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Entering a new regime: Addressing few key 

questions 

As a consequence of disappointments over the past 18 months, investor 

focus has rightly turned towards fundamental questions such as: 1) is the 

heightened regulatory scrutiny materially going to impede Indian pharma 

companies’ ability to compete in the global generic arena; 2) will Indian 

pharma companies be successful in tweaking their business models and 

move toward innovation; and 3) does generic pricing pressure imply a 

prolonged cycle of revenue decline?  

We believe that while a lot of near-term metrics have troughed, in the longer 

term, the sector is entering an accelerated phase of investments, which will 

imply lower capital efficiency—a fact that has deep bearing on our stock 

selection criterions.  

Near-term metrics have troughed: Transitional factors, which created a lot of 

adverse news flow such as: 1) the lack of approval momentum in the US, 2) delay 

in critical regulatory resolution of key facilities, 3) channel consolidation impact, 4) 

EM currency & economic volatility, and 5) US generic prices, reflecting a secular 

decline, have in our view troughed. Most notably the adverse regulatory news flow 

has started improving on the margins and the impact of channel consolidation-led 

pricing decline is already a part of the FY16 base portfolio realisations of most 

companies. 

Medium to longer term greater challenges…: Our analysis suggests that 

companies within our coverage universe will need to add c.USD3bn(over next 

3years) in new sales, assuming a 10% pricing erosion YoY in existing drug 

portfolios to preserve historical growth rates. Short-term plugs such as in-licensing 

compounds, acquiring brands and technology platforms have run their course.  

… and the burden of greater investments: As highlighted in later sections, one 

of the most established trends in the past few quarters has been management 

commentaries, indicating higher R&D spends. Our evaluation of flagship R&D 

programmes of Indian companies indicates that the road ahead is long and 

arduous. Heightened regulatory standards are also driving greater automation and 

diversification of manufacturing facilities. 

Thus, a new regime: Given the burden of greater investments in R&D as well as 

CAPEX (see exhibits 5 to 7), we do not expect return ratios to revert to historical 

peaks. While an interim trough might be in place on a favourable profitability base, 

the longer term return picture stays hostage to R&D productivity—a challenge 

much larger global peers struggle hard to overcome. 

Reflected in our stock preferences: Our stock preferences, therefore, are heavily 

skewed in favour of companies with: 1) diversified business model, (relatively low 

reliance on US geography), 2) lack of profit concentration in few products, and 3) 

manageable bases in developed markets (sub USD300mn US base).The only 

exception we make to the broad rules set to determine our buy list is Sun Pharma, 

wherein we think medium-term probability of upside surprises is significantly high. 

Our top SELL idea in the large cap pharma space is Dr.Reddy’s, where we think 

investors are seriously underestimating the intensity of challenges that the 

company will have to face in the next 24 months; our top buy idea in the space is 

Cipla, where we see a gradual, but sustained earnings uptick from this year. In the 

mid-cap space our preferences are Torrent and Alembic, where we think structural 

drivers are in place to drive significant US growth. 
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Target price and recommendations 

Companies TP Recommendation

Sun Pharma 850 Buy

Lupin 1,750 Buy

Dr. Reddy 2,770 Sell

Cipla 575 Buy

Cadila 350 Buy

Torrent 1,660 Buy

Alembic Pharma 700 Buy

Ipca 550 Buy

Jubilant Pharma 450 Buy
 

Source: JM Financial 
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Beginning of a new regime 

Given the sharp underperformance for the Pharma sector in the recent past, (-

5.1% absolute and -9.4% vs. the Nifty YTD), investor attention has rightly turned to 

fundamental questions, which were largely ignored courtesy a seven-year strong 

virtuous earnings cycle. While the near- to medium-term operational metrics have 

been impacted by: 1) lack of approval momentum in the US, 2) delay in critical 

regulatory resolution of key facilities, 3) channel consolidation impact, and 4) EM 

currency and economic volatility, we highlight that the emphasis on sustainable 

earnings driver, robust base businesses, deep product pipelines and long-term 

R&D initiatives is fundamentally altering the return profile (both quantitative as 

well as qualitative for the sector). 

Exhibit 1. Multiples and premiums have contracted from Jan’15 peaks 

 

Source: Bloomberg 

Questions investors are asking: 

1) Is the current correction beginning of a five-year de-rating cycle?                     

2) Is the heightened regulatory scrutiny materially going to impede Indian 

pharma companies’ ability to compete in the global generic arena? 

3) Will Indian pharma companies be successful in tweaking their business 

models and move toward innovation?  

4) Does generic pricing pressure imply a prolonged cycle of revenue decline?  

5) Is the differential in valuations with global peers justified? 

What’s weighing on the industry’s mind, how are 

they tackling it? 

The low-hanging fruit in the form of the US patent cliff is contracting with 

>USD120bn of drugs gone off-patent since 2009 and c.USD55bn remaining for 

the next three years (including biologics). Indian regulatory action has been 

adverse from a pricing realisation standpoint. Working capital cycles and currency 

volatility is reducing the appeal of the EM generic markets. Multiple conversations 

with different industry participants, regulatory heads (quality personnel)/R&D 

heads (scientists), distributors and others throw up six interesting takeaways: 

1) Regulatory interventions in the past 18–24 months are driving heavy degree 

of automation and reduction of workforce 

2) Bracing for the fact that the massive increase in R&D budgets potentially runs 

the risk of a longer gestation investment cycle 

3) A lot of product pipeline acquisitions over rate the commercial potential, and 

hence the possibility of disappointments in the long term  

4) Leave transformation of business models, even tinkering marginally in favour 

of innovation, is proving to be an arduous task for the industry 

5) The Indian formulation (domestic) profit pool is under serious regulatory 

threat 

6) Currency volatility is forcing Indian companies to defocus on oil exporter 

markets (an extremely attractive market from the long-term perspective) 

  

Near- to medium-term 

operational metrics impacted 

by approval momentum, 

regulatory concerns, channel 

consolidation and EM 

currency volatility have 

troughed 

 

In the longer term, however, 

the industry and investors 

have to brace for moderate 

return expectations, in light 

of the investment intensity 

of future growth 
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A different regime but opportunities exist: 

As a consequence of the above challenges the return profile for pharma 

companies will undergo mean reversion. Return ratios peaked in FY14 and have 

significantly moved southwards from then. Given the burden of greater 

investments in R&D as well as CAPEX (Exhibits 5 to7), we do not expect return 

ratios to revert to historical peaks. While an interim trough might be in place on 

account of a favourable profitability base, the longer term return picture stays 

hostage to R&D productivity—a challenge much larger global peers struggle hard 

to overcome. 

However, from current levels we expect return metrics to improve as: 1) R&D 

investments from FY11–FY13 start contributing to incremental growth, 2) one-off 

acquisition costs start getting behind the companies, 3) channel consolidation 

impact is already a part of current realisations, and 4) pickup in new approvals 

from the critical regulatory resolution of key facilities. 

 

Exhibit 2. RoE and EPS growth trends 

FY12–16 RoEs …expected to go up but not up to historical peaks 

 
 

Source: Company, JM Financial 

 

Exhibit 3. RoCE trends 

FY12–16 ROCEs on the decline …expected to move up not crossing historical peaks 

  

Source: Company, JM Financial 

 

  

Greater burden of R&D and 

capex has led to a fall in 

return ratios; while these are 

expected to move up from 

FY16–18, we do not expect 

historical peaks to be 

restored 



India Pharma 9 July 2016 

 

JM Financial Institutional Securities Limited Page 5 

 

We remain selectively constructive 

The BSE Healthcare Index has underperformed the BSE Sensex for the first time in 

the past 7 year/s; notwithstanding strong absolute performance for the broader 

markets. While we think that historical multiples for the sector are unlikely to get 

restored in the medium term, we retain our overweight stance on the sector on 

structural factors such as: 1) increasing tilt toward generics (higher technology 

platforms) in the developed markets; 2) strong domestic formulation growth on 

improving socio-economic indicators and limited impact of NPPA action so far this 

year; 3) distress in big pharma companies ensuring that Indian pharma remains 

an important part of the global pharma sector’s emerging market strategy, as 

reflected in supply agreements and transactions in the space; and 4) competency 

build up in niche areas such as biosimilars, reinforcing the confidence in the long-

term product pipeline. 

