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Indian DMFs share jumped to c46 %( +22% yoy) of overall DMF filings in 4Q CY11 

after witnessing a slower rate over the last few quarters. For the full year CY2011, Indian 

DMFs share in overall DMFs filings remained at similar 50% level as in CY2010 (c9% 

yoy growth). China’s DMFs share of total DMFs fell from 20% in 4Q10 (18% in 

CY2010) to 16% in 4Q11 and CY2011. Global DMFs increased by c10% for CY2011. 

Indian large cap generics filings seem to be stagnating: Barring DRRD which 

increased its filings in CY2011, most players’ filings stagnated for the year as a whole. 

The number of filings from CIPLA and RBXY actually declined materially. DRRD 

CY2011 filings were strong at 14; SUNP and LPC filed 6 each, CDH 8, RBXY had 2 and 

CIPLA 0. TRP and IPCA each filed three DMF during the year. Small players like Hetero 

Lab, Alembic were the most active with DMF filings of c12-13. 

4QCY11 noteworthy filings include Dr Reddy’s sole filing on Eli Lilly’s anti-

thrombotic drug Effient (prasugrel), which has cUSD100mn sales in the US. This could 

be a potential first-to-file opportunity given no other DMF yet (though ANDA can only be 

filed after July 2013). Lupin continued its filing momentum in ophthalmics with a recent 

filing on brimonidine (Alphagan-P) used in glaucoma. Among mid caps, Ipca’s filing on 

primaquine, Cadila’s on erlotinib (Tarceva) and Torrent’s on darfenacin (Enablex) are 

noteworthy. Other small players’ filings including Hetero’s DMF on etravirine (Intelence) 

and Gland Pharma’s filing on agratroban and dalteparin (Fragmin) are the sole Indian 

DMF filings and hence potentially strong. Reliance Life Science filed two niche products 

including loteprednol etabonate (ophthalmic corticosteroid) and injectable nandrolone. 

Among MNCs, Apotex’s filing on lansoprazole hints at a possible increase in competition 

in Prevacid generic (currently four players only). Mylan’s filing on iloperidone (Fanapt) is 

also worth mentioning. 
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 Indian DMF share recovers to c46% of overall DMF filings in 
4QCY11, breaking out of the recent slowing trend in filings 

 Large generics filings seem to be stagnating; small players 
more aggressive registering an increase on yoy basis  

 DRRD sole DMF on Prasugrel (potential FTF), Lupin files 
ophthalmic brimonidine 
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Indian DMF filings vs. Chinese DMF filings 

Period Total 
DMFs filed 

No. of 
Indian DMFs 

% of Indian 
DMF to total 

No. of 
Chinese DMF 

% of Chinese  
DMF to total 

2007 767 326 43% 115 15% 
2008 782 356 46% 90 12% 
2009 719 322 45% 94 13% 
1Q10 106 66 62% 23 22% 
2Q10 204 97 48% 28 14% 
3Q10 183 81 44% 32 17% 
4Q10 158 82 52% 31 20% 
2010 651 326 50% 114 18% 
1Q11 170 95 56% 26 15% 
2Q11 183 103 56% 24 13% 
3Q11 145 58 40% 28 19% 
4Q11 219 100 46% 36 16% 
2011 717 356 50% 114 16% 

Source: FDA 

 

 
 

Quarterly Indian DMF filings to total DMF filings  Annual Indian DMF filings to total DMF filings 
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DMF filing trend for major Indian companies 

Company 2008 2009 1Q10 2Q10 3Q10 4Q10 2010 1Q11 2Q11 3Q11 4Q11 2011 

Dr. Reddy’s Labs 13 11 8 1 2 1 12 2 9 1 2 14 
Cipla 19 3 0 2 0 0 2 0 0 0 0 0 
Ranbaxy 5 4 0 0 1 6 7 0 2 0 0 2 
Sun Pharma 13 10 0 3 2 1 6 3 0 1 2 6 
Lupin 16 12 0 7 0 0 7 1 3 0 2 6 
Wockhardt 5 1 0 0 0 0 0 0 0 0 0 0 
Zydus Cadila 9 9 0 3 1 0 4 4 1 1 2 8 
Jubilant 5 6 0 1 3 1 5 5 0 0 2 7 
Divi's Labs 3 2 1 0 0 0 1 1 0 0 0 1 
Aurobindo 
Pharma 

6 9 1 3 6 0 10 0 0 0 2 2 

Glenmark 5 6 0 0 4 0 4 1 2 0 0 3 
Matrix Labs 13 6 0 4 6 7 17 0 0 0 0 0 
Biocon 2 0 1 0 0 0 1 0 0 0 0 0 
Ipca Labs 8 7 0 2 3 3 8 0 0 1 2 3 
Dishman Pharma 2 4 0 0 1 0 1 1 0 0 0 1 
Alembic 7 9 0 1 1 0 2 4 3 1 4 12 
Torrent Pharma 5 6 0 1 1 0 2 1 1 0 1 3 
Hetero Pharma 11 6 0 3 0 1 4 6 9 8 6 29 

