

the focus of the Ministry of Chemicals and Fertilizers is on industrial policy.

Other ministries also play a role in the regulation process. These include the Ministry of Environment and Forests, the Ministry of

Finance, the Ministry of Commerce and Industry and the Ministry of Science and Technology. The process for drug approval entails

the coordination of different departments, in addition to the DCGI, depending on whether the application in question is for a

biological drug or one based on recombinant DNA technology. Issues related to industrial policy such as the regulation of patents,

drug exports and government support to the industry are governed by the Department of Industrial Policy and Promotion and

Directorate General of Foreign Trade, both under the aegis of Ministry of Commerce and Industry and the Ministry of Chemicals and

Fertilizers. With respect to licensing and quality control issues, market authorisation is regulated by the Central Drug Controller,

MOHFW; Department of Biotechnology, Ministry of Science and Technology; and Department of Environment, Ministry of

Environment and Forests. State drug controllers have the authority to issue licences for the manufacture of approved drugs and

monitor quality control, along with the CDSCO.

Biosimilar Regulations

India has a thriving biosimilar ecosystem in comparison to other countries and because of that Indian pharmaceutical companies

have risen as the global market leaders in biosimilars. India approved its first biosimilar much before the US and Europe. The first

biosimilar was approved and marketed in India in 2000 for hepatitis B, although no specific guideline was available at that time for

the development and marketing of biosimilar in India. To address the issues and challenges associated with the development of

similar biologics, CDSCO in collaboration with the Department of Biotechnology has developed 'Guidelines on Similar Biologics;

Regulatory Requirements for Marketing Authorization in India' in 2012 and has revised it in 2016.

The 'similar biologics' are regulated as per the Drugs and Cosmetics Act and the Drugs and Cosmetics Rules. Regulatory

requirements for marketing authorisation of similar biologic in India were released in 2012 and extensive quality and analytical

comparative data in addition to abridged clinical/non-clinical studies are required for biosimilar approval. India's CDSCO released

new guidance for biosimilar developers in 2016. One of the biggest differences between the 2012 guidance and the document

issued in 2016 is the section on postmarketing studies, which CDSCO states are intended 'to further reduce the residual risk of the

Similar Biologic' and which now includes a timeline for such studies. India's biosimilars market currently has eight biosimilars,

including one for AbbVie's blockbuster Humira (adalimumab) and two biosimilars for Roche's breast cancer treatment Herceptin

(trastuzumab). Presently, there are more than 100 Indian biopharmaceutical companies, which are engaged in manufacturing and

marketing of biosimilar.

OTC Medicine Regulations

Among the countries with a sizeable population that self-medicates, India is counted among those that do not have the legal and

policy framework to either support or regulate the distribution, marketing, promotion and consumption of over-the counter (OTC)

drugs. Moreover, there is no defined list of OTC drugs. Neither the Drugs and Cosmetics Act nor the Drugs and Cosmetics Rules

define OTC. This leaves a significant grey area, compounded by lack of labelling and drug monitoring. To this end, the Organisation

of Pharmaceutical Producers of India along with a few members from the domestic pharmaceutical industry and consumer industry

released a study titled 'Shaping India's OTC Policy 2018'. The study calls for a well-regulated OTC framework that will help improve

access to medicines and also support responsible self-medication to achieve multiple health and economic objectives.
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The study's recommendations include suggestion to include a separate Rule and a separate Schedule to classify OTC products in

the Drugs and Cosmetics Act and Drugs and Cosmetics Rules. The study asks for the government to clearly define a pathway for

prescription to OTC switches, strengthen labelling and patient information, mandatory clinical trials and bioequivalence studies for

OTCs, restrict distribution of prescription drugs as OTC, removal of OTC products from price controls and allow the market to

determine prices.

Generic Medicine Regulations

In April 2017, Prime Minister Narendra Modi announced that the government will establish a legal framework mandating doctors to

prescribe medicines by their International Nonproprietary Names only. To bolster the move to a generic market, the government

has been adopting various mechanisms for the promotion of generic drugs through amendments in drug laws. To ensure the

quality of generic drugs approved by the state FDAs, the MOHFW issued a notification in April 2017 requiring bio-

equivalence studies to be conducted for all drugs for category II and category IV of the biopharmaceutical classification system.

There is also a proposal to amend the labelling regulation under the Drugs and Cosmetics Rules, which requires the generic name

be printed at least two font sizes larger than the brand name. In December 2018, to boost public confidence in generic medicines,

India's drug controller announced putting stringent quality control measures in place. As part of the move, generic drug

manufacturers will have to prove quality and safety equivalence with a reference product that has already been tested by the

regulator.

India, as home to many of the largest generics manufactures, prevented the initial release of hydroxychloroquine to international

sales, but have since reversed the decisions, allowing the drug to be sold to America. This comes after the news that supplies of

active pharmaceutical ingredient (API)s used by Indian generics manufacturers may be limited, as production in China slows down.

In response to the limited supply of Chinese APIs, the Indian government announced policies to encourage production of APIs by

Indian companies. Therefore, Indian generic producers are likely to see revenues boosted by HS demand, and government support

to meet it.

Compulsory Licences

Compulsory licensing, as agreed by the WTO in August 2003, allows manufacturers to produce generic versions of patented drugs,

provided they pay a royalty to the patent holder. Even though the government had rolled-out the National Intellectual Property (IP)

Rights Policy, IP-intensive American firms continue to face severe challenges in the Indian market concerning Section 3(d) of the

Indian Patents Act.

India can grant compulsory licenses under certain conditions, such as public health emergencies, to ensure access to affordable

medicines. It granted the first license in 2012, allowing local firm Natco Pharma Ltd to sell a copy of German drugmaker Bayer's

cancer medicine Nexavar at a tenth of the price, in return for a 6% royalty to the originator. Natco Pharma also entered into a non-

exclusive licensing agreement with Gilead Sciences Inc to manufacture and sell the generic version of its chronic hepatitis C drug,

Epclusa (sofosbuvir and velpatavsir) in the country, which will increase the Indian populations' access to hepatitis C medication. The

spree of recent actions surrounding compulsory licences against significant patented medicines in the country will open up a new

window of opportunities for domestic pharmaceutical companies.

Intellectual Property Issues

India follows a product patent regime for its inventions under the Patents and Designs Act 1911. During 1970, the government

introduced the Process Patent instead of the Product Patent. This Act permitted Indian companies to produce patented

drugs under the condition that the process of production was not the same as the one adopted by the innovator company. This had

a major favourable impact on the Indian pharmaceutical companies, which could develop cheaper versions of branded patented

drugs, without the requirement of paying a license fee to the innovator companies. Nonetheless, the Patent Act was amended, for

the purpose of adhering to the WTO Trade-Related Aspects of Intellectual Property Rights (TRIPS) regime.
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Taking this development into account, the product patent was re-established and the process patent was abolished. Consequently,

the sale of generic version of drugs, which were patented after 1995, was considered illegal. Post the amendment in the Patents Act,

the pharmaceutical firms were authorised to develop cheaper generic versions of the drugs, which were off-patented or the ones

patented before 1995.

Despite progressive healthcare reforms in India’s pharmaceutical market, Pharmaceutical Research and Manufacturers of America

(PhRMA)’s members remain concerned about the challenging policy and regulatory environment in the country. Market access

challenges persist and despite important announcements to expand healthcare programs, the Indian Government has not

increased investment in this critical area, leaving public healthcare spending at a very low level of approximately 1.5% of GDP during

the year 2018-19.

The PhRMA produce an annual Special 301 report highlighting the challenges faced in the key international markets for innovative

pharmaceutical firms. The report for 2020 has recently been published (February 2020) and as with the 2017, 2018 and 2019

submissions, India maintained its position on the 'Priority Watch List'. Key issues highlighted in the submission are consistent with

previous years, with many of the shortcomings previously raised still unaddressed. PhRMA highlighted an unpredictable patent

environment, regulatory data protection failures, high tariffs and taxes on medicines, discriminatory and non-transparent market

access policies along with an unpredictable environment for clinical research as notable market access barriers in India.

Lack Of Patent Enforcement

One of the most significant challenges facing biopharmaceutical applicants seeking marketing approval in India is that marketing

and manufacturing approvals are not transparent or coordinated between federal and state agencies. After four years of the

medicine’s first approval in India, a mere license from any of the state drug regulators to manufacture and market the product in

India suffices – resulting in irreparable harm to patients, innovators and other follow-on producers.

Unpredictable Patent Environment

IP protection is a persistent challenge for innovative pharmaceutical companies in India. Authorities have a history of issuing

compulsory licenses and patents held by multinational drugmakers are often revoked by authorities or challenged by Indian generic

pharmaceutical companies. From a policy perspective, Section 3(d) undermines incentives for biopharmaceutical innovation by

preventing patentability for improvements that do not relate to efficacy.

Regulatory Data Protection Failures

The Indian Regulatory Authority relies on test data submitted by originators to seek approval in India and/or another country when

granting marketing approval to follow-on pharmaceutical products. This reliance results in unfair commercial use prohibited by the

WTO Agreement on TRIPS and discourages the development and introduction into India of new medicines for unmet medical

needs.

High Tariffs And Taxes On Medicines

Medicines in India face high import duties for active ingredients and finished products. The basic import duties for pharmaceutical

products average about 10%, and when combined with the Integrated Goods and Service Tax the effective import duty can exceed

20%. This is in addition to the recently initiated 5-12% General Sales Tax on medicines.

Discriminatory And Non-Transparent Market Access Policies

While the Department of Pharmaceuticals (DoP) amended the DPCO to provide exemptions from price controls for five years from

the commencement of marketing in India for patented products and for life for orphan drugs, there remains significant concerns of

an evolving pricing regime that is discriminatory, unpredictable and opaque.
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The broad authority granted to the NPPA and continued lack of transparency, predictability and trust in the decision-making

process hinders further investment in India.

Unpredictable Environment For Clinical Research

While the government is keen to reinvigorate clinical research in India, ambiguities in the Indian regulatory space prevail. In

particular, the definition of ‘trial related injury’ is not well defined, and the determination of local clinical trials requirements is highly

subjective.

Despite the aforementioned issues, PhRMA welcomes the Indian government’s ongoing work to create a stronger business,

innovation and healthcare environment through the ‘Make in India’ initiative, the National Intellectual Property Rights Policy and the

new National Health Policy which will advance improved access to healthcare for Indian patients.

Pricing Regime

Despite decades of government price controls in India, seeking to improve patient access to medicines, essential medicines are still

not easily accessible. Still, India has thousands of manufacturers of pharmaceuticals who operate in a very competitive

environment, and as a result, India has some of the lowest prices of medicines in the world. In 2014, an Inter-Ministerial Committee

was constituted to suggest a methodology to be applied to pricing of patented medicines in India. Earlier, a DoP Committee on

Price Negotiation for Patented Drugs report (February 2013) recommended an international reference pricing scheme with a

purchasing power parity adjustment for government procured patented medicines, with those patented medicines to be provided

through health insurance. A final decision on the 2014 Inter-Ministerial Committee recommendations is yet to be made. The DoP is

currently looking at amending the DPCO 2013 to include a provision for fixing retail prices of all drugs by way of a Trade Margin

Rationalization formula. On February 27 2019, NPPA implemented a pilot to cap the trade margins on 42 oncology drugs, including

a few patented products.

There remains the threat of including patented medicines in the NLEM and thereby a threat of direct price setting under the DPCO,

significantly reducing the benefits of patent protection and creating an unviable business environment for the innovative industry.

The broad authority granted to the NPPA and continued lack of transparency, predictability and trust in the decision-making

process hinders further investment in India. Furthermore, expansion of price controls to a larger range of medicines will not

substantially improve access to medicines in India; the real access barriers are insufficient health care financing, poor access to

physicians and inadequate health care facilities. For example, even medicines and vaccines that are offered free of charge often do

not reach the patients who need these medicines.

A considerable body of evidence demonstrates that price controls contribute to lower investment in pharmaceutical research and

development, ultimately harming patients who are in need of improved therapies. Manufacturers believe that competitive market

conditions are the most efficient way of allocating resources and rewarding innovation; however, the research-based

pharmaceutical industry recognises the unique circumstances in India and is committed to engaging with the government to

discuss pragmatic public policy approaches through industry and public consultations that will enable the development of simple

and transparent government pricing and reimbursement mechanisms that provide access to medicines, reward R&D and

innovation, encourage clinical trials, include the patient perspective and encourage continued investment into unmet medical

needs.
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Market Overview

India's growing economy and changing epidemiological profile make the country a strong candidate to become a future

powerhouse for R&D and manufacturer of pharmaceuticals. In addition, rising incomes, better health infrastructure and an ageing

population are contributing to a greater demand for pharmaceuticals. India is a global leader in the production of quality generic

medicines and is gradually realising its potential to develop a strong, research-based pharmaceutical industry to produce innovative

medicines.

India's pharmaceutical sector will remain a key destination for FDI, and drugmakers will continue to build their manufacturing

presence in the country, aligning themselves with the government's push to develop the biomedical sector. Key foreign players

include GlaxoSmithKline, Novartis, Sanofi, Abbott Laboratories, MSD and Roche. Driven by the Pharma Vision 2020, the government

has embarked on its journey to become a leading country for end-to-end manufacturing and innovation and has sought to

incentivise investment into local medicine production to increase self-sufficiency. The government also aims to augment

infrastructure through the 'Make in India' initiative (launched on September 25 2014), improve the quality of the workforce and

increase funds for innovation in order to position India as one of the top five pharmaceutical innovation hubs by 2020. Given India's

position as an emerging market revenue growth driver in the Asia Pacific region, it will continue to attract investment from

multinational firms despite the prevailing risks from the regulatory environment.