We believe that most of the operational metrics have an interim trough in place 

due to: 1) restoration of approval momentum in the US, 2) regulatory resolution 

of key facilities, 3) channel consolidation impact, and 4) EM currency & economic 

volatility, our stock preferences stay hostage to a diversified business model, 

(relatively low reliance on US geography), and lack of profit concentration in few 

products & manageable bases (sub USD300mn US base).  

For this reason, our target multiples are significantly below the Jun’15 historical 

highs. While in the recent history the returns have been a combination of multiple 

expansion as well as earnings growth, we see future returns to be largely in line 

with earnings growth. The return performance should therefore broadly mirror    

earnings growth. 

Exhibit 4. P/E and EPS CAGR 

 

Source: Company, JM Financial 

Torrent’s and Alembic’s earnings decline on account of exceptional gAbilify-driven performance in FY16 

  

We retain our overweight stance 

on the sector on the increased 

tilt towards generics, strong 

domestic formulation growth, 

distress in big pharma and 

competency build up in niche 

areas 

Our top SELL idea in the 

large cap pharma space is 

Dr.Reddy’s and our top buy 

idea in the space is Cipla, 

where we see a gradual, but 

sustained earnings uptick 

from this year. In the mid-

cap space our preferences 

are Torrent and Alembic, 

where we think structural 

drivers are in place to drive 

significant US growth 

Our stock preferences stay 

hostage to the diversified 

business model, (relatively 

low reliance on US 

geography), lack of profit 

concentration in few products 

and manageable bases (sub 

USD300mn US base); the only 

exception is Sun Pharma 

where we think the base reset  

is largely done and well-

captured in the stock price 

Torrent and Alembic look 

like outliers because for the 

preceding year the growth 

was exceptionally strong in 

the preceding year (Torrent 

FY16 (130%). FY16-FY19 EPS 

growth rate is c22%) 
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Redefined opportunity set + mixed M&A track 

record = Burden on R&D productivity  

 Indian generic companies were major beneficiaries of the patent cliff in the US 

market, which helped them accelerate growth. Cumulative sales of all brands 

facing the first generic competition in a given year went up sharply between 

2006 and 2014; they began tapering off from there on. Exclusivity revenue 

loss due to pricing erosion and moderation in the number of drugs losing 

patent protection relative to recent history are adverse growth dynamics for 

the industry.  

 

 Residual opportunity set for the industry comprises advanced drug delivery 

systems and technologically complex high-entry barrier products to 

manufacture biosimilars. The competency spread across the industry in these 

areas is uneven.  

 

 Big ticket acquisitions from frontline Indian companies are taking longer to 

turn accretive. The mixed track record of acquisitions for both Gavis and 

Ranbaxy suggests that the companies cannot just buy their way out to 

compensate for low investments in R&D.  

 

 Consequently, companies have been making an effort to plug pipeline gaps by 

accelerating R&D investments, which in our view is a tad late. Given the 

increasing complexity of residual opportunities, these investments tend to be 

return dilutive in the short to medium term. Competency build up in areas 

where there are higher bars in terms of complexity (specialty, biologics and 

NDDS) are likely to be longer gestation. Therefore, we refrain from giving 

explicit value of R&D investments to companies just yet. 

 

Exhibit 5. R&D spends on the rise 

Growth in R&D spend over FY11-16 R&D (as a % of sales)  

 
 

Source: Company, JM Financial 

  

Increased R&D investments 

are likely to remain dilutive 

in the short to medium term 

and we refrain to give high 

value to R&D investments 

just yet; R&D investments 

are the cost of doing 

business and do not 

necessarily deserve explicit 

values 
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Exhibit 6. Capex trends 

 

Source: JM Financial 

How has the R&D and capex outlook evolved? 
 

Exhibit 7. R&D outlook 

 

Source: Company, JM Financial 

 

 

Exhibit 8. Capex outlook 

 

Source: Company, JM Financial 
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Alembic Cadila Cipla Dr
Reddy's

Ipca Lupin Sun
Pharma

Torrent

FY12

FY16

FY18

Capex spends 
expected to go 
up in the same 
range

For FY16 For FY17

Alembic 7% to 8% of sales for '16 and '17 onw ards

R&D cost in absolute terms as w ell as in percentage of sales 

is expected to go up in FY 17. R&D cost is expected to be 

14%- 15% of sales

Cipla

For the next three years,

R&D expense can be seen in the 6% to 8% 

kind of range 8-8.5% in the comng year

Cadila Will remain in the range of 6-7% of sales

R&D cost w ould remain betw een 7%

and 8%

Dr Reddy R&D % w il remain same (11%) 11-12% of sales. May go beyond 12%

Lupin 10% of sales for FY16 Somew here betw een 12% and 15% for the FY 2017 period. 

Sun Range 6% to 8%. 9% of sales

Torrent not given 8% of sales

IPCA 4% of sales 4-5% of sales

Glenmark 10% 11% of sales

Aurobindo 3-4% of sales 4-4.5% of sales

Management commentary on R&D

For FY16 For FY17

Alembic

Expected to be larger than 14-15 (~Rs160 

cr)

We are building our new  facility for

onco injectables, onco oral tablets. Lot of CAPEX plans 

depends on how  R&D program progresses, w hat kind of 

f iling calendar w e have for ourselves, w hat kind of 

completion of facility w e w ill need. CAPEX w ill be much 

higher than FY15 figure of Rs300cr

Cipla

CapEx spend to increase to 8% of sales to 

help us add capacity for the increased 

sales trajectory. Similar to current FY (8% of sales)

Cadila Rs550 cr expected for FY16 No guidance given

Dr Reddy No guidance given Rs12bn

Lupin No guidance given

The run rate in the past is close to about INR 10bn, but next 

year w e're looking at a substantially higher amount.

Sun No guidance given

We expect to see continuation of past trends. While w e are 

rationalizing our manufacturing netw ork to ensure that w e 

have more meaningful size and appropriately located 

facilities, w e also continue to invest in additional capacity, 

particularly for specif ic products or for specif ic markets. So, 

w e expect higher CapEx over the next tw o years.

Torrent

Over the next tw o, three years, w e w ould 

be spending, not more than Rs2-2.5bn on 

Capex 

On a tw o year to three year basis, the total CapEx w e are 

looking at is around INR 15bn - about INR 4-5bn annualy

IPCA Rs 2.5bn each year for the next 2 years No guidance given

Glenmark Rs6bn Rs 7bn

Aurobindo Rs 8bn Rs 5bn

Management commentary on Capex

At a cumulative level, 

companies in our coverage 

universe are now guiding to 

accumulative increase in R&D 

by 2.0x and capex by 1.5x over 

FY16 

 

Capex increase to address 

supply bottlenecks, 

automation and diversification 

of manufacturing facilities to 

mitigate regulatory risk 

 

We saw a marked upping of 

R&D budgets in the past year. 
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EM opportunities can be meaningful & report 

cyclical trough, but given currency volatility 

companies are unlikely to expose them  

 

 Background: Few large-cap Indian pharma companies, barring Torrent, 

Glenmark and Cadila, have presence in the LatAm markets and that too 

mainly in Brazil. These companies also generate <8% revenues from LatAm 

(except Torrent, which generates c.13% of its total revenues from Brazil). In 

2012, India’s share of drugs and pharmaceutical products export to the 

LatAm region was c.6% compared to 30–60% in the US. Some major issues in 

LatAm are the long durations for product registrations and import licences.  

 Key drivers in place for sustained growth: a) Governments in countries 

such as Brazil and Mexico have mandated the use of bio-equivalent drugs and 

are phasing out similar medicines. Given that Indian companies supply close 

to 40% of US generics imports, they are well placed to tap the opportunity, b)  

USD60bn LatAm pharma is expected to grow 12–15% in the coming years. 

