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What’s Inside 
 

  I. Executive Summary 
 

II. Financial Performance of Indian Pharmaceutical Companies 
 
Revenue Growth: Strong growth in U.S. market continues to drive performance of Indian Pharma companies 
Profitability Indicators: U.S. business continues to shield earnings despite headwinds  

 
III. Geography-wise Growth Trends, Challenges and Outlook 

 
A. India  

Regulatory intervention emerging as a key risk even as demand drivers remain structurally intact 
Inclusion of additional drugs under price control, a credit negative for branded generics industry 
Impact of Indian companies likely to be limited given their diversified geographic mix  
Additional drugs may come under price control 
Government reforms likely to push un-branded generics 
 

B. United States 
Patent expirations and improving quality of pipeline support strong growth 
Strong product pipeline adds visibility to near-term growth prospects 
Several key blockbuster drugs expected to lose patent protection in the near-term 
Increased scrutiny by US FDA is emerging as a key regulatory risk 
Consolidation of supply chain in the U.S. poses another challenge for generic players 

Potentially lower generic opportunity and higher R&D investments other challenges in the U.S. 

 
C. Europe  

Operating environment remains challenging in Europe 
Regulatory price cuts and greater disclosure levels were some of the key reforms initiated  
 

D. Emerging Markets 
Growth momentum slowed down in 2013-14 as regulatory hurdles remain key challenge 
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ICRA RATING FEATURE Strong growth in U.S. market continues to drive performance of Indian Pharma 
The Indian pharmaceutical industry continued to exhibit strong operating performance during 2013-14 as pharma companies continued to take advantage of patent 

expiration wave in the US, steady demand from emerging markets and favourable foreign exchange scenario. With most of the leading players now generating a sizeable 

proportion of their revenues from international markets, especially U.S., the adverse impact of new pricing policy in India and evolving healthcare reforms in Europe didn’t 

have much impact on the industry’s aggregate performance. Accordingly aggregate revenues of 22 leading players in our sample grew by 16% during the year. From 

profitability perspective, the trends were however somewhat mixed. While many of the companies witnessed improvement in EBITDA margins on back of their strong 

performance in the U.S. and currency tailwinds, others saw contraction as the industry faced more headwinds during the year than previously. These headwinds emanated 

largely owing to a) price cuts imposed on a wide range of essential drugs in India post the new drug pricing policy, b) steadily rising R&D costs owing to increasing focus on 

complex therapy areas and c) lack of approvals for new product launches for some of the entities in the U.S. For some players, margin contraction was also caused by 

regulatory bans imposed by US FDA and associated remediation costs. While all these challenges gained prominence during the year, the aggregate profitability of 

companies (within our sample) remained fairly stable being skewed by select entities which generate a fairly significant proportion of their earnings from the U.S. market. 

  

United States: Patent expirations will continue to underpin growth; focus on complex generics a positive over the longer-run 
We believe Indian pharma companies would continue to experience strong growth in the U.S. over the medium-term. This would be driven by a) the sizeable generic 

opportunity (drugs with brand value of US$ 25-30 billion are expected to face generic competition) over the next 2-3 years and b) strong product pipeline of pending ANDAs 

with high increasing proportion of complex generics that compares favorably with generic majors such as Teva, Mylan and Actavis. In addition, acquisitions by Indian 

companies to gain technological capabilities and focus on strengthening branded business (albeit on a small scale) are also likely to drive growth going forward. While 

overall growth prospects remain strong, the U.S. market is also facing multiple challenges in form of increased scrutiny by US FDA, consolidation of supply-chain and need 

for higher investments in R&D to tap complex segments. Some of these developments may adversely impact earnings of companies if not adequately compensated by high-

value generic launches over the medium-term. Given the increasing challenges, we believe companies with growing portfolio comprising of niche or complex products and 

high levels of backward integration are likely to be better positioned to withstand some of the pressures.   

 

India: Regulatory intervention emerging as a key risk even as demand drivers remain structurally intact 
In contrast the U.S., the domestic pharmaceutical industry witnessed moderation in growth momentum during the year. This was primarily attributable to the 

implementation of the new drug pricing policy, which resulted in price cuts on a wide range of drugs and subsequently led to supply chain disruptions due to disagreement 

over trade margins between industry and trade partners. While impact of the new policy started to subside from the fourth quarter onwards, the recent inclusion of 

additional 50 drugs under price controls suggest that the industry is likely to witnessed further expansion of DPCO, which may stall the growth momentum despite 

structurally favorable demand drivers. The key take away from the recent policy also suggest that the Government is likely to look at drugs not just from the perspective of 