India's epidemiological profile resembles that of other Asia Pacific countries, with non-communicable diseases such as heart

disease, cancer and stroke the leading causes of mortality and morbidity in the country. Majority of deaths in India are now

attributed to non-communicable diseases, including heart disorders, cancer and diabetes. Driven by an ageing population, changing

lifestyles and increasing urbanisation, India's rising chronic disease burden will be a central factor supporting pharmaceutical market

growth over a multi-year horizon. While the population's rapidly growing chronic diseases burden will present significant

opportunities for medicine sales, risks for multinational pharmaceutical firms are abundant. Affordability issues stemming from high

levels of out-of-pocket payments in healthcare spending and a multitude of regulatory issues will create challenges. Furthermore,

inequitable access to healthcare is a key issue with the Indian healthcare system, and public healthcare infrastructure for non-

communicable diseases is inefficient and inadequate as well.

Healthcare Sector

The Ministry of Health and Family Welfare (MOHFW) comprises the Department of Health and Family Welfare, the Department

of Ayurveda, Yoga & Naturopathy, Unani, Siddha and Homeopathy; the Department of Health Research; and the Department of AIDS

Control, each headed by a secretary to the government of India. The MOHFW is responsible for the implementation of national

health and family welfare programmes, such as the prevention and control of major communicable diseases, maternal and child

health and family planning, as well as the promotion of traditional and indigenous systems of medicine. The MOHFW is also

responsible for the provision of technical assistance to states in the prevention and control of seasonal disease outbreaks and

epidemics.

Healthcare services are delivered by a complex network of public and private providers, ranging from single doctors to speciality and

multispeciality tertiary care hospitals. The government healthcare system is designed as a three-tier structure comprising primary,

secondary and tertiary facilities. In rural areas, primary healthcare services are provided through a network of sub-centres, primary

health centres and community health centres. The sub-centre is the first point of contact between the primary healthcare system

and the community, designed to handle maternal and child health, disease control and health counselling for a population of 3,000

to 5,000. Despite this elaborate infrastructure, severe shortages of staff and supplies in public sector health facilities remain.

One of the central problems is the low levels of public spending on health and, as a result, the poor access to affordable and good

quality healthcare for the majority of India's population. Public health facilities suffer from poor infrastructure and human resource

inadequacies.
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For instance, according to the Rural Health Statistics 2017, 13% of the sanctioned health worker (female) posts and 37% of the

health worker (male) posts remain vacant. Overall, only 11% of sub-centres and about 13% of primary health centres are

functioning as per Indian Public Health Standards. There is, therefore, an urgent need for more resources to be allocated for public

healthcare along with measures to strengthen the delivery of health services. The deteriorating state of public healthcare in India

means that an increasingly larger percentage of its citizens are being driven to the private sector for their medical needs.

Currently, the private healthcare sector dominates more than 80% of the entire market. Owing to the rising income levels, more and

more consumers are willingly demanding access to quality healthcare facilities. Moreover, the long-term rise of household incomes

will provide a boon for private hospitals, which generate a substantial amount of their revenues from out-of-pocket payments. Major

private healthcare players anticipate ongoing strong growth within the sector, and we view this as a major driver behind total

healthcare market growth over the coming years. We note that this will also provide a boost to medicine sales growth in India over

the coming years.

Modicare will further expand the private healthcare market. Families coming under the National Health Protection Mission (NHPM),

dubbed Modicare, could lure more investments into private healthcare market and drive down the cost of treatment at private

hospitals in the near future. The NHPM, labelled the world's largest health assurance cover, aims to provide health insurance to

nearly 40% of the population - ie, more than 100mn poor and vulnerable families - with the premium paid by the government.

NHPM will be an entitlement-based scheme based on data from the deprivation criteria in the Socio-Economic Caste Census.

Beneficiaries under NHPM can avail of benefits in both public and empanelled private facilities. The fact that the scheme will be

available across the country will bring private sector healthcare providers to Tier 3 and Tier 4 cities and expand operations there.

Covid-19 has highlighted India's need to increase investment in healthcare sector. The healthcare sector is at the epicentre of this

unprecedented global pandemic challenge, and the private sector has risen to the occasion, by offering to the government all the

support it needs, be it testing support, preparing isolation beds for the treatment of Covid-19 positive patients or deploying

equipment and staff in identified nodal hospitals.

HEALTHCARE RESOURCES (INDIA 2014-2018)

Indicator 2014 2015 2016 2017 2018

Hospitals, total 47,279 49,717 52,287 55,207 57,846

Hospitals, private 33,568 35,672 37,908 40,439 42,806

Hospitals, public 13,711 14,045 14,379 14,768 15,040

Hospitals, beds 1,031,345 1,061,262 1,092,048 1,123,727 1,152,472

Hospitals, beds, per '000 population 0.80 0.81 0.82 0.84 0.85

Source: Fitch Solutions

HEALTHCARE PERSONNEL (INDIA 2014-2018)

Indicator 2014 2015 2016 2017 2018

Physicians, total 938,861 960,233 1,005,281 1,041,395 1,076,135

Physician, per '000 population 0.72 0.73 0.76 0.78 0.80

Dentists, total 154,436 156,391 197,734 251,207 290,774

Dentists, per '000 population 0.12 0.12 0.15 0.19 0.21

Pharmacists, total 664,176 673,401 741,548 907,132 975,508

Pharmacists, per '000 population 0.51 0.51 0.56 0.68 0.72

Nurses, total 2,621,981 2,639,229 2,778,248 2,878,182 2,998,758

Nurses, per '000 population 2.02 2.01 2.10 2.15 2.22

Source: Fitch Solutions
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HEALTHCARE ACTIVITY (INDIA 2014-2018)

Indicator 2014 2015 2016 2017 2018

Inpatient admissions, '000 56,691.54 58,805.83 60,998.98 63,273.92 65,634.00

Inpatient admissions, per '000 population 43.76 44.88 46.05 47.27 48.52

Outpatient visits, '000 2,971,930.78 3,039,064.58 3,106,072.09 3,172,836.98 3,244,701.00

Outpatient visits, per '000 population 2,293.86 2,319.63 2,345.06 2,370.13 2,398.79

Hospitals, average length of stay, days 7.0 7.0 7.0 7.0 7.0

Surgical procedures, '000 17,009.16 17,643.51 18,301.52 18,984.08 19,692.00

Source: Fitch Solutions

Research And Development

The continued emphasis on medical research in India will play a critical role in facilitating the delivery of new innovative treatments

to patients. India has a well-defined science and technology structure. The different ministries set up by the government fund,

coordinate, promote and oversee the scientific and research activities in the country through the implementing departments such

as: Department of Scientific & Industrial Research, Department of Science & Technology, Department of Biotechnology, Indian

Council of Forestry Research & Education, Indian Council of Medical Research (ICMR), Department of Space Research, Indian Space

Research Organization, Department of Atomic Energy, Defence Research & Development Organization. At present, there are more

than 400 universities in India of which nearly 25% provide quality R&D. A number of higher education institutions in India have

gained international renown for their training and R&D in the area of science, engineering and technology.

Furthermore, the current government in India led by Prime Minister Narendra Modi has reinforced the need to develop an enabling

ecosystem that supports investment, technology transfer and growth in innovative areas such as biosciences. The Indian

government and its ministries have repeatedly emphasised the strategic importance of the pharmaceutical sector in promoting

economic growth through focus on innovation and scientific research. To this end, the government has recently rolled-out several

initiatives such as Make in India, Start-up India and the Draft National Health Policy, which are expected to contribute positively to

building an environment that encourages the development of local R&D and in attracting global investment for innovation.

Nonetheless, the government needs to undertake multiple initiatives across infrastructure, financing, human resources, and the

legal and regulatory framework to become a leader in pharmaceutical innovation in the Asia Pacific. This will also encourage foreign

multinationals to invest in the innovative ecosystem to develop new medicines not just for India but also for the world.

Despite this, India invests 0.9% of its GDP towards R&D compared with an investment of 1.6% in the UK, 1.9% in China, 2.8% in the

US and 3.3% in Japan. Despite its size and potential, India currently lags behind other countries in certain aspects such as innovation

capacity and research output. The country lags behind smaller nations such as Switzerland, Singapore and Ireland when it comes to

attracting significant new capital investment into the pharmaceutical sector. Moreover, there is no single mechanism or authority in

India to oversee the establishment of public pharmaceutical R&D centres and monitor their performance. India ranked 19th in a

28-nation survey of biomedical investment attractiveness of countries, with an overall score of 59 out of 100. Five metrics were

used to determine rankings: scientific capabilities and infrastructure, clinical research conditions and framework, regulatory system,

market access and financing, and effective intellectual property protections.

As such, in order to support consistent innovation, investment has to increase substantially before any tangible outcomes can be

envisioned. More regulatory changes are required and Indian pharmaceutical companies need to be supported with more financial

and social capital for meaningful drug research to be conducted that can address the healthcare needs of India. A strong patent

system and robust intellectual property rights environment is required to encourage research and to enable foreign pharmaceutical

companies to bring new products to the market. Moreover, a large chunk of the total R&D spent is done by the government, and

there is a vacuum in private investment. There is an immense opportunity for the private sector to enhance its investments in the

R&D sector in India.
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Recently in March 2020, the government announced its plans to introduce regulatory changes to give more tax and other

incentives to pharmaceutical companies that set up R&D base in India. The 200% exemption on the R&D was a big draw for several

companies up until now. Earlier, companies used to get the tax rebate on R&D expenditure. Government has been negotiating with

companies on whether these rebates are required anymore now that overall corporate tax has been lowered.

The Department of Science and Technology-Science and Engineering Board (DST-SERB) has announced special research projects

to ramp up national R&D efforts against the Covid-19 pandemic. DST-SERB has put together a special expert committee, which has

selected five projects whose technologies will help find effective measures to combat the infection. As of now, there is no vaccine or

treatment for Covid-19 but R&D labs and premier educational institutions have begun work in this direction.

Clinical Trials

India offers unique opportunities for conducting clinical trials due to a significant cost reduction and increased productivity of all

R&D phases required to bring a safe and effective drug to market. This has been supported by a large patient pool, Good Clinical

Practice-trained investigators, premier medical institutions and low per-patient trial cost. India emerged as a global destination for

clinical trials in 2005, the year in which it amended the intellectual property rights law to recognise product patents. The ICMR has

developed national guidelines for biomedical health and research for ethical conduct of clinical research, in 2017, and has set up a

clinical trial registry, also in 2017, which is one of the 16 primary registries of the WHO Registry network.

New Clinical Trial Registrations

2014-2019

Note: New Trials begun in the given year. Sourced by date of initial registration. Includes clinical trials of drugs, medical devices, surgical procedures and behavioural
interventions. Source: ClinicalTrials.gov, Fitch Solutions

While the country's large and expanding population with a large burden of communicable and non-communicable diseases make

for an attractive patient pool for global pharmaceutical companies looking to test new drugs, stringent rules in the last few years

have caused a few companies to move their clinical research work to other countries. In July 2013, the US's National Institutes of

Health, part of the Department of Health and Human Services, cited an 'unstable regulatory environment' as a reason for cancelling

40 ongoing clinical trials in India. Many foreign companies also withdrew their clinical trials from India, while Indian companies also

chose to move their trials to other countries. According to contract research organisations in the country, 'conducting clinical trials

in India is difficult and cumbersome, and we have not gone ahead with trials despite getting government approval.'
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Indian pharmaceutical companies, such as Biocon Limited, Cadila Healthcare, Torrent Pharmaceuticals Ltd and Lupin Limited, have

also relocated their clinical trial research out of the country, given the uncertain regulatory regime. Major challenges also existed

around compensation for research-related injury, informed consent process and the review and approval process for clinical trials.

As a result, new drug and clinical trial applications were delayed and clinical research by drugmakers, academic institutions and

individual investigators declined sharply.

Reforms In Clinical Trial Regulation

In 2013, the Indian government introduced reforms to its legislation, with the aim of streamlining the approval process and making

India a more attractive place to perform clinical trials. These new regulations include the following:

• Compensation for injuries related to clinical trials

• Registration of ethics committees

• Limited clinical trials to ensure investigators can retain their oversight

• Mandatory audio-visual recordings of the informed consent process

• Reporting deadlines for serious adverse events

Moreover, in late 2014 and through 2015, steps were taken by the Indian regulators to mitigate the challenges posed by regulatory

uncertainty and address stakeholder concerns through amendments in regulations, new orders and further guidance on existing

ones. Several other new orders and guidelines were also introduced, which were more inclusive of stakeholder feedback, the most

recent being the removal of the restrictions on the number of clinical trials an investigator could carry out at a given point in time

and the minimum number of beds a clinical trial site needed to have. More recently, new rules drafted by India's Central Drugs

Standard Control Organization (implemented by July 2018), aim to reduce the approval time for review of applications to between

30-60 days, which will speed up approvals of medical technologies in the country, thus easing bottlenecks in introducing new

treatments to the market.

Epidemiology

India accounts for a relatively large share of the world's disease burden, and the country is undergoing an epidemiological transition.

Non-communicable diseases dominate the disease landscape and in a recent report released by the ICMR, entitled 'India: Health of

the Nation's States: The India State-Level Disease Burden Initiative', it was reported that the disease burden due to communicable,

maternal, neonatal and nutritional diseases, as measured using disability-adjusted life years, dropped from 61% to 33% between

1990-2016. During the same time frame, the disease burden from non-communicable diseases increased from 30% to 55%. As

such, the health ministry initiated several measures to tackle the increasing burden of non-communicable disease. For instance, the

ministry has started a massive free door-to-door screening programme for early detection of cancer, heart disorders and diabetes.

The programme, which was flagged off in February 2017, aims to cover 200 districts nationwide by 2018. Besides, the government

has also started schemes to set up cancer centres across the country.