Also, a large part of the market is branded generics, which places Indian 

pharma companies at an inherent advantage, c) Torrent and Dr.Reddy’s have 

already reported exceptional results from these markets and are optimistic on 

growth prospects. Recently, Argentina included India on the list of countries 

that can supply medicines to it. In 2012–13, India sold USD45mn worth of 

bulk drugs to Argentina in a market, which is valued between USD6–8bn and 

can potentially expand to USD15bn by 2020. An article in Economic Times 

(dated 25Aug2015) quoted Arvind Vasudeva, Aurobindo Pharma's 

Formulations Business Chief Executive, as saying, "We need to wait for the 

kind of regulations Argentina will come out with and the time it would 

consume for product registrations. At present, it takes 24–30 months in 

Mexico and 4–7 years in Brazil for product registrations and approvals." 

 Our view: Long-term play, short-term headwinds a hindrance but may 

provide opportunistic buying opportunities: We see Indian pharma 

companies warming up to the fast-growing region, now that Torrent, 

Dr.Reddy’s and Cadila have started delivering. With an ageing population, 

expanding economies, stable employment and improving regulations, we 

foresee increasing deals in Brazil and Mexico. However, declining crude prices 

may play a spoiler in the short-term realisations, since many economies are 

directly linked to crude. Conversely, with a possibility of currency 

depreciation some assets may become an attractive buy. 

  Management confident on long-term growth prospects: Given the medium 

term attractive potential of the market, most companies are reluctant to exit 

these markets, yet at the same time are risk mitigating by trimming their 

absolute exposure. Conversations with managements indicate while Russia 

has stabilized, Venezuela situation poses some risks. This will continue to 

weigh down on a near –medium term earnings momentum 

Exhibit 9. Geographic exposure of Indian pharma companies 

 

Source: JM Financial 

Brazil/LatAmRussia/CIS South Africa Other EMs Total EM US EU India Otherŝ

fx movement YTD -26% -10% -12% 6% -3%

fx movement: 2Q16 vs. 2Q15 -29% -38% -10% 7% -11%

Sun Pharma <2% 2% <2% ~10% 14% 47% 3% 30% 6%

Lupin n/a n/a 3% n/a ~15% 38% 3% 33% 11%

Dr. Reddy's 7% 9% <2% <3% ~20% 51% 6% 16% 7%

Cipla <3% <3% 14% 10-12%* 29% 8% 5% 45% 13%

Cadila 3% n/a <2% 5% 9% 39% 3% 37% 12%

Torrent 12% <5% n/a <2% 20% 20% 17% 37% 6%

Ipca n/a 5% n/a 18% 23% 9% 21% 42% 5%

Dr. Reddy’s and Torrent are at 

risk from currency 

depreciation in LatAm and 

Russia. Outside of our 

coverage universe Glenmark 

has been most aggressive 

with its EM strategy. Cipla has 

the highest EM exposure 

though not to oil exporters 

where currency devaluation is 

muted 
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FDA regulatory actions: Sifting through the noise 

Regulatory actions by the FDA—Form 483s and warning letters—have acted as a 

speed breaker to the Indian Pharma sector growth, leading to a de-rating (from 

26x to 20x) in the past 18 months. In our view, the worst of the regulatory 

actions is behind us. While there will be a further de-rating in case of import 

alerts, our analysis of key 483s/WLs lead us to believe that an import alert seems 

unlikely for Sun Pharma and Cadila, while Alembic Pharma and Natco’s Form 483 

observations look benign.  

While we agree that the Indian pharma companies’ conversion from Form 483 to a 

WL has gone up over the years (from c.4% in 2012 to c.7–8% in 2015 vs. the 

global average of 3%), we caution investors to evaluate FDA actions on a 

standalone basis, i.e., company-wise and not read it as a sector-wide issue. 

Although the number of warning letters has gone up, we point out that the 

proportion of NAIs (to total number of inspections) has been more or less 

constant (30–35%).  

We point out that increased Form 483s is due to: a) increasing number of 

inspections as GDUFA mandates an inspection every two years; b) second highest 

number of approved API and formulation plants outside the US; c) India being the 

highest ANDA approval recipient and the second highest contributor to the US 

generics market.  

 Form 483 is not an indictment: Form 483 is not an indication of non-

compliance and is just a list of observations and in majority of cases do not 

progress to an import alert or warning letter. 

Exhibit 10. Inspection summary of Indian sites 

 

Source: US FDA 

 Companies have not turned non-compliant overnight: As the above table 

indicates, there is no clear trend of either voluntary action indicated (VAI) or 

official action indicated observation of the FDA increasing over the years until 

2015. While the share of warning letters of Indian companies seem to have 

gone up in 2015, we note that India’s increasing contribution to the US could 

be one of the reasons for heightened scrutiny. As we have highlighted in “Are 

Form 483s/WLs as serious as they sound?” section, this is not a systemic risk 

and rather companies should be evaluated on an individual basis. Several of 

the procedural observations raised were previously deemed acceptable by the 

FDA, as our talks with the management indicate.  

In the past eight years, there have been only six instances of Indian 

companies receiving import alerts—Ipca’s three plants got in Feb’15, Sun’s 

Karkhadi in Mar’14, Dr.Reddy’s Mexican unit and Aurobindo Pharma in 2011. 

Unlike Ipca and Sun, Dr.Reddy’s and Aurobindo managed to have their import 

alerts lifted in 15–24 months. 

  

2010 2011 2012 2013 2014 2015

NAI 9 36 40 36 29 48

VAI 29 59 76 58 45 95

OAI 6 6 6 18 23 9

NAI 20% 36% 33% 32% 30% 32%

VAI 66% 58% 62% 52% 46% 63%

OAI 14% 6% 5% 16% 24% 6%

No meaningful quantitative 

deviation from historical 

trends ; beyond what has been 

observed historically 

Qualitatively seeing higher 

proportion of violations 

getting classified as Data 
integrity .Management 

Response has been that 
classification changes in 

terms of SOP’s is responsible. 
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Exhibit 11. Warning letter to Indian companies 

Warning letter issued by the FDA 
Proportion of Indian WLs 

  

Source: US FDA 

 India is the second largest exporter of medicines: The number of foreign 

entities supplying to the US has gone up in the past three years, while the 

number of registered domestic US firms has remained flat. After China, India 

has the highest number of FDA-approved API and formulation plants. India 

accounts for c.1/4th of medicines (in Rx terms), has 40% of ANDA approvals, 

is the highest ANDA filer and second largest exporter. Given that the US 

generic industry is dependent on Indian generics, increased expansion is not 

really a surprise 

Exhibit 12. FDA-approved plants 

Number of foreign approved plants on the rise… 
…which has given rise to higher budgetary allocation to foreign plant inspections 

  

Source: US FDA 
 

Exhibit 13. FDA-approved plants by region 

API plants 
 

  

Source: US FDA 
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Are Form 483s/WLs as serious as they sound? 

The severity of Form 483s and warning letters is different across 

companies/plants, and thus should be evaluated on an individual company level. 

While there is no specific timeline for closing out the warning, companies take 

anywhere between 12-30 monthsto sort out the regulatory issues. 

Our assessment of FDA observations indicates that Sun’s warning letter and 

Alembic’s Form 483 are relatively benign with no data integrity issues; a faster 

turnaround is likely. On the other hand, Dr.Reddy’s warning letter—Ipca’s import 

alert—is of a more serious nature, as they point toward systemic issues, which 

require a global remediation plant.  

 

In this section, we evaluate the Form 483 and warning letters of companies 

under our coverage. 

 

Sun Pharma—at the cusp of recovery: While the warning letter was largely 

unexpected, the contents were largely in line with Form 483, and thus there was 

no need for a time-consuming third-party audit. At the time of the warning letter 

in December, Sun had guided to a 12-month resolution timeline; we expect Sun 

to meet those timelines. According to the company, the WL was driven by 

inadequate communication rather than gaps in remediation or lack of 

implementation.  

 

Exhibit 14. Sun’s Halol plant key observations (Form 483) 

 

Source: FDA, JM Financial 

 

Most of the adverse news flow around regulatory incidents peaked around the 

time frame when ask rates for new product launches to maintain growth 

momentum was very high, thereby overstating the impact on operational 

performance. The margin of error in terms of product launch timelines was low 

for most companies was low given high base profit concentration and non-

recurring opportunities as part of the base number. 