Source: FDA 
 
  
Important DMF filings by Indian companies 

Molecule Brand Company DMF Filer Total number of filers Sales in $ mn Comments 

Prasugrel Effient Eli Lilly DRRD sole filer 100 Potential FTF for DRRD 
Argatroban Argatroban GSK Gland Pharma 6 130 1st Indian DMF  
Etravirine Intelence Tibotec Hetero 2 180 1st Indian DMF 
Primaquine Primaquine Sanofi Aventis Ipca Lab sole filer <5 Generic 
Loteprednol 
etabonate 

Lotemax Bausch and Lomb Reliance Life Science 9 110 Sole Indian DMF filing 

Nandrolone   Reliance Life Science 14 - Sole Indian DMF filing 
Daltepain Fragmin  Gland Pharma 11 210 Sole Indian DMF filing 
Erlotinib Tarceva OSI Pharma Cadila Healthcare 8 550  
Brimonidine Alphagan-P  Lupin 10 190 Ophthalmic filing 
Darifenacin Enablex Warner Chilcott Torrent 8 260  
Busulfan Busulfex Otsuka Pharma Emcure 11 12  

Source: FDA 
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Stock ratings and basis for financial analysis 
HSBC believes that investors utilise various disciplines and investment horizons when making investment decisions, which 
depend largely on individual circumstances such as the investor's existing holdings, risk tolerance and other considerations. 
Given these differences, HSBC has two principal aims in its equity research: 1) to identify long-term investment opportunities 
based on particular themes or ideas that may affect the future earnings or cash flows of companies on a 12 month time horizon; 
and 2) from time to time to identify short-term investment opportunities that are derived from fundamental, quantitative, 
technical or event-driven techniques on a 0-3 month time horizon and which may differ from our long-term investment rating. 
HSBC has assigned ratings for its long-term investment opportunities as described below. 

This report addresses only the long-term investment opportunities of the companies referred to in the report. As and when 
HSBC publishes a short-term trading idea the stocks to which these relate are identified on the website at 
www.hsbcnet.com/research. Details of these short-term investment opportunities can be found under the Reports section of this 
website. 

HSBC believes an investor's decision to buy or sell a stock should depend on individual circumstances such as the investor's 
existing holdings and other considerations. Different securities firms use a variety of ratings terms as well as different rating 
systems to describe their recommendations. Investors should carefully read the definitions of the ratings used in each research 
report. In addition, because research reports contain more complete information concerning the analysts' views, investors 
should carefully read the entire research report and should not infer its contents from the rating. In any case, ratings should not 
be used or relied on in isolation as investment advice. 

Rating definitions for long-term investment opportunities 

Stock ratings 
HSBC assigns ratings to its stocks in this sector on the following basis: 

For each stock we set a required rate of return calculated from the cost of equity for that stock’s domestic or, as appropriate, 
regional market established by our strategy team. The price target for a stock represents the value the analyst expects the stock 
to reach over our performance horizon. The performance horizon is 12 months. For a stock to be classified as Overweight, the 
potential return, which equals the percentage difference between the current share price and the target price, including the 
forecast dividend yield when indicated, must exceed the required return by at least 5 percentage points over the next 12 months 
(or 10 percentage points for a stock classified as Volatile*). For a stock to be classified as Underweight, the stock must be 
expected to underperform its required return by at least 5 percentage points over the next 12 months (or 10 percentage points 
for a stock classified as Volatile*).  Stocks between these bands are classified as Neutral. 

Our ratings are re-calibrated against these bands at the time of any 'material change' (initiation of coverage, change of volatility 
status or change in price target). Notwithstanding this, and although ratings are subject to ongoing management review, 
expected returns will be permitted to move outside the bands as a result of normal share price fluctuations without necessarily 
triggering a rating change. 
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*A stock will be classified as volatile if its historical volatility has exceeded 40%, if the stock has been listed for less than 12 
months (unless it is in an industry or sector where volatility is low) or if the analyst expects significant volatility.  However, 
stocks which we do not consider volatile may in fact also behave in such a way.  Historical volatility is defined as the past 
month's average of the daily 365-day moving average volatilities.  In order to avoid misleadingly frequent changes in rating, 
however, volatility has to move 2.5 percentage points past the 40% benchmark in either direction for a stock's status to change. 

Rating distribution for long-term investment opportunities 

As of 21 February 2012, the distribution of all ratings published is as follows: 
Overweight (Buy) 52% (26% of these provided with Investment Banking Services) 

Neutral (Hold) 35% (22% of these provided with Investment Banking Services) 

Underweight (Sell) 13% (14% of these provided with Investment Banking Services) 

   

Analysts, economists, and strategists are paid in part by reference to the profitability of HSBC which includes investment 
banking revenues. 

For disclosures in respect of any company mentioned in this report, please see the most recently published report on that 
company available at www.hsbcnet.com/research. 

* HSBC Legal Entities are listed in the Disclaimer below. 

Additional disclosures 
1 This report is dated as at 21 February 2012. 
2 All market data included in this report are dated as at close 20 February 2012, unless otherwise indicated in the report. 
3 HSBC has procedures in place to identify and manage any potential conflicts of interest that arise in connection with its 

Research business. HSBC's analysts and its other staff who are involved in the preparation and dissemination of Research 
operate and have a management reporting line independent of HSBC's Investment Banking business. Information Barrier 
procedures are in place between the Investment Banking and Research businesses to ensure that any confidential and/or 
price sensitive information is handled in an appropriate manner. 
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