Diabetes

Dubbed as the 'diabetes capital of the world', the demand for diabetic treatments in India will continue to rise as the prevalence of

the disease continues to grow. By 2040, the prevalence of diabetes in the country is expected to rise to 10.9%, representing an

additional 54mn people with the condition. The scale of this increase in absolute numbers will be the highest globally, ahead of

China during the same time period. The rise of diabetes can be traced to a number of factors, including improved economic

standards, Westernised diet and lifestyle changes. This presents a serious public health challenge to a country facing a future of high

population growth and a government attempting to provide free health insurance to half a billion people.

In October 2019, it was announced that the prevalence of diabetes in India has remained at 11.8% in the last four years, according

to the National Diabetes and Diabetic Retinopathy Survey report released by the health and family welfare ministry on Thursday.
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The survey conducted during 2015-2019 by Rajendra Prasad Centre for Ophthalmic Sciences, All India Institute of Medical Sciences,

New Delhi also showed that the prevalence of known diabetes cases was 8.0% and new diabetes cases was 3.8%.

Given the high financial burden of treating diabetes, there is a greater emphasis placed on preventative care in India. In the country,

a national programme for control of diabetes has been rolled-out to improve diabetes awareness levels at a national level. The

government has also imposed a hefty tax of 28% on diabetes-inducing food substances under the GST regime in an attempt to

dissuade the consumption of unhealthy food.

Total diabetes-related expenditures will also rise in tandem with the prevalence rates. The uptrend will benefit pharmaceutical

products in the therapeutic space with products demonstrating positive growth thus far. The domestic pharma retail market

registered a growth rate of nearly 9% in March 2020 even amid a national lockdown due to the Covid-19 outbreak, indicating

evidence of panic buying of medicines for chronic diseases. Overall, respiratory, anti-diabetes and cardiac categories expanded in

robust double digits. During March, sales of respiratory medicines increased almost 23% from 18% in February 2020, while anti-

diabetes drugs grew 18% and cardiac drugs nearly 20% from 11% and 13% respectively.

Cardiovascular Diseases

The demand for cardiovascular treatments in India will be robust over the long term. Representing a key public healthcare

challenge, cardiovascular diseases present among the highest burdens in the country. Correspondingly, the condition is a leading

cause of mortality, accounting for 36% of total deaths in India in 2016. This is largely because, with India's economic growth and

urbanisation over the past decades, a large section of the population has moved towards unhealthy lifestyles with decreasing

physical activity, increasing stress levels and increasing intake of saturated fats and tobacco. The country also has the highest

prevalence of metabolic syndrome and obesity - 20mn Indians are obese with the number projected to rise to 70mn by 2025.

According to a study by ASSOCHAM-Deloitte, cardiovascular diseases are expected to be the fastest growing chronic illnesses

between 2007-2017, growing at 9.5% annually. The incidence of the disease for people between the ages 25-69 years has

increased significantly to 24.8%, resulting in significant productivity loss. In 2000, in the age group of 35-64 years, India lost 9.2mn

years of productive life. Between 2007-2017, the country is projected to lose USD236.6bn due to heart disease, stroke and diabetes.

In response to the continuously rising burden of cardiovascular diseases in India, 'National Programme for Prevention and Control of

Diabetes, Cardiovascular Diseases and Stroke' was launched by the government, with the aim to prevent and control risk factors

through an integrated approach and reduce premature morbidity and mortality from diabetes mellitus, cardiovascular diseases and

strokes. Recently, the Public Health Foundation of India, in collaboration with the MOHFW, launched the 'Healthy India' initiative to

advance consciousness of disease prevention opportunities, encourage earlier detection and treatment of chronic diseases and

foster healthy living through information and resources on healthy lifestyle.

Cancer

The number of new cancer cases in India is forecast to grow from 1,014,934 in 2012 to 1,401,697 by 2025, according to

GLOBOCAN. As per ICMR data, India will have over 1.7mn cancer cases by 2020 - a doubling of cases in 25 years. It may see over

0.8mn deaths due to the disease, with only 12.5% of the patients receiving treatment in early stages. With cancer being India's

second biggest killer after heart disease, the nation is staring at a cancer crisis, with unequipped hospitals, spiralling cost of

treatment, belated diagnosis and the doctor-patient ratio gap all causing large-scale problems. However, to lessen the deficit of

tertiary cancer care in the country, India’s biggest cancer hospital - which will have over 700 beds exclusively for cancer patients - is

coming up at Haryana's Jhajjar.

The majority of the new cases occur in men with those under the age of 65 being the most affected. For men, the majority of

cancer cases are oral cancer followed by lung cancer, stomach cancer and colorectal cancer. For women, the most common cancer

is breast cancer followed by cervical cancer, colorectal cancer and ovarian cancer. The grim reality in India is that majority of cancer

cases are diagnosed in advanced stages, and two-thirds of patients die as a result of the disease.
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The high death rate from cancer is attributable to many factors, such as poor science literacy and misinformation, which

impede early detection, and inequitable healthcare distribution and access, which hinders not only early detection, but

also treatment options. Addressing the root causes of high cancer deaths will be a major challenge, especially given that India’s

cancer burden is projected to double in the next two decades.

In recent years, non-communicable diseases such as cancer have received more attention from Indian policymakers. Cancer care

has slowly moved in the right direction, with new treatment centres and cancer awareness campaigns materialising across the

country. It will be vital to safeguard these crucial advances in cancer care during the Covid-19 pandemic.

ESTIMATED NUMBER OF NEW CASES OF CANCER IN INDIA

Year Estimated Number Of New Cancers (All Ages) Male Female Total

2012 Total 477,482 537,452 1,014,934

Ages < 65 305,376 423,114 728,490

Ages >= 65 172,106 114,338 286,444

2025 Total 668,470 733,227 1,401,697

Ages < 65 396,534 550,146 946,680

Ages >= 65 271,936 183,081 455,017

Source: Globocan, Fitch Solutions
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Competitive Landscape

Research-Based Industry

India's pharmaceutical sector will remain a key destination for foreign direct investment (FDI). Drugmakers will continue to build

their manufacturing presence in the country, aligning themselves with the government's push to develop the biomedical sector.

Driven by the Pharma Vision 2020, the government has embarked on its journey to become a leading country for end-to-end

manufacturing and innovation, and has sought to incentivise investment into local medicine production to increase self-sufficiency.

The government also aims to augment infrastructure through the 'Make in India' initiative, improve the quality of the workforce and

increase funds for innovation, in order to position India as one of the top five pharmaceutical innovation hubs by 2020.

Indian medicine manufacturing will continue to expand. The country's economic growth and changing epidemiological profile will

continue to drive investment within the pharmaceutical sector. In addition, rising incomes, better health infrastructure and an

ageing population are contributing to a greater demand for pharmaceuticals. India is a global leader in the production of quality

generic medicines and is gradually realising its potential to develop a strong, research-based pharmaceutical industry. Domestic

pharmaceutical manufacturers, occupying 77% market share in India, continue to enter into international alliances with

multinational companies in order to import skills, finance and knowledge, which are not always locally available, giving Indian

companies a route to upgrading their ability to conduct R&D. R&D investment as a percentage of sales has also been rising for

several years and now stands at 6% for some Indian drugmakers. We note that this remains significantly behind the major

multinational pharmaceutical firms from Western Europe and America, reflecting Indian drugmakers' focus on the less R&D-

intensive generic and biosimilar products.

India allows 100% FDI in greenfield, or new, pharma projects under the automatic route. For brownfield pharma, or investments in

existing companies, up to 74% FDI is allowed under the automatic route and approval is required beyond that. FDI in brownfield

pharmaceuticals, under both automa-tic and governmentapproval routes, is subject to compliance of conditions such as

maintaining the production level of the drugs on the National List of Essential Medicines, consumables and their supply to the

domestic market at the time of induction of FDI, and on R&D expenses.

Multinational drugmakers play a dominant role in India's research-based industry. Many of these are represented by the

Organisation of Pharmaceutical Producers of India (OPPI), which was first established in 1965. With 31 member companies, the

OPPI has been active in articulating the concerns of the industry to authorities through position papers, which covers a range of

issues. To push India into the top five pharmaceutical innovation hubs by 2020 and establish a global presence by launching one

out of every five-to-10 drugs discovered in India at a global level, the government has prepared for multibillion-dollar investment

with 50% public funding through its public-private partnership model to enhance innovation capability. The Indian government has

been very active in boosting growth and investment in the Indian pharmaceutical industry. It allows 100% FDI under automatic

route (without prior permission) in the pharmaceuticals sector. The government has been actively undertaking policy initiatives for

growth of the pharmaceutical industry. One such initiative is tax breaks in the pharmaceutical sector. There is also a weighted tax

deduction at a rate of 150% for the R&D expenditure incurred. Steps to streamline methods for development of a new drug

molecule, clinical research and more have also been considered. The Indian government also launched two schemes: the New

Millennium Indian Technology Leadership Initiative in 2003 and the Drugs and Pharmaceuticals Research Programme in

1994-1995, specially targeted at pharmaceutical research.

In terms of therapeutic areas, multinational drugmakers continue to compete in a wide spectrum of disease categories. However,

we highlight that due to the low levels of intellectual property protection, the most intense competition stems from the local

generic drugmakers. Besides building on the traditional generic product pipeline, generic drugmakers are now investing in research

on complex generics, speciality and differentiated products, and biosimilars.
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With regard to Indian pharmaceutical companies, the drugmakers supply nearly all of the country's demand for formulations and

nearly 70% of its demand for bulk drugs. Indian firms produce nearly 60,000 generic brands in 60 therapeutic categories and

between 350-400 bulk drugs. Approximately 80% of domestic production consists of formulations, and more than 85% of those

formulations are sold in the domestic market, whereas at least 60% of bulk drug production is exported. The last few years have

seen a significant rise in the number of consolidations, mergers and acquisitions, and other types of alliances in the Indian

pharmaceutical industry. Most of the acquisitions involve Indian companies searching for ways to penetrate overseas markets and

widen their global footprint, diversify and enhance their product portfolios, offer customers a 'nearshore-offshore' option, improve

their custom manufacturing, packing, R&D capabilities and gain access to the highly regulated markets.

In May 2020, it was announced that the government has begun examining ways to shore up foreign investments, including a fast-

track mechanism to clear applications of companies especially in the pharmaceutical sector that are looking at India with the US

pushing its companies to relocate from China. As part of the exercise, the Department for Promotion of Industry and Internal

Trade plans to put in place a database of all FDI applications, queries from investors and the problems they have faced so as to

generate confidence in global investors that India’s response is quick.

MULTINATIONAL MARKET ACTIVITY

Company Operations

Novartis • Novartis has an active presence through Novartis India, which is listed on the Mumbai Stock Exchange as well as other

subsidiaries such as Novartis Healthcare and Sandoz.

• The company has placed a strong emphasis on the Indian market and has consistently noted the need for a stronger

intellectual property regime.

• Novartis India's business operations comprise pharmaceuticals, generics, OTC medicines and animal health.

Pfizer • Pfizer has a wide product portfolio, covering many therapeutic areas. According to the firm, six of its brands are among

the top 100 pharmaceutical brands in India. It is also active in developing programmes such as the Health Heart for

cardiovascular diseases in partnership with Apollo Hospital.

• In India, Pfizer offers Patient Assistance Programmes for glaucoma, breast cancer and neuropathic pain and partners

with physician associations to develop recommendations and guidelines for managing specific diseases. Pfizer also

runs clinical trials in India, looking to introducing more of its drugs to the Indian market.

Roche • Roche Pharma India, incorporated in 1994, has a broad portfolio of products in therapeutic areas such as oncology,

virology, nephrology, transplantation, anaemia and rheumatoid arthritis.

• Roche Diagnostics supplies a wide range of reliable instruments and tests for disease screening and diagnosis in

laboratories, at the point of care and for patient self-management.

Sanofi • Sanofi India is the subsidiary of the France-based Sanofi with its stock quoted on the Bombay Stock Exchange. In India,

the company operates through four entities: Sanofi India Limited, Sanofi-Synthelabo, Sanofi Pasteur and Shantha

Biotechnics.

• Sanofi India has three state-of-the-art manufacturing facilities in India, and the company produces 94% of medicines

locally for India. Sanofi supplies numerous products to the Indian market, and the therapeutic areas covered in its

product portfolio range from diabetes to hypertension.

• In September 2019 Sanofi India announced the sale of its oldest facility of Ankleshwar, Gujarat, to Zentiva India.
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Company Operations

MSD • MSD operates its human health business in India through three separate legal entities: MSD Pharmaceuticals Private

Limited, Organon (India) Private Limited, and Fulford (India) Limited.

• Since its existence in India, the company has moved quickly in laying the foundation for a business that is

differentiated by its focus through launching innovative products relevant to India. MSD in India also has a presence in

animal health via MSD Animal Health with its vaccines facility located in Pune, Maharashtra.

• MSD in India currently operates in various therapeutic areas in human health, including metabolics, vaccines, critical

care, oncology, women's health, dermatology, respiratory and primary care, and offers a strong and diversified product

portfolio of over 35 brands.

Johnson &

Johnson

• Johnson & Johnson has a sizeable presence in India, employing more than 3,500 people and is organised into three

business segments: consumer healthcare, medical devices and pharmaceuticals.

• The company works closely with the government, announcing a strategic partnership with the Government of

Maharashtra in 2018 to implement focused disease interventions that have the potential to significantly improve the

health of people and strengthen healthcare in the state.

• Through this collaboration, the Government of Maharashtra and Johnson & Johnson India will work together to

address pressing public health issues such as tuberculosis, maternal and child health, infection prevention, diabetes,

obesity and menstrual hygiene, and will support healthcare professionals and nurses in the state to further develop

their skills in these areas.

GlaxoSmithKline • UK-based GlaxoSmithKline (GSK) has two main subsidiaries in the country: GSK Consumer Healthcare and GSK

Pharmaceuticals. Both firms have a sizeable presence within India covering a wide therapeutic portfolio.

• The company continues to hold a dominant position in the country, with a focus on anti-infective, respiratory,

vaccines, dermatological, analgesic, oncology, urology, central nervous system, allergy, cardiovascular and vitamin

markets.