 

The point to note is that while non-compliant nature of critical  facilities lead to 

crucial misses for those, the unintended beneficiaries of these misses were again 

Indian companies like Torrent & Alembic who were able to take advantage of a 

benign competitive regime in key products like Cymbalta, Abilify & Nexium 

  

Observations JM view

Chances of an import alert low as no data integrity issue. However 

since procedure lapses are severe, remediation timelines can 

stretch upto 15-18 months and the plant can be cleared post a re-

inspection. An OAI is as good as warning letter

Injectables unit - Key observations Most observations are related to aseptic procedures

 - Aseptic processing is not defined within a standard operating 

procedure

 - Contaminated vials are rejected without an assignable cause

 - For the production equipment, there is no document to describe 

responsibilities of system administrators. There is neither a record to 

document the individuals who have access to production equipment, nor 

procedures to document which personnel are given access to the 

production equipment.

 - Building is not in a good state of repair

Solid dosage unit - Key observations

 - Lack of documentation of alarm events

 - No corrective action plan for previous 2 recalls (metformin er and 

venlafaxine er)

 - Blister pack: SOP contains language that allows resue of rejected 

blister packs

Quality control lab - Key observations

 - Investigations of an unexplained discrepancy or failure of a batch to 

meet any of its specifications did not extend to other batches of the 

same drug product

 - Written procedures for cleaning and maintenance are not exhaustive

 - Warehousing procedures are not followed

 - Sterility test method for sterile gloves and the bacterial endotoxin test 

method for stoppers were not validated

We believe that injectable unit observations are the most serious of 

the lot but do not point out to data integrity. However, FDA will 

have the maximum reservations on accessibility of personnel to 

equipments which raise the possibility of manipulation. However, 

most of the problems in our view can be remediated though it will 

require a reinspection to satisfy the FDA.

Lack of documentation is a common occurrence among 

companies which get a Form 483. The major concern is lack of 

corrective action to previous recalls. Other observations are 

relatively benign, in our view

Mostly procedural in nature. However, it indicates laxity on the 

company's part. While not serious enoughto warrant an import 

alert, FDA would require several changes to SOPs before clearing 

the plant as quality control measures need to improve perceptibly

We prefer a methodology where 

all regulatory escalations are 

understood on a case to case 

basis… 

Observations are benign 

compared to what seen in Ipca, 

Dr.Reddy’s and Cipla… 
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Exhibit 15. Sun’s Halol plant key observations (Warning letter) 

 

Source: FDA, JM Financial 

 
Sun Pharma received a warning letter for its Halol plant following the inspection 

and subsequent Form483 in Sep’14. In Nov’15, it had disclosed that it had 

received an OAI (Official Action Indicated) for Halol. 

 

While the warning letter is definitely a setback to Sun’s recovery efforts in the US, 

we see no major incremental negative to earnings estimates following the 

warning letter issuance as a) Halol shipments have troughed out to ~$100-

120m/qtr,. Reliance on Halol is therefore limited to FY18 injectable filings. 

Management guidance of remediation in less than 12-15 months looks 

conservative 

  

Observation Warning letter observations JM view

Halol facility

1

Failure to establish and follow appropriate 

written procedures that are designed to 

prevent microbiological contamination of drug 

products purporting to be sterile, and that 

include validation of all aseptic and 

sterilisation processes

Among all observations this looks the most serious in our view as: a) FDA 

reviews potential contamination issues strongly, and b) Non-submission of 

relevant study results after committing to it in their Form 483 response. The 

first observation dealt with lack of smoke studies and while not serious enough 

in itself, Sun had committed to conduct studies by Nov'14 but had not 

submitted a revised smoke test of new study. The second observation - 

rejected vials during media fills without written justification - is more benign. 

Here the FDA is looking for reasons for rejection and has not pointed to any 

actual contamination. In our view, FDA has not been completely satisfied with 

the communication and hence has asked for a detailed risk assessment plan

2

Failure to maintain floors, walls, and ceilings 

of smooth, hard surfaces that are easily 

cleanable in aseptic processing areas

While leaks in parenteral manufacturing look serious, FDA acknowledged that 

the Engineering Department had investigated it. Sun's response seems to be 

proper and the only aspect not covered was retrospective assessment of 

environmental control, which in our view is addressable 

3

Failure to investigate any unexplained 

discrepancy or failure of a batch or any of its 

components to meet any of its specifications 

whether or not the batch has already been 

distributed

These observations are common across 483s received by other companies. 

Note that FDA mentioned that impurity levels were within specification limits 

and has pulled up the company for failure to investigate. Nowhere has it 

mentioned substandard products reaching the market. FDA has asked Sun to 

provide progress report on the efforts (implicitly acknowledging Sun's 

remediation efforts)

4

Firm failed to establish and document the 

accuracy, sensitivity, specificity and 

reproducibility of test methods employed by 

the firm

FDA has acknowledged that Sun completed supplemental validation for tablets. 

However, it was unsatisfied with chromatographic tests and response was 

classified inadequate. This in our view indicates failure on Sun's part to improve 

existing methods. However, there have been no reports of the outcome of 

analytical testing method leading to wrong data output

5

Failure to routinely calibrate, inspect, or check 

according to a written programme designed to 

assure proper performance and to maintain 

adequate written records of calibration checks 

and inspections of automatic, mechanical, or 

electronic equipment, including computers

Sun was using an unvalidated and unqualified data acquisition unit to monitor 

temperature in microbiological incubation rooms. While it is a serious lapse, 

FDA has acknowledged the corrective action and will re-inspect and verify

6

 Failure to establish appropriate controls over 

computers and related systems to assure that 

changes in master production and control 

records or other records are instituted only by 

authorised personnel 

Potentially the most serious observation considering this raises question on 

data integrity. There is no audit trail, since the login is shared. However, the 

FDA has not raised actual data integrity issues, only pointed toward the lack of 

control. It has asked Sun to identify personnel performing specific activities.
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Dr.Reddy’s—a long drawn out process: As per our assessment, Dr.Reddy’s 

warning letter is the most serious among peers (Sun and Cadila). Unlike Sun 

Pharma, there were new observations in the warning letter, which included tests 

conducted in undisclosed laboratories, discrepancies in responses at different 

points in time and serious document control lapses. We see these issues as 

systemic issues, wherein a global correction plan could take 18–24 months. 

While Dr.Reddy’s reportedly has completed c.90% of remediation and is seeking a 

meeting with the FDA, we see at least 9–12 months before full remediation takes 

effect. 

 

 

Exhibit 16. Dr.Reddy’s plants’ key observations 

 

Source: FDA, JM Financial 

 

 

  

Observation Warning letter observations JM view

Srikakulam facility

1
Failure to maintain complete data derived from 

all laboratory tests

Reporting only successful results on retesting is a serious violation, but not 

uncommon. However, the more serious violation is conducting tests in 

laboratories, which was undisclosed to the FDA; the resulting APIs were 

shipped to the US through 2012.

2

Failure to prevent unauthorised access or 

changes to data, and to provide adequate 

controls to prevent omission of data

Severe observation. Dr.Reddy's HPLC systems lack basic security where 

credentials cannot be verified and there are no checks to ensure data integrity 

and no way to verify if the data was altered or deleted. Further, extended 

investigations were categorised as non-CGMP activities, which according to 

the FDA was within the purview of GMP

3
Failure to record activities at the time they are 

performed

Benign observation. Dr.Reddy's had acknowledged the issue in its December 

response. This indicates laxity on Dr.Reddy's part, but not data falsifying. We 

see Dr.Reddy's responding with a proper process plan

4

Failure to control the issuance, revision, 

superseding and withdrawal of all documents 

with maintenance of revision histories

Indicates serious lapse in document control. We note the serious view the FDA 

has taken of a manufacturing employee in possession of quality stamp. Given 

that it is a systemic error, FDA will be satisfied with only a detailed control 

process

Miryalguda facility

1

Failure to adequately investigate out-of-

specification results and implement 

appropriate corrective actions

The observations by themselves are not severe, i.e., do not indicate any 

integrity issue. However, Dr.Reddy's has so far been unable to pinpoint a 

solution to tackle the relatively higher impurity rate, on which the resolution is 

dependant on.