‘essentiality’ but also ‘affordability’. Besides lowering prices of branded drugs, the Indian Pharmaceutical industry is also gradually witnessing a trend towards acceptance 

of lower-cost un-branded generics. Over the years, this shift has been prompted by various states governments with the objective to improve access of affordable 

medicines reduce healthcare cost. As many states implement model of distributing ‘free medicines’ and promote generics, we expect growth in ‘pure generics’ segment to 

grow at a strong pace over the medium-term.  
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Europe: Growth opportunities marred by pricing pressure and changing market dynamics 
The operating environment in Europe also remained challenging as ongoing healthcare reforms and resultant prices cuts continued to impact performance of drug 

manufacturers. During the current year, many of the key markets, particularly Germany, Spain and Italy have continued to implement reforms, resulting in further price 

cuts as well as entailing greater disclosure levels by drug manufacturers. Germany, in particular passed a regulation that mandates pharmaceutical companies to provide 

additional disclosures on rebate-adjusted prices negotiated with health insurers. By making these prices available in the public domain, pharma companies could lose 

pricing power in markets that use Germany as their reference point. Apart from Germany, Spain and Italy also moved ahead with their healthcare reforms during the year, 

gradually covering larger part of the market and bringing down drug prices. As operating environment remains challenging, companies have been changing their business 

strategies for the European markets and focusing on segments that offer higher profitability, making their operations leaner and even exiting certain segments or markets 

altogether. Alternatively, companies have also been focusing on branded generic opportunities in East Europe and entering into relatively niche/complex segments. 

Among generic companies, Indian players have a relatively small scale of operations in Europe. Barring few, many of them don’t even generate meaningful part of their 

revenues from the continent.  

 

Emerging Markets: Inorganic investments appear to be the key route to scale-up   
While U.S. remains the key driver for Indian pharma sector, emerging markets provide a steady and sustainable source of growth. However, over the past couple of years, 

Indian companies have faced challenges in scaling up their business owing to changing regulatory landscape and delays in receiving timely approvals for new product 

launches in few of the markets. There have also been instances of markets moving towards tenderization and reference pricing to cut healthcare costs. Nevertheless, from 

Indian companies’ perspective, emerging markets still present an ideal fit given their branded generic characteristic which makes them similar to India. However, scaling up 

in these markets is likely to be a fairly time-consuming task. Thus, acquisitions appear to be the key route to emerging markets for Indian players. We expect companies to 

remain fairly active in the M&A space and look for in-organic route to fill gaps in their portfolio.  

 

Investments in R&D likely to remain at elevated levels 
Over the past few years, pharma companies have increased their R&D budgets significantly in view of their growing focus both on regulated markets and complex 

molecules/therapy segments. In 2013-14, most of the leading pharma players spent anywhere between Rs. 5-12 billion on R&D, which represented an increase both in 

absolute term as well as in proportion to net revenues (8-11% of sales). We expect this trend to continue as most of the leading companies are in the midst of expanding 

presence in complex therapy segment such as injectables, inhalers, dermatology, controlled-release substances and even biosimilars. Many of these segments entail higher 

R&D costs during the development stage owing to product complexities and need for clinical trials. While R&D spending would continue to vary across companies, we 

expect significant rise in R&D budgets, especially for companies that are developing biosimilars (for regulated markets) or have portfolio of NCEs under development. As 

these entities get closer to conducting clinical trials, they are likely to pursue JVs/Alliances with the objective to share investments and securing technological capabilities. 

 

Strong balance sheets and portfolio gaps will also propel acquisitions over the medium-term 
Along with higher investments in R&D, Indian firms have been fairly active in pursuing in-organic investments over the past couple of years. After a relatively somber 

period following some ill-timed acquisitions, their renewed focus has been brought upon by healthy cash flow generation from U.S. market and growing aspiration levels to 

move up the value chain in terms of technological capabilities. Broadly, acquisitions by Indian companies have been focused on acquiring technological capabilities in some 

of the complex therapy areas, filling portfolio gaps, strengthening presence in some of the fast-growing emerging markets and consolidating presence in India through 

brand acquisitions. With growing scale and financial wherewithal, their ability to look for relatively sizeable acquisition is also gaining pace. Apart from Sun Pharma's recent 

announcement to acquire Ranbaxy for US$4 billion (in an all stock deal), some of other prominent acquisitions in recent times too have been in the vicinity of US$ 250-500 

million. We expect this trend to continue as companies would scout for technological capabilities in select therapy areas and look for market-entry led acquisitions 
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