• GSK announced that the recall of heartburn drug, Ranitidine, in India.

AstraZeneca • AstraZeneca India was established in 1979 and covers manufacturing, sales and marketing activities in the country.

• The firm has over 1,500 employees in India with products covering seven therapeutic areas: cardiovascular, diabetes,

oncology, respiratory and inflammation, infection, local anaesthesia and maternal healthcare.

Takeda • Takeda has disclosed that it is looking at a handful of India-based drugmakers as potential targets for mergers and

acquisitions.

Source: Fitch Solutions
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Generic Drugmakers

Generic medicines in India have received a new impetus with Prime Minister Narendra Modi advocating the usage of these

medicines. Doctors will now be required to prescribe generic formulations of medicines. The prime minister has announced that

prescription of medicines by their generic names will be mandatory. This is expected to bring down drug prices and expand access

to affordable health solutions. As per the latest National Sample Survey Office survey on healthcare, in 2014, medicines emerged as

a principal component of total health expenses - 72% in rural areas and 68% in urban areas. For a country with one of the highest

per capita out-of-pocket expenditures on health, even a modest drop in drug prices will free hundreds of households from the

widespread phenomenon of a medical poverty trap.

Generic drugmakers have a significant presence in the Indian pharmaceutical market. With most medicines purchased out-of-

pocket (including prescription drugs), generics are the biggest single segment of the Indian pharmaceutical market. We forecast the

generic drug segment to be the fastest growing out of all the segments and expect generic drugmakers to invest in local

manufacturing. Domestic drugmakers dominate the generic drug industry in India. While some drugmakers such as Dr Reddy's

Laboratories have begun to venture into innovative drug discovery, generic drug production remains the backbone of the

companies' operations. The industry is self-reliant, producing around 70% of bulk drugs and almost the entire requirement of

formulations within India.

Moreover, Indian pharmaceutical companies account for 30% of the US's generic drug imports, with exports to the US and other

regulated Western markets accounting for over 50% of the country's global medicine exports. It is worth noting that India has the

largest number of pharmaceutical units (over 200) located outside the US and approved by the FDA.

Shortages and potential price increases of generic drugs from India loom if the Covid-19 outbreak disrupts suppliers of

pharmaceutical ingredients in China past April 2020. An extended outbreak that limits the volume of active ingredients and drugs

available for export from China could lead to drug shortages and price increases, particularly in the US - where prices are subject to

market forces.

Gilead Sciences stated recently that it has signed non-exclusive licensing pacts with five generic drugmakers based in India and

Pakistan to expand the supply of its experimental Covid-19 treatment remdesivir. The pacts allow the companies - Jubilant Life

Sciences, Cipla, Hetero Labs, Mylan NV and Ferozsons Laboratories - to make and sell the drug in 127 countries.

Pharmaceutical Distribution

Drug distribution in India has witnessed a paradigm shift. Before 1990, pharmaceutical companies used a distribution system in

which they established their own depots and warehouses that have now been replaced by clearing and forwarding agents (CFAs).

These organisations are primarily responsible for maintaining storage (stock) of the company's products and forwarding stock

keeping units to the retailer on request. Companies may have one to three CFAs in each state, and a company may work with 25-35

CFAs in total. Pharmaceuticals pass through the company's central warehouse to the CFAs, from where they are supplied to

distributors and then retailers, or directly to hospitals. Mergers and acquisitions within the pharmaceutical industry have resulted in

an increase in the number of distributors for each company, with distributors competing against each other and offering longer

credit periods or greater discounts to retailers to sustain their businesses.
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Pharmaceutical Retail Sector

The pharmacy retail market in India has witnessed unprecedented growth in the recent years on account of rising demand for OTC

drugs and private label products fuelled by extensive advertisement by various organisations. The surge in growth has also

originated from an escalation in urbanisation, increase in disposable income, and rising literacy rate in the country along with

growing medical awareness. The organised pharmacy retail market in India is comprised of several companies such as Apollo

Pharmacy, which possess a diversified product portfolio of pharmaceutical products. The domestic organised pharmaceutical retail

market is expected to report one of its lowest annual growths of around 5-6% for the year ended 2017 due to disruptions caused by

the implementation of the GST regime. This is in contrast to the double-digit growth recorded by the organised retail market at 12%

(2014), 15% (2015) and 11% (2016).

Apollo Pharmacy Ltd

Apollo Pharmacy is a part of Apollo Hospitals Enterprise Limited (Asia's largest healthcare group). Apollo Pharmacy is India's first and

largest branded pharmacy network, with over 3,000 outlets in key locations. The pharmacy has more than 5,000 products in various

categories such as vitamins and supplements, baby care, personal care, health foods and OTCs.

Guardian Lifecare Private Ltd

Guardian Lifecare owns and operates a chain of health, wellness and beauty stores in India. The company sells medicines and OTC

products that include vitamins and supplements, sports nutrition products, herbs and remedies, sexual health products, weight

management products, beauty and personal care products, pharmaceutical products, Ayurveda products, baby care products and

other categories. The company has aggressive expansion plans and aims to increase its stores to more than 400 by 2020.

Religare Wellness Ltd

Religare Wellness (formerly Fortis HealthWorld) was set up by Fortis Healthcare and Religare Enterprises. Religare Wellness operates

a pan India network of wellness and pharmacy retail stores in Delhi, Mumbai, Bangalore, Kangra, Pune, Gurgaon, Noida, Faridabad,

Jaipur, Moradabad, Ghaziabad and Amritsar. Religare Wellness' store formats include community and neighbourhood stores, hospital

pharmacies and corporate implants. The company offers prescription drugs and OTC remedies, pathology testing services, and

personal care products (such as skin lotions, shampoos, conditioners, deodorants, and Ayurveda and homoeopathy remedies).

MedPlus Pharmacy

MedPlus Pharmacy was started with the express purpose of making it safer, convenient and affordable for consumers to purchase

medicines. The company does this by sourcing and selling only reputable medicines from the most trusted manufacturers and their

direct authorised representatives. The company maintains a proper cold chain and equips its shops with air conditioners and

refrigeration units to ensure that the medicines stay factory fresh and work as expected. The company has a presence in more than

1,500 localities across seven states and offers free home delivery in several of the locations where the store is present.

Online pharmacy market in India is at a very nascent stage as compared to the other developed economies and the major

developing economies. Positively though, these online pharmacies are slowly gaining attention in the e-commerce industry space,

both by the government and consumers, with its impressively growing market penetration rate. In recent years around 250 online

pharmacies have sprung up in the country.
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Company Profile

Aurobindo Pharma
SWOT Analysis

Strengths • Well established in the Indian pharmaceutical market.

• Strong financial capacity, product portfolio and industry experience.

• One of the leading domestic producers and a strong exports focus with sales covering more than 150

countries.

• Large manufacturing facilities approved by leading regulatory bodies.

Weaknesses • Market conditions depressed as a result of a government regulation with a tough pricing regime.

• Strong local and foreign competition.

Opportunities • Regulatory conditions continue to favour domestic producers.

• Rising demand for healthcare and pharmaceuticals in line with demographic and epidemiological trends.

• Good Manufacturing Practice certification to aid the expansion of its trade network, enabling exports to the

developed market regions.

Threats • Downward pressure on prices further restricting profitability.

• Increasing foreign and domestic competition in the Indian pharmaceutical market.

Company Overview

Founded in 1986, Aurobindo Pharma is a leading Indian pharmaceutical company, featured among the top two companies in India

in terms of consolidated revenues. The firm has a presence in key therapeutic segments such as neurosciences, cardiovascular,

anti-retrovirals, anti-diabetics, gastroenterology and anti-allergics. Aurobindo Pharma has also evolved into a knowledge-driven

company, manufacturing active pharmaceutical ingredient (API)s and formulation products. It has a huge R&D focus and a multi-

product portfolio with manufacturing facilities in several countries. The company exports to over 150 countries with more than 90%

of its revenues derived from international operations.

Strategy

Aurobindo Pharma's strategy is based on co-working and collaborative alliances with the world's major pharmaceutical firms, and

the company has very successfully established strategic partnerships and out-licensed close to 200 products with pharmaceutical

giants. Aurobindo Pharma's mission is 'to become the most-valued Pharma partner to the World Pharma fraternity by continuously

researching, developing and manufacturing a wide range of pharmaceutical products that comply with the highest regulatory

standards, also with reasonable prices.' To this end, the company is R&D focused and has a multi-product portfolio with

manufacturing facilities located in several countries. With multiple facilities approved by leading regulatory agencies such as the

US Food and Drug Administration (FDA), EU Good Manufacturing Practice, UK Medicines and Healthcare products Regulatory

Agency, South Africa's Medicines Control Council, Health Canada and Brazil National Sanitary Surveillance Agency, Aurobindo

Pharma makes use of in-house R&D for rapid filing of patents.

The company's R&D strengths are in developing intellectual property in the area of non-infringing processes and resolving complex

chemistry challenges. In the process, Aurobindo Pharma is developing new drug delivery systems, new dosage formulations and

applying new technology for better processes. The drugmaker markets more than 300 products in over 150 countries and aims to

establish its brand in international markets.
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Developments

2019

• In September 2019, a US FDA report confirmed that Aurobindo recalled over 2,000 bottles of simvastatin United States

Pharmacopeia 40mg tablets manufactured by Aurobindo Pharma USA.

2018

• In March, the US FDA conducted an inspection at the company's unit, a formulation manufacturing facility in Hyderabad, and

reported nine observations related to equipment and cleanliness, employees training, quality control and computer controls.

• Leveraging its large manufacturing infrastructure for APIs and formulations, wide and diversified basket of products and

confidence of its customers, Aurobindo achieved revenue of USD2.6bn in FY2018.

Financial Data

2019

• For FY19, the company recorded USD2.8bn in revenue with 10% of revenue generated by the domestic Indian pharmaceutical

market.
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Cipla
SWOT Analysis

Strengths • Strong generic player and leading local drugmaker.

• Wide product portfolio including branded and unbranded generic drugs.

• Presence in the US, South Africa, Australia and Europe.

• Strong financial capacity and industry experience.

• Over 43 state-of-the-art manufacturing facilities for active pharmaceutical ingredients and formulations.

Weaknesses • Market conditions depressed as a result of the government's aggressive pricing policies.

• Strong regional competition in the field of generic medicines.

Opportunities • The government's focus on cutting costs through generic medicines.

• Higher level of cost awareness among the general population.

• Increased opportunities for generic drugs abroad, especially in the US and EU member states.

• Rising demand for healthcare and pharmaceuticals in line with demographic and epidemiological trends.

Threats • The global generic medicines market becoming increasingly competitive, with major players starting to

experience a decline in sales value for some products.

• Downward pressure on prices further restricting profitability.

Company Overview

Founded in 1935, Cipla is a leading global pharmaceutical company. The firm sells commodity generics, value-added generics,

branded generics, intermediates and active pharmaceutical ingredients (APIs). Cipla employs 25,000 people. The drugmaker

currently manufactures more than 1,500 products across a broad spectrum of therapeutic categories that are then supplied to

some of the major formulation players in the pharmaceutical industry globally. Moreover, Cipla has earned worldwide recognition for

adhering to the highest standards of quality and has received approvals from various health ministries and major international

regulatory agencies. The company has 34 manufacturing units in eight locations across India and has a presence in around 100

countries.

Strategy

Cipla has 12 divisions reaching out to more than 20 specialties from general practitioners to super specialists in India. Cipla is a

market leader in three therapies - respiratory, urology and antiretroviral - with seven brands in the top 100 list. In the fiercely

competitive Indian pharmaceutical industry environment, Cipla scores over with strong brand equity, product range, unique dosage

forms, pioneering work across therapeutic areas, numerous medico-marketing initiatives, strong distribution network of distribution

depots catering to a network of over 3,000 stockists, reaching out to 700,000 chemists and more than 10,000 employees.

While delivering a long-term sustainable business, Cipla recognises its duty to provide affordable medicines. Cipla's emphasis on

access for patients was recognised globally for the pioneering role played in HIV/AIDS treatment as the first pharmaceutical

company to provide a triple combination antiretroviral in Africa at less than a dollar a day and thereby treating millions of patients

since 2001.

Moreover, as one of India's leading pharmaceutical companies, Cipla has earned the recognition of adhering to the highest

standards of quality, and the company has received approvals from various ministries of health and major international regulatory

agencies. The company's state-of-the-art manufacturing facilities are Good Manufacturing Practice-compliant in conformity with

national and international standards.
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Several dosage forms and APIs manufactured at these facilities continue to be approved by major international regulatory agencies

including the US FDA UK Medicines and Healthcare products Regulatory Agency, Australia's Therapeutic Goods Administration,

Germany's Federal Ministry of Health, South Africa's Medicines Control Council, Canada's Department of Health, Columbia's National

Food and Drug Surveillance Institute, Brazilian Health Surveillance Agency, the Danish Medical Agency, the WHO and the ministries

of health of various countries.

Through Cipla Consumer Healthcare, Cipla has entered into the rapidly growing OTC healthcare market in India. Their vision is to

improve the lives of Indian consumers, making full use of Cipla's strengths in bringing good science to good medicine, while also

leveraging its market outreach and equity within the Indian healthcare system. The business will focus on opportunities arising from

the shift towards wellness and self-care.

Developments

2020

• In July 2020, Cipla received Indian regulatory approval to sell anti-viral drug favipiravir to treat Covid-19.

• In August 2020, Cipla announced that it is scaling up the production of antiviral drug remdesivir, used in Covid-19 treatment, by

manufacturing the drug at its Goa plant.

• In May 2020, Cipla announced it has signed a non-exclusive licensing agreement with US-based Gilead Sciences for the

manufacturing and distribution of antiviral drug remdesivir. As part of the agreement, Cipla will be permitted to manufacture the

API and finished product, and market it in 127 countries including India and South Africa under Cipla’s own brand name.