2
Failure to maintain all quality-related 

documents appropriately

Benign observation. Photocopying of labels was in contravention of SOP. 

However, FDA only requires procedures to reconcile label quantities to ensure 

that correct labels are used.

3
Failure to prevent unauthorised access or 

changes to data

Serious observation. There have been discrepancies in Dr.Reddy's responses 

of May and September. The former included an admission that three API 

batches were released by QC analyst (non-SOP), but were an isolated incident 

while the September response indicated no such deviation. Technical issues 

like SAP system reconfiguration and improvements have a relatively lower 

hurdle rate to succeed.

4
Failure to identify storage containers for 

intermediates in batch production records

Control rather than quality or integrity issue. Should be a quick remediation 

process as Dr.Reddy's has already revised its batch records and FDA only 

requires data to show that intermediates quality is not affected by the bags.

Duvvada facility

1

Failure to investigate discrepancy of batch 

components on any of its specifications, 

irrespective of batch being distributed

Case of negligence. Manual interventions can compromise sterility of product, 

however with proper automation practices and training it can be remediated. 

FDA is likely to take a serious view of the process, i.e., despite informing the 

mgmt of malfunctions, it failed to intervene or file a formal complaint and 

allowed the filling process to go uninterrupted. This is a repeated violation and 

the company will have to come up with a fool-proof process to ensure that 

sterility is not compromised.

2

Did not follow procedures to prevent 

microbiological contamination, incl. validation 

of aseptic sterilisation process

A repeat violation (from Oct'08) where there was no written procedure to prevent 

microbiological contamination. On the other hand, Dr.Reddy's failure to include 

reasons for rejections is more procedural. The company needs to provide 

revised criteria for this.

3
Inadequate written procedures for production 

and process control

FDA has raised questions on visual inspections procedures and training. This 

in our view can be resolved with proper training and implementation of protocol.

Srikakulam is a critical facility as 

it acts as feeder plant for 

formulation units 

Different responses to the same 

issues are a matter of concern 
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Alembic Pharma—no cause for alarm: The four observations received by 

Alembic Pharma’s Panelav formulation unit seem moderate in nature and the 

remediation measures should be executed within 6–9 months (#1 and #2 being 

the most benign in nature), in our view. Unlike some peers, we note no data 

integrity issues and most observations relate to procedural non-compliance 

rather than being systemic in nature. Given that Panelav is the only FDA-

approved formulation plant, the impact of regulatory escalation will be more 

acute on Alembic Pharma vis-à-vis its larger peers. 

 

Exhibit 17. Alembic Pharma’s Panelav formulation plant key observations 

 

Source: FDA, JM Financial 

 

  

1

Responsibilities and procedures applicable 

to the quality control unit are not fully 

followed

Moderate

The observations do not allude to actual quality deficiency or lack of SOP, 

but failure to adhere to written procedures. Specific issues like material 

used to prevent vibration are not being evaluated (which could potentially 

impact quality) reflect an oversight rather than willful negligence, in our view.

2

Written production and process control 

procedures are not documented at time of 

performance

Moderate

Prima facie, it looks like a serious observation, but FDA has pointed only 

one specific instance, wherein the operator initialled the 'Checked by' 

column, when the previous test was still in progress. "Not documenting 

records contemporaneously as activities are completed" indicates a 

specific instance rather than a systemic issue (something like "no proper 

records kept" indicate a more systemic issue).

3

Procedures designed to prevent 

objectionable microorganisms in drug 

products not required to be sterile are not 

established, written and followed

Serious

FDA has pointed out 3 instances, 2 of which are potentially serious, in our 

view. According to FDA, there are no sufficient measures to ensure 

absence of  air bubbles for plates under incubation, nor any data to support 

accuracy and sensitivity of test method. Similarly, there were no controls in 

place to prevent microorganisms during instances like pipe leaks.

4

Failure to review unexplained discrepancy 

and failure of batch/components to meet 

specifications whether the batch has been 

already distributed or not

Moderate-to-serious

These observations are common across 483s received by other companies. 

While the observation by itself looks serious, specific instances do not 

indicate data integrity or laxity. None of observations point toward sub-

standard products, contamination and more, but point towards lack of 

preventive measures, which could potentially impact product quality. 

Several of these can be remediated by employee retraining. Metal detection 

in one batch of tablets is a pretty serious issue, but the lot was rejected; 

FDA has pointed out that preventive actions weren't taken and not on 

existing/shipped batches. Similarly, FDA has pointed out no investigations 

were conducted on rejected bottles, which failed at checkweigher; this 

observation was possibly on account of 20 complaints in the past 13 

months regarding bottles with missing pills.

Observations are classified as benign, moderate, serious and severe in increasing order of severity

No indication of systemic issue… 

no data integrity observations 

Management view: Observations 

are benign and have already 

started addressing FDA concerns 

Do not expect any impact either 

on existing products or future 

approvals 
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Cipla—on middle ground: While 4 out of 9 observations look material, we see a 

low probability of an import alert as: a) there are no data integrity issues, b) 

observations are benign compared to Form 483s being issued for peer group 

companies such as Dr.Reddy’s (no observations like incomplete lab records, 

weak process validation or insufficient data control) and Ipca (falsifying records 

at Ratlam), and c) recall (Class III) already initiated in May after out-of-

specification investigation; thus, risk is limited.  

 

However, the possibility of a warning letter is contingent on FDA being satisfied 

with Cipla’s responses and implementation of the communicated remediation 

plan. 

 

Exhibit 18. Cipla’s Indore plant key observations 

 

Source: FDA, JM Financial 

 

  

Observation Nature of observation FDA comments JMF view

Criticality 

quotient

1

Quality control - lacks 

authority to review 

production records

Out-of-specification investigation on 

investigation of 1 levalbuterol 0.31mg/3ml 

(1 batch recalled in May'15) did not 

extend to 0.63mg/3ml. 

Does not look a critical observation per se, but indicates laxity on 

Cipla's behalf, which the FDA may take seriously. FDA's contention is 

toward prevention (since investigation following batch recall did not 

extend to other strengths) and points out that follow-up investigation is 

weak. Note that there are no issues with quality of instruments, 

Failure in recording leakages and other 

problems

2
Procedural - Batch 

review

Microbial growth seen on 14th day in vials 

but no revalidation done

Looks a serious observation as FDA tone indicates laxity on Cipla's 

part.
7

3

Procedural - to prevent 

microbiological 

contamination, there is 

no validation of 

sterilisation process

Firm lacks written procedure for aseptic 

filling operations, worst case situation like 

manual employee interventions etc., not 

taken into account

Critical observation as microbiological contamination will be viewed 

seriously. However, there have been no specific instances quoted.
6

4 Qualification

Qualification records were deficient in 

critical process parameters. These may 

have impact on product sterility.

A potentially serious observation since FDA pinpointed a specific case 

of pinholes in vials. Note FDA's contention is specific to lack of 

specifications, which could affect sterility and this has led to improper 

filling. In the worst case scenario, this may potentially trigger a recall of 

levalbuterol, the probability of seems low, since FDA has worded it as 

"may have product sterility impact".

4

5

Facility & equipment - 

aseptic processing 

areas deficient in on 

system for monitoring 

environmental 

conditions

Lack of differential pressure monitoring in 

cleanrooms where sterile solutions are 

filled

Strictly an observation that best case practices are not followed. This, 

in our view, is more a case of lack of employee training rather than 

wilful negligence. FDA could, however, take a serious view here given 

that contaminations risk is high here. Also, FDA's observation of 

inadequate trending seems relevant since this usually occurs when 

companies readily accept all favourable data. Note that FDA has not 

identified any lab errors (sampling, dilution and more) and has made no 

Passive air monitoring in aseptic system 

area

Lack of environmental monitoring trending 

of data from personnel

Inadequate trending for microbiology 

testing data where trending of 

microbiological results was completed 7 

months after reporting period

6

Separate areas to 

prevent 

contaminations/mix-ups 

deficient

Contamination risk in storage and 

transport of sterilised primary packaging 

materials inside ISO7 room

While these issues can be resolved by proper training, automisation 

and following established practices, this could potentially restrict future 

shipments. Note, the FDA has not specifically observed any 

contaminations but observed that proper practices were not followed

Contamination risk in transporting primary 

packaging materials across rooms

7

Aseptic processing 

areas fall short on 

system for cleaning and 

disinfecting the 

equipment to produce 

aseptic conditions

Equipment cleaning methodology not 

validated

Although it’s a non-GMP practice, again its a case of lack of employee 

training which should be rectified with proper  training.
3

8

Lab controls do not 

include establishment of 

scientifically sound and 

appropriate test 

procedures designed to 

assure that 

components, in-process 

materials, and drug 

products conform to 

appropriate standards

Chromatograms submitted for product 

approvals showed inconsistency and had 

the potential to alter the test results

While  data reliability can be challenged as a consequence of this 

observation, this can go either way as the benefit of doubt on a 

procedural lapse can be given to the company too.