• In April 2020, Cipla announced an INR0.2bn fund to support the Indian Government’s efforts to effectively combat the Covid-19

pandemic.

2019

• In September 2019, Cipla signed an out-licensing deal with Biotech firm Stempeutics Research for novel stem cell product

'Stempeucel-DFU' for treating non-healing diabetic foot ulcer.

• In April 2019, Cipla Technologies, a subsidiary of Cipla Limited and Pulmatrix, a clinical stage biopharmaceutical company

focused on developing novel inhaled therapeutics to serve unmet needs in respiratory disease, entered into a definitive

agreement for the co-development and commercialisation of Pulmazole, an inhaled iSPERSE formulation of the antifungal drug

itraconazole for the treatment of allergic bronchopulmonary aspergillosis in patients with asthma.

Financial Data

2020

• Pharmaceutical company Cipla's market leadership in India in chronic segments, and strong sales in emerging markets, helped it

beat the disruptions caused by the coronavirus pandemic, to post 21% growth in net profit to INR5.7bn in the June 2020 quarter.

Consolidated net sales were up 9%, with growth led by India, emerging markets, Europe and its Global Access business.
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Dr Reddy's Laboratories
SWOT Analysis

Strengths • One of the leading domestic producers with a strong focus on exports.

• Strong financial capacity, diverse product portfolio and industry experience.

• History of successful in-house R&D.

• Good Manufacturing Practice-compliant production facilities.

Weaknesses • Strong local and foreign competition.

• Substandard quality of medicines as highlighted by the US FDA.

Opportunities • Potential to grow footprint through organic geographic expansion and acquisition of regional competitors.

• The government's focus on cutting costs through generic medicines.

• Higher level of cost awareness among the general population.

• Increased opportunities for generic drugs abroad, especially in the US and EU member states.

• Significant R&D spending, potentially yielding new drug discoveries.

Threats • Strong price competition in the US.

• Destocking of the company's inventory at pharmacies, post-GST implementation.

Company Overview

Founded in 1984, Dr Reddy's Laboratories specialises in generic formulations, among which include tablets, capsules,

injectables and topical creams. These generic formulations span across the major therapeutic areas of gastrointestinal ailments,

cardiovascular disease, pain management, oncology, anti-infective, paediatrics and dermatology. Dr Reddy's has a presence in 26

countries with more than 22,000 people employed globally. The company's seven brands hold leadership positions in their

respective categories.

Strategy

Global generics is Dr Reddy's biggest business driver, offering more than 200 high-quality generic drugs. The company also has

strong capabilities within the more complex pharmaceutical ingredients - novel crystalline and amorphous forms, semi-synthetic

active pharmaceutical ingredient (API)s, chirals, prostaglandins, peptides, carbohydrates and nano-particle-based products. While

the product development centres in Hyderabad and Bangalore carry out a large part of the R&D, they are complemented by centres

across the US, the UK and the Netherlands.

Dr Reddy's has invested heavily in establishing R&D labs and is the only Indian company to have significant R&D being undertaken

overseas. Dr Reddy's international marketing successes were built on a strong manufacturing base, which itself was a result of

inorganic growth through acquisition of international and national facilities. The company merged with Cheminor Drug Limited,

with the primary aim of supplying APIs to the demanding markets of North America and Europe. This merger also gave Dr Reddy's

an entry into the value-added generics business in the regulated markets of APIs.

At the same time, Dr Reddy's Laboratories has launched Versavo (bevacizumab), a biosimilar version of Roche's Avastin, in India. The

biosimilar is indicated for the treatment of several types of cancer, including metastatic colorectal cancer, non-squamous non-small

cell lung cancer, recurrent glioblastoma, metastatic renal cell carcinoma, cervical cancer, metastatic breast cancer and epithelial

ovarian, fallopian tube and primary peritoneal cancer.
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In order to maintain its impressive sales growth trajectory, Dr Reddy's is expanding into emerging markets including Brazil and

Russia. To ensure long-term growth, the company also has a pipeline of new molecular entities and the company aims to increase

its manufacturing capacity to meet rising demand for pharmaceutical products.

In many emerging markets Dr Reddy's products are available under the brand name, such as Omez (omeprazole), Nise (nimesulide),

Ketorol (ketorolac thromethamine), Stamlo (amlodipine besylate), Razo (rabeprazole), among many others. Over the years, these

brands have established themselves as leaders in their respective categories.

Developments

2019

• In September 2019, Dr Reddy's launched its 15mg lansoprazole delayed-release capsules in the US. The product is an OTC

generic version of Takeda Pharmaceuticals USA's Prevacid 24HR capsules, a proton pump inhibitor used to treat frequent

heartburn occurring two or more days a week.

• In Q319, the India business revenues were INR6.7bn with a y-o-y growth of 10% and a sequential seasonal decline of 2%. The

company performed better than the market for the three months ending November 2018. India is the priority market for the

firm, and the company remains committed to consistently improve its performance and grow better than the overall market.

2018

• In March 2018, Biogaia and Dr Reddy's entered into a partnership for the marketing and distribution of Biogaia Protectis drops in

the Indian market.

• In October 2018, Dr Reddy's Laboratories stated that it will sell its API business unit in Hyderabad to generics pharmaceutical

company Therapiva Private Ltd.

Financial Data

2020

• Dr. Reddy's Laboratories Q1 profit fell on account of lower domestic sales. However, it still managed to beat estimates. Net profit

declined 12% year-on-year to INR5.9bn.
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GlaxoSmithKline
SWOT Analysis

Strengths • Wide product portfolio including prescription medicines, vaccines and consumer health products.

• Strong international sales segment accounting for a majority of the company's revenue.

• Presence of manufacturing facilities in India.

• Active in supplying to both the public and private markets in the country.

Weaknesses • Low per capita incomes in India constraining discretionary spending on pharmaceuticals.

• Significant counterfeit industry activity in the country.

• Strong competition from other leading multinationals and local drugmakers in the country.

• Vulnerable to aggressive pricing regime implemented by the government.

• Cost-conscious government increasingly turning to generic drugs.

Opportunities • Potential for R&D activity expansion, drawing on a highly skilled, low-cost pool of local scientists, together

with low operational costs.

• In- and out-licensing arrangements with Indian pharmaceutical companies.

• Rising regional and local demand for medicines brought about by demographic and economic changes.

Threats • The government is keen to keep drug prices low.

• Need for cost containment in public healthcare expenditure, given that the population is ageing.

• Fallout from the recent recall of heartburn drug Ranitidine having considerable negative PR impact.

Company Overview

GlaxoSmithKline (GSK) has been present in India since 1924 and is the leading foreign pharmaceutical company engaged in R&D.

Leveraging science to enhance the quality of life, GSK India has an extensive product portfolio that includes prescription medicines

across areas covering anti-infectives, dermatology, gynaecology, diabetes, oncology, cardiovascular disease and respiratory diseases

along with vaccines. Over 4,500 people work in GSK's advanced manufacturing facilities, offices and fields across India.

Strategy

GSK is the market leader in many therapeutic areas and in preventive healthcare, with the company's vaccines being the

frontrunner in India. GSK has an extensive product portfolio that includes prescription medicines and vaccines. With opportunities in

India, GSK India is aligning itself with the parent company in areas such as clinical trials, clinical data management, global pack

management, sourcing raw materials and support for business processes including analytics.

With regard to the vaccines business, the company's strategy in India is to make vaccines accessible to people in all

communities and in remote areas where building awareness is of fundamental importance. As part of GSK's commitment to

improve patient education, the company is also developing educational materials that medical professionals can use to help

educate patients about vaccine-preventable diseases.

The existing manufacturing site at Nashik, Maharashtra, and an upcoming manufacturing facility at Vemgal, Karantaka, will have the

capacity to produce over 9bn tablets and capsules a year to serve more patients in India. As such, GSK is committed to meeting the

unmet and underserved healthcare needs of India through leadership in affordable pricing and the highest level of compliance in

the industry.
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Developments

2020

• In May 2020, GlaxoSmithKline sold its stake in Unilever’s Indian business for USD3.4bn, marking India’s largest block trade, which

will help the British company in its goal of reinvigorating its drug development pipeline.

• In April, GSK announced the completion of its divestment of Horlicks and other Consumer Healthcare nutrition products in India

to Unilever, including the merger of GlaxoSmithKline Consumer Healthcare Limited, its Indian listed entity, and Hindustan

Unilever Limited.

2019

• In September, GSK announced the recall of the heartburn drug Ranitidine from India, a day after the country’s drug regulator

asked pharmaceutical companies to check their products for carcinogens.

• In June, a senior official of GSK commented that the company is optimising its product portfolio with focus on key brands to

accelerate growth in India and that it is also looking to launch some new products in the country over the next 15 months as it

adopts a more structured approach to engage trade channel partners.

• In May, the Competition Commission of India approved the formation of a joint venture for consumer healthcare products by

pharmaceutical giants GSK and Pfizer.

Financial Data

2020

• GlaxoSmithKline reported 2.38% fall in its net profit to INR1.1bn for the first quarter ended June 30 2020.
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MSD
SWOT Analysis

Strengths • Diverse product portfolio, active in supplying to public and private markets in India.

• Strong financial capacity and industry experience.

• Local production facilities with Good Manufacturing Practice certification.

Weaknesses • Vulnerable to aggressive price cuts by the Indian government.

• Strong competition from local and foreign manufacturers.

• Low per capita incomes constraining discretionary spending on pharmaceuticals.

Opportunities • Potential for R&D activity expansion, drawing on a highly skilled, low-cost pool of local scientists with low

operational costs.

• Rising demand for healthcare and pharmaceuticals in line with demographic and epidemiological trends.

• In- and out-licensing arrangements with Indian pharmaceutical companies enhancing research potential.

Threats • Rising demand for generic medicines.

• Government keen to keep drug prices low.

• Sizeable counterfeit activity in the country.

Company Overview

MSD operates in India through three separate legal entities: MSD Pharmaceuticals Private Limited, Organon and Fulford. Since its

existence in India, the company has moved quickly in laying the foundation for a business that is differentiated by its focus through

launching innovative products relevant to India. MSD in India also has presence in animal health via MSD Animal Health with its

vaccines facility located in Pune, Maharashtra.

Strategy

In India, MSD operates in various therapeutic areas in human health, including metabolics, vaccines, critical care, oncology, women's

health, dermatology, respiratory and primary care. The company offers a strong and diversified product portfolio of over 35 brands.

Launching its best-in-class and first-in-class products at India-specific pricing, supporting capacity building initiatives and disease

management programmes, MSD in India devotes extensive time and energy to increasing access to medicines and vaccines

through far-reaching programmes and collaborative approach. MSD follows a comprehensive multi-stakeholder approach in all

therapeutic areas relevant to our products. The firm works with partners from the government, non-government and private sectors

on innovative approaches to increase access and overcome barriers to healthcare in India.

MSD has a long-term commitment to India, bringing best-in-class products and making investments to serve Indian patients. MSD

will continue in its endeavour to help shape the healthcare paradigms in India through initiatives such as responsible pricing,

integrated disease management programmes, partnerships for research access, capacity building initiatives and more. In addition to

setting up a sales and marketing structure to market best-in-class products in India, MSD is also coordinating research projects with

clinical investigators in India's leading hospitals and universities, for development of new drugs to address unmet medical needs for

Indian patients. MSD in India manufactures 80% of the total volume of our products in India through local partners.
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Novartis India Ltd
SWOT Analysis

Strengths • Well-established market presence in India, operating through a wholly owned subsidiary.

• Strong product portfolio, with core product groups including transplantation and immunology, oncology,

cardiovascular diseases, central nervous system disorders, endocrine, gastrointestinal, dermatology and

ophthalmic conditions.

• Strong financial capacity and industry experience, which strengthens its position in the developing Indian

pharmaceutical market.

Weaknesses • Vulnerable to aggressive price cuts implemented by the government.

• Strong competition from other leading multinationals in the country.

• Fragmented healthcare market.

• Low per capita incomes constraining discretionary spending on pharmaceuticals.

Opportunities • Rising demand for healthcare and pharmaceuticals in line with demographic and epidemiological trends.

• Potential to expand presence in the generic drugs subsector.

• Potential for R&D activity expansion, drawing on a highly skilled, low-cost pool of local scientists, together

with low operational costs.

Threats • Sizeable counterfeit activity in the country.

• The government is keen to keep drug prices low.

• Need for cost containment in public healthcare expenditure, given that the population is ageing.

Company Overview

Novartis India was formed through the April 1996 merger of Sandoz India and Hindustan Ciba Geigy. In India, the pharmaceutical

business of Novartis is focused on bone and pain, calcium portfolio, gynaecology and neurosciences; its generics business is

focused on gynaecology, anti-tuberculosis and anti-infectives.

Strategy

Novartis India maintains its full-spectrum approach in the country, selling patented drugs, generic drugs, OTC medicines and animal

health products. It targets urban, semi-urban and rural areas with products focused on gynaecology, neuroscience, analgesics, anti-

infectives and anti-tuberculosis. The firm also actively collaborates with hospitals and healthcare centres along with technology

companies in India.

Novartis is a member of various industrial and trade associations such as the Organisation of Pharmaceutical Producers of India

(OPPI), Swiss-Indian Chamber of Commerce, Confederation of Indian Industry, Federation of Indian Chambers of Commerce and

Industry and the Bombay Chamber of Commerce and Industry. The company advocates with the government through these

associations, particularly OPPI, on matters that impact the pharmaceutical industry in general. Broad areas where it engages with

the government includes areas of public interest, such as improving access to affordable healthcare, health awareness, predictable

pricing policy, development of an ecosystem that encourages and fosters innovation, a robust and transparent drug regulatory

process, improvement in surveillance and infection control measures.
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Developments

2019

• In September 2019, Novartis announced that its breast cancer therapy, Piqray, was endorsed by an expert panel for marketing in

India, with the firm emphasising its commitment to value-based pricing for the product.

2018

• In August 2018, the CEO of Novartis mentioned that there will be an explosion of data and digital opportunities in Indian

healthcare.

Financial Data

2020

• Novartis reported over five-fold jump in net profit or the quarter ended June 30 2020, mainly on account of reduction in

expenses.

India Pharmaceuticals & Healthcare Report | Q4 2020

fitchsolutions.com

THIS COMMENTARY IS PUBLISHED BY FITCH SOLUTIONS COUNTRY RISK & INDUSTRY RESEARCH and is NOT a comment on Fitch Ratings' Credit Ratings. Any comments or data included in the report are solely

derived from Fitch Solutions Country Risk & Industry Research and independent sources. Fitch Ratings analysts do not share data or information with Fitch Solutions Country Risk & Industry Research.

61



Pfizer
SWOT Analysis

Strengths • Well-established market presence in India, being the first company to begin clinical research in the country.

• Financial capability, diverse product portfolio and industry experience to exploit the local drug market.

• Direct manufacturing facilities with Good Manufacturing Practice certification.

Weaknesses • Vulnerable to the government's aggressive price cuts.

• Low per capita incomes constraining discretionary spending on pharmaceuticals.

Opportunities • Potential for R&D activity expansion, drawing on a highly skilled, low-cost pool of local scientists and low

operational costs.

• Rising demand for healthcare and pharmaceuticals in line with demographic and epidemiological trends.

Threats • Rising demand for generic medicines.

• Sizeable counterfeit activity in the country.

• Government keen to keep drug prices low.

Company Overview

Pfizer is one of the leading drug manufacturers in India and has been active in the country since 1950. Pfizer has delivered

innovative breakthroughs in a wide range of research areas, including depression, erectile dysfunction, high cholesterol, HIV

infection, hypertension, bacterial infections and systemic fungal infections. Employing 4,000 people across commercial operations,

manufacturing and other functions, the company is committed to providing therapies to prevent, treat and cure some of the most

critical diseases that affects the country's people.

Strategy

Pfizer India partners with physician associations to develop recommendations and guidelines for managing specific diseases. In

India, the company was awarded the FICCI Socio Economic Development Foundation Certificate of Commendation for its social

responsibility efforts. Pfizer has won several awards including that for the multinational pharmaceutical company of the year and the

most respected multinational cooperation. Pfizer Limited has the distinction of being the first pharmaceutical company in India to

start clinical research.

The company has a state-of-the-art, award-winning manufacturing facility in Goa that produces more than 1bn tablets annually. Its

portfolio in India consists of around 50% global brands such as Prevenar13, Lyrica, Eliquis and Xeljanz; around 25% brands with

global lineage like Dolonex and Amlogard; and 25% local brands. The homegrown brands, such as Gelusil, Becosules, Folvite and

Corex range, continue to be an essential and widely recognised part of the company's portfolio and revenues in India.

In India, Pfizer is one of the select companies called upon to provide recommendations on operationalising the National Action Plan

on Anti-Microbial Resistance by the WHO and the government of India. The firm's partnership with Indian Council of Medical

Research - to set up a Centre to Combat Antimicrobial Resistance (AMR) - is the first of its kind in the country. Through this

dedicated centre at New Delhi, this initiative will design and implement a series of interventions in the areas of surveillance,

stewardship, and advocacy and awareness nationwide.
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Developments

2019

• In September, Biosim announced the acquisition of Pfizer's 60,000sq ft R&D to advance its biosimilar ambitions. The site will

house cell line development capabilities, 400-litre bioreactors, formulation and analytical laboratories.

• In March, the US FDA sent warning letters to Pfizer's subsidiary Hospira and Jubilant Life Sciences over Good Manufacturing

Practice violations at the companies' facilities in India.

2018

• In March, Pfizer announced that the Gelusil, Becosules and Corex brands in India will be included in the global strategic review of

the consumer healthcare business of Pfizer in addition to Anacin and Anne French.

• In January, the Indian Council of Medical Research and Pfizer announced their plans of setting up a centre to combat AMR with

the aim of addressing the growing AMR threat in India.

Financial Data

2020

• Pfizer reported a 10.31% rise in its net profit to INR1.2bn for the quarter ended June 30 2020.

2017-2018

• Pfizer's annual sales were INR19.2bn; it is the third-largest pharmaceutical multinational company in the country.
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Sanofi
SWOT Analysis

Strengths • Strong product portfolio covering a wide range of therapeutic areas, with a focus on diabetes, cancer and

hypertension.

• Well-established market presence in India, operating through a wholly owned subsidiary.

• Strong financial capacity and industry experience.

Weaknesses • Vulnerable to the government's aggressive price cuts.

• Fragmented healthcare market.

• Strong competition from local and foreign players.

• Low per capita incomes constraining discretionary spending on pharmaceuticals.

Opportunities • Prominent position and a strong manufacturing base likely to provide overall growth opportunities.

• Rising demand for healthcare and pharmaceuticals in line with demographic and epidemiological trends.

Threats • The government is keen to keep drug prices low.

• India's sizeable counterfeit activity.

• Rising demand for generic medicines.

Company Overview

Since 1956, Sanofi has aligned itself with India's healthcare needs by building expertise, capability and capacity through continued

investments, strategic partnerships and a shared commitment towards patients. The shares of Sanofi India are quoted on the

Bombay Stock Exchange and the National Stock Exchange. The company, at its three state-of-the-art manufacturing sites, provides

360-degree solutions from developing chemistry and fixed-dose combination, to manufacturing pharmaceutical dosage forms

(tablets and capsules) and vaccines for India and the world. In India, Sanofi is one of the leading healthcare providers in areas such

as diabetes, vaccines, pain, epilepsy, cardiology, anti-infectives, allergy and digestives.

Strategy

Sanofi India, at its three state-of-the- art manufacturing sites, provides 360-degree solutions from developing chemistry and fixed

dose combination, to manufacturing pharmaceutical dosage forms (tablets and capsules) and vaccines for India and the world. The

company's main competitive advantage is that it commercialises products that address chronic disease endemics, specifically

Lantus (insulin glargine) for diabetes and Cardace (ramipril) for cardiovascular diseases. In the more recent years, Sanofi has

strengthened its focus on OTC medicines through moves such as the Consumer Healthcare brand swap with Boehringer Ingelheim

and the acquisition of Dulcofex. Other important OTC brands are Allegra, Enterogermina, Combiflam and Avil.

Developments

2019

• In September 2019, Sanofi India announced the sale of its oldest facility in Ankleshwar, Gujarat, to Zentiva India.
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2018

• In February 2018, Sanofi Genzyme, the speciality care global business unit of Sanofi, reaffirmed its commitment to go the extra

mile for patients with rare diseases in India. The firm partnered with patient support groups in major cities across the country on

the occasion of Rare Disease Day, on February 28 2018, to raise awareness and sensitise the public about rare diseases in India.

Financial Data

2020

• For the June quarter, Sanofi reported a drop in the sales by 5%. Some therapy areas were impacted negatively due to the

Covid-19 restrictions. During the quarter, the company was able to maintain operations at its manufacturing locations and

warehouses to ensure uninterrupted supply of pharma products.
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Sun Pharmaceutical Industries Ltd
SWOT Analysis

Strengths • One of the main local pharmaceutical players.

• Modern production facilities with Good Manufacturing Practice certification.

• Established links with research-based drugmakers such as Merck & Co.

• Very diverse portfolio of medicines and a strong focus on R&D.

Weaknesses • Vulnerable to the government's aggressive price cuts.

• Local and regional competition.

• International pressure to improve the regulatory regime and manufacturing standards.

Opportunities • Value creation through a strong integration with Ranbaxy Laboratories.

• Strong balance sheet opens the possibility for strategic acquisitions.

• The government's focus on cutting costs through generic medicines.

• Higher level of cost awareness among general population.

• Increased opportunities for generic drugs abroad, especially in the US and EU member states.

Threats • Low levels of intellectual property protection may see other generic drugmakers infringe upon drugs to

which it has gained exclusive rights through licensing partnerships.

• Vulnerability to price competition in advanced markets.

Company Overview

Founded in 1983 with five psychiatry products, Sun Pharmaceutical Industries has since grown into one of the dominant players in

the Indian medicine market. Following the acquisition of Ranbaxy Laboratories in 2015, the company is now the largest drugmaker

in India and the fifth largest generic drugmaker globally. The core strength lies in the firm's ability to excel in developing generics

and technologically complex products through focused teams in formulations, process chemistry and analytical development.

Strategy

Sun Pharmaceutical Industries is the largest pharmaceutical company in India and holds approximately 8.5% of the market share.

The company's immediate near-term focus is on normalising and to continue to grow the business in the post-GST regime. For the

medium-to-long term, the company aims to strive to achieve profitable sales growth with a focus on productivity improvement and

building strong brands.

Sun Pharmaceutical Industries has manufacturing facilities across the world, with over 40 (active pharmaceutical ingredient &

finished dose) state-of-the-art manufacturing sites spanning six continents. These manufacturing units are located in India, the US,

Brazil, Canada, Egypt, Hungary, Israel, Bangladesh, Mexico, Romania, Ireland, Morocco, Nigeria, South Africa and Malaysia. These

facilities ensure that the company is able to provide best-in-class products to patients across 150 countries worldwide. The

manufacturing operations are focused on producing generics, branded generics, speciality, OTC products, antiretrovirals (ARVs),

active pharmaceutical ingredients (APIs) and intermediates in the full range of dosage forms, including tablets, capsules, injectables,

ointments, creams and liquids.

Following the acquisition of Ranbaxy Laboratories, the company had outlined four key areas that will underpin its overall strategy.

First, it will seek to achieve differentiation by focusing on technically complex products. Second, it will seek to maintain cost

leadership by optimising operational cost and vertically integrating its operations.
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Third, it will seek to balance profitability with investments for the future by increasing the contribution of speciality and complex

products. Fourth, it will focus on access to products, technology and market presence.

The company's capabilities span the development of differentiated products, such as liposomal products, inhalers, lyophilised

injections, nasal sprays, besides developing controlled release dosage forms. Manufacturing capabilities span generics, branded

generics, difficult-to-make technology-intensive products, OTC products, ARVs, APIs and intermediates. The company invests

around 7% of its revenues annually in research and the company's research and development productivity ranks among the

highest for Indian generic companies.

Developments

2020

• In August 2020, Sun Pharmaceutical announced that it will launch favipiravir under the brand ‘FluGuard’ at INR35 per pill, making

it the cheapest brand of the antiviral drug in India.

2019

• In September 2019, Sun Pharma confirmed that the Securities and Exchange Board of India, the country's markets regulator,

ordered a forensic audit on the company's financial statements for three years between 2015-16 and 2017-18.

• In September 2019, Sun Pharmaceutical Industries said its Netherlands-based arm has fully acquired Russia-based PJSC

Biosintez, by purchasing 3.04% stake in the company under the mandatory tender offer.

• In March 2019, Sun Pharma announced that it has received warning letter FDA Form 483 (an observation of deviation in

manufacturing practice) from the US Food and Drug Administration for its manufacturing plant in Baska, Gujarat; the drugmaker

said it has received one observation for this facility and the company has subsequently submitted its response to the regulators.

• In March 2019, a plea by Sun Pharmaceuticals and medical devices maker Meril Life Sciences to seek a rare exemption from

government-set price caps for two products has failed to find favour with India's drug pricing regulator. Sun Pharmaceuticals is

seeking an exemption for its anti-cancer gemcitabine hydrochloride injection.

• In Q219, sales of branded formulations in India were INR18.6bn, a decrease of 16% over Q218 and accounting for approximately

27% of total sales. The decline was mainly on account of a planned one-time inventory reduction in the supply chain coupled

with a higher base of Q218, which had witnessed post GST restocking.

Financial Data

2020

• India sales at INR23.8bn in Q120, growth of 3.2% over Q119 last year. The firm maintained its market share in the Indian

domestic market.
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India Demographic Outlook

Demographic analysis is a key pillar of our macroeconomic and industry forecasting model. Not only is the total population of a

country a key variable in consumer demand, but an understanding of the demographic profile is essential to understanding issues

ranging from future population trends to productivity growth and government spending requirements.

The accompanying charts detail the population pyramid for 2017, the change in the structure of the population between 2017 and

2050 and the total population between 1990 and 2050. The tables show indicators from all of these charts, in addition to key

metrics such as population ratios, the urban/rural split and life expectancy.