7

9

Procedures - not written 

to prevent 

microbiological 

contamination

No SOPs in place for cleanroom that can 

be open simultaneously and duration, 

interventions

Again the FDA has not commented on actual risk contamination, but 

only that procedures are not laid out. Specifics like interventions in 

ISO5 cleanroom, duration which cleanroom can remain open seem 

benign and again indicates procedural observations.

5

4

2

4

In a nutshell, FDA observations 

point toward employee training 

deficiencies, lack of quality 

control documentation and need 

for process improvement 
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Lupin—sifting through the noise: Prima facie, while some of the observations 

do not look benign, we believe that the specific points raised by the FDA within 

each observation are addressable. The nature of observations may indicate 

systemic issues at first glance, but in our view reflect higher level of scrutiny. In 

our view, observations #4 (control procedures not established, which monitor 

output and validate performance of the manufacturing process) remains 

potentially the most serious lapse. However, while #5, #6 and #7 appear severe, 

we note that none of these are data integrity issues. Furthermore, the specific 

issues raised relate to either a one-off event (machine vibration) or procedural 

lapse (particular employee not wearing headgear properly or not changing shoe 

covers). We note that typical issues—falsifying data, lack of management 

oversight, manual intervention (which has potential to overwrite test results), 

unclean facility and more—that lead to a warning letter are absent, which in our 

view make escalation risk a low probability event. 

 

Exhibit 19. Lupin’s Goa plant key observations 

 

Source: FDA, JM Financial 

 

 

  

# Observations Severity Comments

1
Lab controls fo not include the proper procedures to assure identity, 

strength, quality and purity
Serious

These are common observations. However, re-

testing samples without retest plan and releasing 

products after specifications were met (on 2nd or 

3rd time) indicate may be viewed seriously

2
Written procedures not followed for cleaning and maintaining equipment 

used to manufacture/process products
Low

Does not indicate that utensils were non-sterile or 

unclean but proper procedures were not followed

3 Procedures for cleaning and maintenance are deficient Low

Like above, these can be remediated by altering 

the procedures and following it by the book. 

Nowhere has the FDA said that deficient 

procedures have led to purity or potency issues

4
Control procedures not established which monitor output and validate 

performance of manufacturing process
Serious

The failure here is to design process which can 

cause variability in entire batches and fail to 

consistently deliver products as per specification

5 Procedures to prevent contamination in non-sterile products not followed Medium

Raises question of sterility which could raise red-

flags. However, FDA observation was limited to an 

operator not wearing proper headgear. Hence, this 

could be remediated by training and does not 

indicate systemtic lapse 

6 No procedures to confirm identity, strength, quality of product Medium

Prima facie, it looks serious. However FDA 

observation was restricted to machine vibration, 

which could potentially impact product. A slightly 

more serious issue would be laxity in periodically 

reviewing employees (to ensure that employees 

follow proper control). This in our view is more of a 

procedural lapse

7 Buildings not in sanitary condition Medium

Observation specific to trash disposal room where 

FDA observed that production employees who 

accessed the room did not change shoe covers. 

Like the previous observation, this does not 

indicate lack of intent but laxity on part of 

inidividual employees

8 Buildings not in a good state of repair Low

While it looks a potentially serious, FDA 's 

observation was specific to 1/4 inch gap. There 

were no other observations

9 Trash disposal not done in safe and sanitary manner Low
Again a case of 1 specific instance where the 

trash collection site did not have a receptacle bin

#4 is potentially the most serious 

lapse 

#5, 6, 7 appear severe, but 

none are data integrity issues. 

Specific issues relate to either 

a one-off event (machine 

vibration) or procedural lapse 

(particular employee not 

wearing headgear properly or 

not changing shoe covers)  
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Generics to specialty: An on-going process 

The 20% growth seen between FY10 and FY15 was a result of Indian companies 

being the beneficiaries in the US patent cliff. While the Indian companies’ ¼ Gx 

market share has been achieved by garnering a large chunk of the oral solids 

market, few companies barring Sun and Dr.Reddy’s have managed to create a 

portfolio of complex generics (orals, injectables, nasals, derma, inhalers and 

more). In this section, we evaluate the efforts of the pharmaceutical industry.  

The hurdle rate for achieving a sustained mid-teen growth has become higher for 

larger companies due to: a) fewer blockbuster opportunities (between 2009 and 

2014 c.USD120bn drug went off-patent, while in the next three years only about 

USD55bn are going off-patent); b) pricing erosion in the US eroding the base 

business; and c) increasing competition as companies such as Alembic Pharma, 

Ajanta Pharma and Aurobindo have shifted their focus to the US. 

Higher R&D spends are an imperative for Indian pharma companies looking to 

address steep ask rates to sustain constant currency growth in the US. The 

companies in our coverage universe have at different points of time tried to 

confront the strategic choice between ‘Buy vs. Build’. While the final jury is still 

out on the optimal route, an opportunity for investors to assess the commercial 

potential provides a great backdrop to a debate, which is likely to dominate the 

Indian Pharma landscape for the next 3–5 years. 

R&D thrust: In the past six years, R&D for top Indian pharma companies has 

increased by 3-6x, while sales have grown 2-4x. While some of the increase is 

owing to higher number of filings of late companies that have invested in 

developing compounds. Companies such as Dr.Reddy’s (injectables, complex 

OSDs), Alembic Pharma [505b (2) route], Sun Pharma (derma, sterile injectable) 

and Aurobindo (injectable) have transitioned from a pure-play plain-vanilla 

generic manufacturer to limited competition drug producers. 

As the table below shows, Indian companies have increased their R&D spend by 

3–6x between FY11 to FY16, whereas the revenue growth has been between 2x 

to 4x in the same period. 

Exhibit 20. R&D spend 

R&D spend between FY11 and FY16 R&D as % of sales 

  

Source: JM Financial 
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Focusing away from plain-vanilla generics: The initial phase of R&D expansion 

was primarily driven by increased number of filings, which has now given way to 

change in dosage forms. Lupin’s R&D expansion, coupled with the Gavis 

acquisition, indicates a marked difference between filed products and those that 

are in development. The thrust, as seen in the chart below, is toward inhalers, 

injectables and ophthalmic products. Similarly, Dr.Reddy’s filing comprises 

products based on complex characterisation, novel regulatory pathway and large 

& complex clinical studies. 

Exhibit 21. Lupin’s changing product profile by dosage forms 

Lupin’s ANDA pipeline Lupin’s products under development 

 

 

Source: Lupin FY16 investor presentation 

 

Exhibit 22. Dr.Reddy’s pipeline by dosage forms 

 

Source: Company 
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Sun, Dr.Reddy’s: Ahead of the curve 

Dr.Reddy’s and Sun were among the first companies to move up the complexity 

curve in areas where the entry threshold was higher vis-à-vis plain oral solids. 

While Dr.Reddy’s developed its pipeline of complex injectables, its proprietary 

portfolio (comprising c.1/3 of the R&D spend) focused on areas of neurology, 

pain, dermatology and anti-infectives. Sun took an inorganic route by acquiring 

Taro (derma products), Dusa (branded specialty), Pharmalucence (sterile 

injectable capacity) and InSite Vision (ophthalmology). 