Population

(1990-2050)

f = Fitch Solutions forecast. Source: World Bank, UN, Fitch Solutions

India Population Pyramid

2017 (LHS) & 2017 Versus 2050 (RHS)

Source: World Bank, UN, Fitch Solutions
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POPULATION HEADLINE INDICATORS (INDIA 1990-2025)

Indicator 1990 2000 2005 2010 2015 2020f 2025f

Population, total, '000 870,133.5 1,053,050.9 1,144,118.7 1,230,980.7 1,309,054.0 1,383,197.8 1,451,829.0

Population, % y-o-y 1.79 1.60 1.38 1.17 1.06 0.92

Population, total, male, '000 450,351.8 545,513.6 593,062.0 638,471.9 678,564.3 716,370.8 750,945.2

Population, total, female, '000 419,781.7 507,537.3 551,056.7 592,508.8 630,489.7 666,827.0 700,883.8

Population ratio, male/female 1.07 1.07 1.08 1.08 1.08 1.07 1.07

na = not available; f = Fitch Solutions forecast. Source: World Bank, UN, Fitch Solutions

KEY POPULATION RATIOS (INDIA 1990-2025)

Indicator 1990 2000 2005 2010 2015 2020f 2025f

Active population, total, '000 506,787.4 640,951.0 714,450.9 787,765.4 860,127.6 924,931.8 983,415.0

Active population, % of total population 58.2 60.9 62.4 64.0 65.7 66.9 67.7

Dependent population, total, '000 363,346.1 412,099.9 429,667.7 443,215.3 448,926.4 458,265.9 468,414.0

Dependent ratio, % of total working age 71.7 64.3 60.1 56.3 52.2 49.5 47.6

Youth population, total, '000 330,035.9 365,773.8 375,114.2 380,274.3 375,144.9 367,656.9 359,641.6

Youth population, % of total working age 65.1 57.1 52.5 48.3 43.6 39.7 36.6

Pensionable population, '000 33,310.2 46,326.1 54,553.5 62,940.9 73,781.5 90,609.0 108,772.4

Pensionable population, % of total working age 6.6 7.2 7.6 8.0 8.6 9.8 11.1

na = not available; f = Fitch Solutions forecast. Source: World Bank, UN, Fitch Solutions

URBAN/RURAL POPULATION & LIFE EXPECTANCY (INDIA 1990-2025)

Indicator 1990 2000 2005 2010 2015 2020f 2025f

Urban population, '000 222,293.0 291,347.6 334,483.1 380,742.3 428,675.9 481,117.7 537,713.9

Urban population, % of total 25.5 27.7 29.2 30.9 32.7 34.8 37.0

Rural population, '000 647,840.5 761,703.3 809,635.6 850,238.4 880,378.1 902,080.1 914,115.1

Rural population, % of total 74.5 72.3 70.8 69.1 67.3 65.2 63.0

Life expectancy at birth, male, years 57.6 61.8 63.7 65.5 66.9 68.0 68.9

Life expectancy at birth, female, years 58.3 63.4 65.4 67.8 69.9 71.2 72.3

Life expectancy at birth, average, years 57.9 62.6 64.6 66.6 68.3 69.5 70.5

na = not available; f = Fitch Solutions forecast. Source: World Bank, UN, Fitch Solutions

POPULATION BY AGE GROUP (INDIA 1990-2025)

Indicator 1990 2000 2005 2010 2015 2020f 2025f

Population, 0-4 yrs, total, '000 121,428.3 127,607.0 129,579.4 128,484.5 121,415.3 121,159.4 119,816.8

Population, 5-9 yrs, total, '000 110,807.1 121,411.4 125,145.4 127,614.1 126,977.1 120,218.7 120,170.1

Population, 10-14 yrs, total, '000 97,800.4 116,755.4 120,389.4 124,175.7 126,752.5 126,278.9 119,654.8

Population, 15-19 yrs, total, '000 87,840.7 108,712.4 115,756.7 119,374.5 123,333.2 125,968.4 125,615.6

Population, 20-24 yrs, total, '000 78,210.5 95,727.8 107,329.6 114,279.5 118,180.3 122,132.7 124,926.0

Population, 25-29 yrs, total, '000 70,106.2 85,444.2 94,266.5 105,700.7 112,808.8 116,799.3 120,907.7

Population, 30-34 yrs, total, '000 61,928.5 75,843.0 84,075.5 92,780.9 104,208.0 111,446.5 115,568.0

Population, 35-39 yrs, total, '000 54,262.3 67,792.4 74,495.7 82,611.9 91,299.5 102,748.2 110,062.5

Population, 40-44 yrs, total, '000 41,674.2 59,512.3 66,349.5 72,951.7 81,035.7 89,703.0 101,127.5

Population, 45-49 yrs, total, '000 35,366.1 51,500.3 57,843.4 64,566.1 71,137.6 79,154.5 87,783.4
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Indicator 1990 2000 2005 2010 2015 2020f 2025f

Population, 50-54 yrs, total, '000 31,357.5 38,644.9 49,414.4 55,647.7 62,322.6 68,807.6 76,722.5

Population, 55-59 yrs, total, '000 25,924.8 31,529.5 36,310.1 46,656.3 52,822.1 59,315.4 65,652.5

Population, 60-64 yrs, total, '000 20,116.7 26,244.2 28,609.4 33,196.2 42,979.8 48,856.2 55,049.4

Population, 65-69 yrs, total, '000 14,429.9 19,615.8 22,530.0 24,805.3 29,092.7 37,882.7 43,274.6

Population, 70-74 yrs, total, '000 9,531.4 13,158.1 15,537.5 18,064.0 20,166.1 23,845.6 31,254.1

Population, 75-79 yrs, total, '000 5,488.6 7,733.7 9,324.3 11,184.5 13,255.6 14,965.9 17,850.9

Population, 80-84 yrs, total, '000 2,656.8 3,839.6 4,664.9 5,740.6 7,128.7 8,582.6 9,785.7

Population, 85-89 yrs, total, '000 911.1 1,479.8 1,850.2 2,305.2 3,000.5 3,803.2 4,628.4

Population, 90-94 yrs, total, '000 249.9 417.9 531.5 686.3 917.5 1,224.1 1,567.7

Population, 95-99 yrs, total, '000 37.8 72.2 103.2 137.2 193.6 265.8 357.1

Population, 100+ yrs, total, '000 4.8 9.0 12.0 17.9 26.8 39.0 53.9

na = not available; f = Fitch Solutions forecast. Source: World Bank, UN, Fitch Solutions

POPULATION BY AGE GROUP % (INDIA 1990-2025)

Indicator 1990 2000 2005 2010 2015 2020f 2025f

Population, 0-4 yrs, % total 13.96 12.12 11.33 10.44 9.28 8.76 8.25

Population, 5-9 yrs, % total 12.73 11.53 10.94 10.37 9.70 8.69 8.28

Population, 10-14 yrs, % total 11.24 11.09 10.52 10.09 9.68 9.13 8.24

Population, 15-19 yrs, % total 10.10 10.32 10.12 9.70 9.42 9.11 8.65

Population, 20-24 yrs, % total 8.99 9.09 9.38 9.28 9.03 8.83 8.60

Population, 25-29 yrs, % total 8.06 8.11 8.24 8.59 8.62 8.44 8.33

Population, 30-34 yrs, % total 7.12 7.20 7.35 7.54 7.96 8.06 7.96

Population, 35-39 yrs, % total 6.24 6.44 6.51 6.71 6.97 7.43 7.58

Population, 40-44 yrs, % total 4.79 5.65 5.80 5.93 6.19 6.49 6.97

Population, 45-49 yrs, % total 4.06 4.89 5.06 5.25 5.43 5.72 6.05

Population, 50-54 yrs, % total 3.60 3.67 4.32 4.52 4.76 4.97 5.28

Population, 55-59 yrs, % total 2.98 2.99 3.17 3.79 4.04 4.29 4.52

Population, 60-64 yrs, % total 2.31 2.49 2.50 2.70 3.28 3.53 3.79

Population, 65-69 yrs, % total 1.66 1.86 1.97 2.02 2.22 2.74 2.98

Population, 70-74 yrs, % total 1.10 1.25 1.36 1.47 1.54 1.72 2.15

Population, 75-79 yrs, % total 0.63 0.73 0.81 0.91 1.01 1.08 1.23

Population, 80-84 yrs, % total 0.31 0.36 0.41 0.47 0.54 0.62 0.67

Population, 85-89 yrs, % total 0.10 0.14 0.16 0.19 0.23 0.27 0.32

Population, 90-94 yrs, % total 0.03 0.04 0.05 0.06 0.07 0.09 0.11

Population, 95-99 yrs, % total 0.00 0.01 0.01 0.01 0.01 0.02 0.02

Population, 100+ yrs, % total 0.00 0.00 0.00 0.00 0.00 0.00 0.00

na = not available; f = Fitch Solutions forecast. Source: World Bank, UN, Fitch Solutions
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Pharmaceuticals & Healthcare Glossary

Terms Used In Datasets, Daily Analysis And Reports

Pharmaceuticals, medicines, drugs: synonym terms used interchangeably.

Pharmaceutical market/sales: the sum of revenues generated by generic, patented and over-the-counter (OTC) drugs through

hospitals, retail pharmacies and other channels. Unless otherwise stated, market value is reported at final consumer price including

mark-ups, taxes, etc.

Prescription drugs: patented and generic medicines regulated by legislation that requires a physician's prescription before they

can be sold to a patient.

Patented drug: an innovative medicine granted intellectual property protection by a patent office. The patent may encompass a

wide range of claims, such as active ingredient, formulation, mode of action, etc, giving the patent holder the sole right to sell the

drug while the patent is in effect.

Generic drug: a bioequivalent medicine that contains the same active ingredient as an originator drug. The originator drug is an

innovative medicine that no longer has intellectual property protection due to patent expiry. The definition for generic drugs

includes off-patent originator medicines.

Over-the-counter (OTC) drug: a medicine that does not require a prescription to be sold to patients. Also known as non-

prescription medicines.

Biosmilar: a drug that is similar to a biological reference product, and which is manufactured by a company other than the

originator. Regulatory approval of biosimilars is technically possible following patent expiry of the reference product. There are

several terms used to describe these drugs in various markets, including 'similar biologics' (India), 'similar biological products'

(Singapore) and 'subsequent entry biologics' (Canada). However, biosimilars is the official name given in the EU pharmaceutical

directives, and that was adopted in the 2010 US legislation.

Healthcare expenditure: government and private spending on medical products and services. This includes the purchase of

healthcare services and goods by public entities such as ministries and social security institutions; government purchase of new

assets including investments into buildings, machinery (capital expenditure); or by private entities such as non-profit institutions and

households. The inclusion of this factor in our forecasts necessitates taking into account the essential attributes of country-specific

healthcare sector characteristics such as comprehensiveness, consistency, standardisation and timeliness. The inclusion of this

factor in our forecasts necessitates taking into account the essential attributes of country-specific healthcare sector characteristics

such as comprehensiveness, consistency, standardisation and timeliness.

Government healthcare expenditure: (includes capital healthcare expenditure): refers to current healthcare expenditure which

includes healthcare goods and services used or consumed during the year, capital expenditure on assets, restoration or

enhancement paid by government entities such as a ministry of health, other ministries, parastatal organisations and social security

agencies, including transfer payments to households to offset medical care costs and extra-budgetary funds to finance healthcare

provision.

Private healthcare expenditure: spending on health by private entities such as commercial or mutual health insurance

providers, households, non-profit institutions serving households, resident corporations and quasi-corporations not controlled by

governments.
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Medical devices: equipment and products used for diagnosis or therapy in patients. Whereas pharmaceuticals achieve their

principal action by pharmacological, metabolic or immunological means, medical devices act by physical or mechanical means.

Medical devices include a wide range of products, including syringes, thermometers, blood glucose tests, prosthetic limbs,

ultrasound scans and X-ray machines.

Clinical trials: for the purposes of registration, a clinical trial is any research study that prospectively assigns human participants or

groups of humans to one or more health-related interventions to evaluate the effects on health outcomes. Clinical trials may also be

referred to as interventional trials. Interventions include, drugs, cells and other biological products, surgical procedures, radiologic

procedures, devices, behavioural treatments, process-of-care changes and preventive care. This definition includes Early Phase I to

Phase IV trials.

Hospitals: health facilities larger than clinics, including general hospitals, specialised hospitals, public hospitals and private hospitals.

Hospital beds: a piece of furniture for recovery from illness, available at all facilities classified as hospitals by the relevant national

statistical office.

Public inpatient admission: a person receiving medical treatment overnight in a hospital as defined by the relevant national

statistical organisation. Excludes outpatient (non-overnight) visits. Units: thousands of visits.

Outpatient visit: a person who is not hospitalised overnight but who visits a hospital, clinic or associated facility for diagnosis or

treatment.

Physician: a skilled healthcare professional trained and licensed to practice medicine.

Proprietary Tool Terminology

Disease Database: a fully country-comparative interactive tool that provides dynamic forecasts of the burden and number of

deaths of 268 diseases and injuries in 178 countries, from 1990 to 2030. Fitch Solutions’ disease database incorporates WHO, World

Bank, IMF and Fitch Solutions data to create a proprietary dataset. The data is quantified as the sum of disability-adjusted life years

lost to a disease in a particular country.

Disability-adjusted life years (DALYs): the sum of the years of life lost (YLL) due to premature mortality in a population and the

years lost due to disability (YLD) for incident cases of the health condition. The DALY is a health gap measure that extends the

concept of potential years of life lost due to premature death (PYLL) to include equivalent years of 'healthy' life lost in states of less

than full health (broadly termed 'disability'). One DALY represents the loss of one year of equivalent full health.

Communicable disease: an infectious disease transmissible (as from person to person) by direct contact with an affected

individual or the individual's discharges or by indirect means (as by a vector).

Non-communicable disease: also known as chronic diseases, non-communicable diseases are not passed from person to

person. They are of long duration and generally of slow progression.

Innovative Pharmaceuticals Risk/Reward Index (RRI): quantifies and ranks a country's attractiveness in terms of its

pharmaceuticals industry; it balances the Risks and Rewards of launching innovative medicines in different countries. It should be

emphasised that the RRI broadly assess the rewards and the risks that a company will face when looking to launch an innovative

drug in a market. For example, we do not differentiate between drugs that are part of different therapeutic groups or whether the

drug being launched is the first to be launched in the market or will be one of the many different drugs of the same therapeutic

class that has been launched in the market.

Rewards: this component of the RRI is composed of an evaluation of an industry's size and growth potential (Industry Rewards),
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and also macro industry and/or country characteristics that directly impact the size of business opportunities in a specific sector

(Country Rewards).

Risks: this component of the RRI is composed of an evaluation of micro, industry-specific characteristics, crucial for an industry to

develop to its potential (Industry Risks) and a quantifiable assessment of the country's political, economic and operational profile

(Country Risks).

Acronyms

CAGR: compound annual growth rate

WHO: World Health Organization

LHS: left-hand side

RHS: right-hand side

EUR: euro

USD: US dollar

Pharmaceuticals & Healthcare Methodology

Connected Thinking

We use a simple and transparent forecasting model as a base for our industry forecasts, but rely heavily on our analysts' expert

judgment to ensure our forecasts capture all of the insights we derive using our unique Connected Thinking approach. We believe

analyst expertise and judgement are the best ways to provide the most accurate, up-to-date and comprehensive insight to our

customers.