In the past 2–3 years, Cipla has developed its own inhalers, Alembic got an 

approval of a 505 (b) 2 product, while Aurobindo has made strong strides in 

injectables and peptides. In recent years Lupin, Cadila and Cipla have made 

significant investments in newer therapies and should start monetising it in the 

next few years. However, only Sun (MK-322) with its NME development, and 

Dr.Reddy’s with three 505 (b) 2 products and biosimilars in EMs have shown 

evidence of a sustainable revenue stream—MK-322 is expected to be launched in 

mid-FY18, while Dr.Reddy’s has launched two of its 505 (b) 2 approvals. The 

success largely depends on the timing of approvals, given the companies’ 

inexperience in developing complex products for regulated markets. 

Few hits and misses: As companies move into higher-entry barriers, the 

probability of failure is higher. The reasons are multi-pronged—safety and 

efficacy of the drug, navigating through patents (non-infringing), device 

acceptability and higher clinical trial data requirements in the regulated markets. 

Cipla’s inhalers are being sold in parts of the EU; this is a testament to its ability, 

but its UK approval is still a few months away, after being delayed for two years. 

Sun has been fairly successful with its acquisitions and there are no safety 

signals in MK-222 data, but Taro’s first major NDA Keveyis has been taken off 

the market, following a poor response. 

M&A—focus on differentiation: While an outright acquisition in the US seems 

very probable, we see companies either acquiring technology platforms (faster 

development of inhalers) or buying a slew of brands (similar to GSK’s mature 

portfolio / Teva’s product basket) and in-license products (like the Salix deal), 

which is a more likely scenario in our view, since it entails minimum upfront 

investment and provides a potential revenue stream.  
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Tildrakizumab: No game changer 

Sun Pharma’s MK-3222 (tildrakizumab) is yet another entrant in an increasingly 

crowded psoriasis market. While we expect the biologics market to expand at the 

cost of anti-TNFs, tildrakizumab’s underwhelming efficacy, strong competition 

(at least five approved biologics) and superior approved drugs in the form of 

Novartis’ Cosentyx is unlikely to help it become the market leader. We await 

PASI-90 data, which could act as a potential differentiator. In our view, higher 

competition will not only make it difficult to penetrate the market, but pricing 

power will also take a hit and expanding reimbursement coverage may be more 

difficult than thought. Having said that tildrakizumab offers dosing convenience, 

which may give it an advantage over other IL-23s and IL-17s. We see peak sales 

potential of c.USD500mn in FY’25. 

Background 

What is tildrakizumab? 

Sun’s tildrakizumab is a monoclonal antibody designed to block the IL-23 protein 

in the human body and developed for the treatment of plaque psoriasis. It was 

in-licensed by Sun from Merck & Co. by paying USD80mn as upfront payment.  

Plaque psoriasis affects the outer area of skin, where patients experience 

redness and scaly patches. It is considered to be an autoimmune disorder 

wherein the body’s immune system attacks and destroys healthy tissues. 

According to the International Federation of Psoriasis Associations (IFPA), about 

3% of the world’s population has some form of psoriasis. In the US, there are 

about 150,000 new cases every year. It affects about 2% of the US population, 

according to the Cleveland Clinic. 

Where does it fit in the existing treatment regimen? 

Prior to Stelara’s approval anti-TNFs were the only treatment options for plaque 

psoriasis. Stelara was the first approved non-anti-TNF biologic (IL-12/12 

inhibitor) and quickly ramped up market share, generating USD1.6bn within five 

years of launch. Currently, there are two IL-17 inhibitors, while Sun and JnJ’s IL-

23 inhibitors are in advanced stage of development. The developed market (US, 

EU and Japan) sales for psoriasis indication is c.USD7.9bn, of which the US alone 

accounts for c.USD4.4–4.5bn.  
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Exhibit 23. Psoriasis market snapshot 

 

Secukinumab sales are for the 12m ended Mar’16. Sales for other brands are estimates for plaque psoriasis indication 

Source: Company, JM Financial 

 

Under-met need 

Fast growing market… The psoriasis market has grown at an impressive CAGR 

of 24% between 2009 and 2015, indicating an unmet medical need. Also, the 

launch of superior drugs with a favourable safety profile has spurred growth. 

… new approvals spurring market growth: As seen in the chart below, growth 

has been the fastest in the years of launch of major drugs. Stelara has gained 

market from Enbrel as well as methotrexate and acitretin over the years. The 

launch of Cosentyx, which has a superior efficacy to Stelara, led to a 30% growth 

in 2015. 

Exhibit 24. PsO market evolution 

 

Source: Company 

Date-of-approval Brand Compound Class Company Development phase

US market 

size (~$m)

30-Apr-04 Enbrel Etanercept Anti-TNF Amgen Marketed $1,200

26-Sep-06 Remicade Infliximab Anti-TNF JnJ Marketed $100

18-Jan-08 Humira Adalimumab Anti-TNF AbbVie Marketed $1,700

25-Sep-09 Stelara Ustekinumab IL-12/23 inhibitor JnJ Marketed $1,000

Sep-14 Otezla Apremilast PDE4 inhibitor Celgene Marketed

21-Jan-15 Cosentyx Secukinumab IL-17 inhibitor Novartis Marketed $440

22-Mar-16 Taltz Ixekizumab IL-17 inhibitor Eli Lilly Marketed

Brodalumab IL-17 inhibitor Valeant Filed

Guselkumab IL-23 inhibitor JnJ/Morphosys Ph.III

Tildrakizumab IL-23 inhibitor
Sun 

Pharma/Merck
Ph.III

BI 655066 IL-23 inhibitor Boehringer Ph.III
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Limited commercial potential 

USD500mn peak sales: We see a FY19 launch, with market share peaking in 

2025. We see NPV of INR17 per share based on peak sales of USD500mn, 80% 

probability of approval, 65% EBITDA margin, USD75mn of remaining R&D costs 

(including filing), USD120mn of milestone payments to MRK, 10% royalty rate 

and 10% discount rate. We expect it to be EPS dilutive in FY17 and FY18 (R&D, 

registration cost, building field force and more) and start accretion FY20 

onwards. 

Exhibit 25. Tildrakizumab potential 

 

Source: Bloomberg 

 

Exhibit 26. Tildrakizumab annual sales breakdown 

 

Source: Company, JM Financial 

 

Efficacy—Good, not great: Treatment efficacy is measured by Psoriasis Area 

Severity Index (PASI) scores from the baseline, which is a measure of psoriatic 

plaque redness, scaling and thickness as well as the extent of the involvement in 

each region of the body. Thus, it is measured by reduction of PASI from baseline 

where PASI 75 is 75% reduction and PASI 100 is total clearance of skin disease. 

Based on available data on Ph.II results, we note 72% of tildrakizumab 200mg 

patients achieved a PASI-75 score at week 12. This compared favourably to 

Enbrel (<50%), but fell short of Cosentyx (82% 150mg dose), guselkumab (76–

81% at 15/50/100/200mg dosage) and ixekizumab (89–90% by the 12
th

 week). 

FY16 FY25 CAGR

#patients on Biologics 0.13 0.26 8%

 - Anti-TNFs % 63% 30%

 - IL12/23% 28% 15%

 - IL17% 8% 35%

 - IL23% 0% 20%

 - Anti-TNFs 0.082 0.078

 - IL12/23 0.036 0.039

 - IL17 0.010 0.091

 - IL23 0.000 0.052

Tildra market share (of IL-23s) 20%

# patients on tildra 0.01

Treatment cost/yr $48,000

Sales in FY25 ($m) $499

Value per share ₹ 17

Upfront 80 $/INR 67

Milestones

 - Ph.III completion 0

 - Remaining R&D (Ph.IV) 25

 - Registration 50

 - Drug filing 25

 - Drug approval 50

 - $100m sales 25

 - $500m sales 20

Royalty rate 10%

Peak sales (psoriasis) 500

EBITDA margin 65%

Ph.III cost 150

Proabability of success 80%

Discount rate 10%

2015 2016 2017 2018 2019 2020 2021 2022 2023 2024 2025 2026 2027 2028

Sales 0 0 0 0 20 90 220 330 400 480 500 500 350 175

0% 0% -30% -50%

-100% -5% 30% 55% 65% 65% 65% 65% 65% 65% 65%

-180 -100 -50 -50 -1 -1 129 173 234 281 293 293 205 102

NPV@100% probability ($m) in psoriasis $765

NPV@80% probability ($m) in psoriasis $612

Per share in psoriasis (INR) 17
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Sun has done a Ph.III head-to-head trial vs. Enbrel, but this holds limited 

importance given Enbrel’s contracting share in the psoriasis market. As seen in 

the table above, a head-to-head vs. Stelara (similar dosing) or Humira (anti-TNF) 

would make more sense as both these drugs capture c.50% of the market. 