Our Connected Thinking approach to forecasting and analysis integrates macroeconomic variables from Fitch Solutions Country

Risk to provide our customers with unique and valuable insight on all relevant macroeconomic, political and industry risk factors

that will impact their operations and revenue-generating potential in the industry/industries they operate in.

Pharmaceuticals & Healthcare Methodology

For the Pharmaceuticals & Healthcare sector, we have historical data and 10-year forecasts for 10 pharmaceutical market-level, core

industry variables, and six for healthcare. Healthcare indicators include private and public healthcare spending. Pharmaceutical sales

are broken down into over-the-counter (OTC) and prescription (generic and patented) drugs. We also have historical data and five-

year forecasts for pharmaceutical trade balance for each market covered.

Our forecasts are a combination of regression modelling and analyst expert judgement. Our Pharmaceuticals & Healthcare analysts

interact with other analytical teams in Fitch Solutions, primarily Country Risk, to ensure they have a comprehensive understanding

of external factors that may impact the Pharmaceuticals & Healthcare industry outlook either on a market, regional or global level.

In addition, our Pharmaceuticals & Healthcare forecasts draw on considerations of burden of disease levels, healthcare access,

spending power, market and regulatory regime characteristics (pricing, approvals and intellectual property) and company activity.

India Pharmaceuticals & Healthcare Report | Q4 2020

fitchsolutions.com

THIS COMMENTARY IS PUBLISHED BY FITCH SOLUTIONS COUNTRY RISK & INDUSTRY RESEARCH and is NOT a comment on Fitch Ratings' Credit Ratings. Any comments or data included in the report are solely

derived from Fitch Solutions Country Risk & Industry Research and independent sources. Fitch Ratings analysts do not share data or information with Fitch Solutions Country Risk & Industry Research.

73



There is a rolling cycle of data monitoring, with databases being updated on a quarterly basis. Analysts will intervene outside of

these cycles to implement forecasts changes when necessary.

Pharmaceuticals & Healthcare Methodology

* Historical data only. ** Five year forecasts.

Pharmaceutical Sales Forecast Model

Historic pharmaceutical sales data is collected from a range of sources, including:

• national statistics offices;

• regulatory agencies;

• pharmaceutical trade associations;

• company press releases and annual reports;

• local news sources;

Our pharmaceutical sales forecasts are based on a regression model, using a market's historical time series and key

macroeconomic explanatory variables, primarily total final consumption, from Fitch Solutions Country Risk.

To remove the effect of inflation, real pharmaceutical sales figures are calculated by removing the annual average consumer price

index (CPI).

In addition, we also apply analyst expert judgement to refine and finalise the pharmaceuticals sales forecast based on exogenous

and endogenous variables or events that are not captured by our regression model.

Pharmaceutical sales are expressed in local currency, US dollars and euros.
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Healthcare Expenditure Forecast Model

Historic healthcare expenditure data comes from the World Health Organization (WHO).

Healthcare is defined by the WHO as the sum of the funds mobilised by government and private systems for the operation of a

healthcare system. It includes the purchase of healthcare services and goods by: public entities such as ministries and social

security institutions; or private entities such as non-profit institutions, commercial insurances and households acting as

complementary funders to the previously cited institutions or unilaterally disbursing health commodities.

Our public and private healthcare expenditure forecasts are based on a regression model, using a market's historical time series and

key macroeconomic explanatory variables, primarily Government and Private Final Consumption, from Fitch Solutions Country Risk.

To remove the effect of inflation, real healthcare expenditure figures are calculated by removing the annual average consumer price

index (CPI). The overall healthcare expenditure forecast is then calculated by combining government and private healthcare

expenditure.

In addition, we also apply analyst expert judgement to refine and finalise the healthcare data and forecast based on exogenous and

endogenous variables or events that are not captured by our regression model.

Healthcare expenditure is expressed in local currency, US dollars and euros.

Pharmaceuticals Trade – Exports/Imports Forecast Model

Historic pharmaceutical trade data is collected from UN COMTRADE and the ITC Trade Map.

Our trade balance is calculated as exports minus imports to determine if a market is a net exporter or importer of pharmaceuticals.

Pharmaceuticals trade data is broken down into: blood, vaccines and cultures; pharmaceuticals in bulk form; and pharmaceuticals in

finished dose form.

Our five-year forecasts are based on a regression model, using a market's historical time series. In addition, we also apply analyst

expert judgement to refine and finalise the pharmaceuticals sales forecast based on exogenous and endogenous variables or

events that not captured by our regression model.

Pharmaceutical trade is expressed in local currency, US dollars and euros.

Notes On Methodology

Note 1: National Health Accounts methodology. The global health expenditure database that WHO has maintained for the past ten

years, provides internationally comparable numbers on national health expenditures. WHO updates the data annually, taking,

adjusting and estimating the numbers based on publicly available reports (national health account reports, reports from the Ministry

of Finance, Central Bank, National Statistics Offices, public expenditure information and reports from the World Bank, the

International Monetary Fund, etc). The estimates are sent out to the Ministries of Health for validation prior to publication but users

are advised that country data may still differ in terms of definitions, data collection methods, population coverage and estimation

methods used. This database is the source for the health expenditure tables in the World Health Statistics Report and the WHO

Global Health Observatory.
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Note 2: System of Health Account 2011

In response to the pressing need for reliable and comparable statistics on health expenditure and financing, the OECD, in co-

operation with experts from OECD member countries, developed the manual, A System of Health Accounts (SHA), releasing the

initial 1.0 version in 2000. Building on SHA 2000, the OECD worked with the World Health Organization (WHO) and Eurostat to

publish A system of health accounts 2011 edition (SHA 2011). The formal process of producing SHA 2011 started in 2007 as a co-

operative activity of health accounts experts from the OECD, WHO and Eurostat, known collectively as the International Health

Accounts Team (IHAT). The resulting manual has been the subject of an extensive and wide-reaching consultation process aimed at

gathering inputs from national experts and other international organisations around the world.

This year, the WHO reported healthcare expenditure data using the framework of System of Health Accounts 2011 (SHA 2011). The

macro-economic variables were also updated to calculate some indicators. At present, National Health Accounts (previously used

methodology) are at different stages of development in various countries and may not only differ in the boundaries drawn between

health and other social and economic activities but also in the classifications used, the level of detail provided and in the accounting

rules.

The SHA 2011 framework makes health accounts more adaptable to rapidly evolving health financing systems, further enhances

cross-country comparability of health expenditures and financing data, and ultimately improves the information base for the

analytical use of national health accounts (NHAs). SHA 2011 reinforces the tri-axial relationship and the description of healthcare

and long-term care expenditure – that is, what is consumed has been provided and financed. The framework provides an approach

that better reflects the complex and changing systems of healthcare financing, eliminates ambiguities regarding some of the

financing categories, provides new approaches for country-specific analysis and is sufficiently flexible to accommodate future

changes. The framework also allows middle and low-income countries to provide a more transparent picture regarding foreign

assistance.

In summary, the SHA 2011 financing framework increases the transparency of health financing systems, creating the possibility to

monitor changes, compare health expenditures across countries and over time, as well as providing better information for analysis

of the performance of healthcare financing systems. This is due to the clear distinction between the following four elements:

financing schemes, financing agents managing the schemes; revenues of each scheme and the institutional units providing those

revenues.

Note 3: Linear regression equation.

y = mx + b

Where y = unknown variable, m = slope of gradient, x = known variable, and b = where the line crosses the y-axis.

Note 4: Final consumption is the sum of government final consumption expenditure and private final consumption expenditure.

Government final consumption expenditure is the sum of expenditure on final goods and services made by the government.

Included in this are investments into healthcare infrastructure, buildings, machinery, public sector salaries, but it does not include

transfer payments such as unemployment benefits or pensions. Private final consumption expenditure is the sum of all private

consumption of goods and services within the economy, including both durable and non-durable goods. Housing purchases,

however, are excluded. Government final consumption expenditure and private final consumption expenditure are the 'G' and 'C' in

this equation:

GDP = C + I + G + (X - M)

Where GDP = gross domestic product, C = private final consumption expenditure, I = gross investment, G = government final

consumption, X = exports, and M = imports.
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Innovative Pharmaceuticals Risk/Reward Index Methodology

Our Innovative Pharmaceuticals Risk/Reward Index (RRI) quantifies and ranks a country's attractiveness in terms of its

pharmaceuticals industry; it balances the Risks and Rewards of launching innovative medicines in different countries. It should be

emphasised that the RRI broadly assesses the rewards and the risks that a company will face when looking to launch an innovative

drug in a market. For example, we do not differentiate between drugs that are a part of different therapeutic groups or whether the

drug being launched is the first to be launched in the market or will be one of the many different drugs of the same therapeutic

class that has been launched in the market.

To form a country's RRI score, we combine industry-specific characteristics with broader economic, political and operational market

characteristics. We weigh these inputs in terms of their importance to investor decision making in a given industry - in this case, that

of innovative pharmaceuticals. The result is a nuanced and accurate reflection of the realities facing investors in terms of the

balance between: 1) opportunities and risk; and 2) sector-specific and broader market traits. This enables users of our RRI to assess a

market's attractiveness in both a regional and global context.

The RRI also encompasses a combination of our proprietary forecasts and analyst assessment of the regulatory climate, as well as

globally acceptable benchmark indicators (eg, the World Bank's Ease Of Doing Business Scores and Transparency International's

Corruption Perceptions Index). As regulations evolve and forecasts change, so does the RRI score, providing a highly dynamic and

forward-looking result.

The Innovative Pharmaceuticals RRI universe comprises 109 countries.

Benefits Of Using Fitch Solutions’ Innovative Pharmaceuticals RRI

• Global Rankings: One global table, ranking 109 countries for the launch of innovative pharmaceuticals from least (closest to zero)

to most attractive (closest to 100).Accessibility: Easily accessible, top down view of global, regional or sub-regional Risk/Reward

profiles.

• Comparability: Identical methodology across 109 countries allows users to build lists of countries they wish to compare, beyond

the confines of a global or regional grouping.

• Scoring: Scores out of 100 with a wide distribution, provide nuanced investment comparisons. The higher the score, the more

favourable the country profile.

• Quantifiable: Quantifies the Risks and Rewards of doing business in the innovative pharmaceuticals sector in different countries

around the world and helps identify specific flashpoints in the overall business environment.

• Comprehensive: Comprehensive set of indicators, assessing industry-specific risks and rewards alongside political, economic and

operational risks.

• Entry Point: A starting point to assess the outlook for the innovative pharmaceuticals sector, from which users can dive into more

granular forecasts and analysis to gain a deeper understanding of the market.

• Balanced: Multi-indicator structure prevents outliers and extremes from distorting final scores and rankings.
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Weightings Of Categories And Indicators

Source: Fitch Solutions

The RRI matrix can be split into two distinct components:

Rewards: This component of the RRI is composed of an evaluation of an Industry's size and growth potential (Industry Rewards),

and also macro industry and/or country characteristics that directly impact the size of business opportunities in a specific sector

(Country Rewards).

Risks: This component of the RRI is composed of an evaluation of micro, industry-specific characteristics, crucial for an industry to

develop to its potential (Industry Risks) and a quantifiable assessment of the country's political, economic and operational profile

(Country Risks).
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Assessing Our Weightings

We deliberately afford Rewards a greater weighting (65% of a market's final RRI score) and within this, the Industry Rewards pillar

accounts for a majority 75%. This is to reflect the fact that when it comes to long-term investment potential, industry size and

growth potential carry the most weight in indicating opportunities, with other structural factors weighing in but to a slightly lesser

extent. In addition, our focus and expertise in Emerging and Frontier Markets has dictated this bias towards industry size and growth

to ensure we are able to identify opportunities in countries where regulatory frameworks are not as developed and industry size is

not as big (in USD terms) as in developed markets, but where we know there is a strong desire to invest.

INDICATORS - RATIONALE AND SOURCES

Source Rationale

Rewards

Industry Rewards

Market Expenditure, USDbn
Fitch Solutions

Forecast

Denotes breadth of pharmaceutical market. Large markets score higher than

smaller ones. Scores are based on annual average expenditure over a five-

year forecast period.

Spending Per Capita, USD
Fitch Solutions

Forecast

Denotes depth of pharmaceutical market. High-value markets score better

than low-value ones. Scores are based on annual average expenditure over a

five-year forecast period.

Sector Value Growth, %
Fitch Solutions

Forecast

Denotes sector dynamism. Scores are based on annual average growth over

a five-year forecast period.

Country Rewards

Urban/Rural Split
Fitch Solutions

Forecast

Urbanisation is used as a proxy for the development of medical facilities.

Predominantly, rural states score lower.

Pensionable Population, %
Fitch Solutions

Forecast

Shows the proportion of the population over 65. States with ageing

populations tend to have higher per capita expenditure.

Population Growth, %
Fitch Solutions

Forecast

Fast-growing states suggest better long-term demand and thus growth for all

industries. Scores are based on annual average growth over a five-year

forecast period.

Risks

Industry Risks

Patent Respect
Fitch Solutions

Subjective Indicator

Markets with fair and enforced intellectual property regulations score higher

than those with endemic counterfeiting.

Pricing Regime
Fitch Solutions

Subjective Indicator

Markets with a free pricing environment score higher than markets where

governments and private-sector payers put downward pressure on

pharmaceutical prices as a mechanism to control expenditure.

Protectionism
Fitch Solutions

Subjective Indicator

High scores are awarded to markets which have realised the economic and

social benefit of pharmaceuticals, in turn modernising the provision of

healthcare through reforms and essential drug lists and encouraging local

manufacturing and research and development by foreign firms.

Source: Fitch Solutions
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