Exhibit 27. Summary of Tildrakizumab Ph.II trial 

 

Source: Company, JM Financial 

 

Dosing advantages: As the table below shows, one of the key differentiating 

factors is that only six doses of tildrakizumab are needed in a year vs. 17 for 

Cosentyx and 26 for Humira. 

Exhibit 28. Dosing interval comparison 

 

Secukinumab sales are for 12m ending Mar’16.  

Source: Company, JM Financial 

 

Crowded market… Besides the three anti-TNFs and three approved MABs, there 

are three other monoclonal antibodies in the pipeline. In the next 24 months, 

there will be a total of 10 approved treatments for moderate-to-severe plaque 

psoriasis. This is likely to exert pricing pressure on existing players and leave 

little headroom for an upside to newer ones. 

… but an expanding one: Every time a new treatment—Stelara, first non-anti-

TNF and Cosentyx (superior to Stelara in efficacy)—has been introduced, the 

market has expanded. With almost 50% of Cosentyx patients being first-time 

users, there is a potential of market expansion at the cost of existing anti-TNFs. 

Will ex-US be a better bet: In the US, reimbursement requirements through step-

edits usually require that patients fail other biologics—one, two and occasionally 

even three. In Europe, those step-edits do not exist, which means a patient can 

move immediately from oral therapy to MABs at the first biologic therapy. Given 

that the proportion of biologic-naïve patients in the EU is as high as 40–55% vs. 

<20% in the US, we see a potential early use in the psoriasis setting ex-US, which 

can help drive growth.  

To illustrate, Cosentyx managed to capture c.12% of the German market within 

five months of its launch vs. c.5–6% in the US, nine months after launch. 

5mg 25mg 100mg 200mg placebo

n 42 90 89 86 45

PASI 75 at wk 16 33.3% 64.4% 66.3% 74.4% 4.4%

Discontinuing due to adverse events (n) Part1/Part2* 1/0 2/5 1/5 1/5 1/3

n 42 90 89 86 45

PASI 75 at wk 12 23.8% 58.9% 60.7% 72.1% 4.4%

n 40 87 88 84 41

PASI 90 at wk 16 12.5% 25.3% 38.6% 52.4% 2.4%

n 40 87 88 84 41

PASI 100 at wk 16 5 9.2 14.77 16.67 0.0%

Secondary outcome

Secondary outcome

Primary outcome

Secondary outcome

Brand Compound Class Company Development phase

US market 

size (~$m) Dosing #doses/yr

Enbrel Etanercept Anti-TNF Amgen Marketed $1,200
Twice weekly for 3 months, once weekly thereafter; self-

injection 
65

Remicade Infliximab Anti-TNF JnJ Marketed $100 3 in first six weeks (doctor) and then every 8 weeks 9

Humira Adalimumab Anti-TNF AbbVie Marketed $1,700 Injection (Self) every other week 26

Stelara Ustekinumab IL-12/23 inhibitor JnJ Marketed $1,000 2 initial doses in week 0 and 4; then every 12 weeks 6

Otezla Apremilast PDE4 inhibitor Celgene Marketed

Cosentyx Secukinumab IL-17 inhibitor Novartis Marketed $440 Once a week for 5 weeks, then every 4 weeks thereafter 17

Taltz Ixekizumab IL-17 inhibitor Eli Lilly Marketed
Week 0, then once every 2 weeks for 3 months and then 

every 4 weeks thereafter

Brodalumab IL-17 inhibitor Valeant Filed

Guselkumab IL-23 inhibitor JnJ/Morphosys Ph.III

Tildrakizumab IL-23 inhibitor
Sun 

Pharma/Merck
Ph.III Week 0 and 4 and every 12 weeks thereafter 6

BI 655066 IL-23 inhibitor Boehringer Ph.III
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Exhibit 29. Prior treatment (by class) 

 

Source: Novartis 

 

Timelines not favourable: We expect Ph.III data by the end of the year, followed 

by a filing in 2017, which should lead to late FY18 or early FY19 approval 

timelines. In this scenario, its competing drugs could potentially enter the 

market first. 

Pricing: We expect pricing to be competitive to Stelara, but at a discount to 

Cosentyx, given the latter’s superior efficacy, tildra’s dosing advantage 

notwithstanding. We have modelled an annual treatment cost per patient of 

USD48,000. 

Cosentyx emerging as leader of the pack: Following its approval, Novartis 

released data of the CLEAR trial, which was a head-to-head vs. Stelara. As seen in 

the chart below, data suggest a sustained PASI-75, PASI-90, PASI-100 and DLQI  

0/1 (Dermatology Life Quality Index) response over the course of the trial. 

Importantly, it also showed a faster onset of action (50% vs. 1,005%; p<0.00001) 

with a similar safety profile. 

Novartis remains the only company to provide a three-year PASI-100 score, 

wherein 64% patients had clear to almost-clear skin (PASI-90/PASI-100 score) at 

the end of the third year. In this extension study, 320 patients received Cosentyx 

in a fixed dosing schedule for three years; 69% achieved PASI 90 at year one. 

This response was maintained after three years with 64% of patients continuing 

to have a PASI 90 response. In addition, 43% of patients maintained completely 

clear skin (PASI 100) at the third year (from 44% at year one). Of the total, 83% 

achieved the standard treatment goal of PASI 75 skin clearance at three years. 
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Exhibit 30. Cosentyx key trials summary 

CLEAR trial snapshot A2304E1 Extension study 

  

Source: JM Financial 

 

  

76.2%

45.9%

71.6%

60.6%

35.8%

59.2%

0.0%

10.0%

20.0%

30.0%

40.0%

50.0%

60.0%

70.0%

80.0%

90.0%

PASI-90 (52wks) PASI-100 (52wks) DLQI 0/1

Cosentyx

Stelara

69%

44%

64%

43%

0%

10%

20%

30%

40%

50%

60%

70%

80%

PASI-90 PASI-100

52-wk

156-wk



India Pharma 9 July 2016 

 

JM Financial Institutional Securities Limited Page 26 

 

Dr.Reddy’s: At the forefront  

Dr.Reddy’s has been first off the blocks to diversify its conventional OSD 

portfolio. While Indian pharma companies, as a whole, have expanded R&D 

spend, as a whole, from c.5–6% in FY11 to 8–9% in FY16, Dr.Reddy’s has shown 

maximum increase, as indicated in the exhibit below. Dr.Reddy’s has been at the 

forefront among peers in terms of development of complex generics, biosimilars, 

NDDS and proprietary products. 

US peers such as Teva and Mylan as well as EU peers such as Sandoz spend c.7–

9% of revenues on R&D. However, since Dr.Reddy’s launched its programme only 

in the past few years and does not have any of its proprietary products in the 

market, its R&D seems higher than peers. Also, Dr.Reddy’s has de-risked its R&D 

spend to an extent by tying up with players such as Merck for developing 

biosimilars in developed markets. 

Continuing with the investments 

With the patent cliff nearing its end and very few blockbuster product 

opportunities, Indian pharma companies have entered into partnerships with 

specialty pharma, in-licensed drugs or are developing their own drugs to 

maintain the momentum of recent years in the US (during FY09–14, Indian 

companies expanded at a CAGR of >20% in the US). 

Exhibit 31. Dr.Reddy’s NDA pipeline 

 

Source: Dr.Reddy’s FY16 20-F 

 

Xenoport deal adds optionality 

Dr.Reddy’s has in-licensed XP23829 from Xenoport to develop it as a potential 

treatment for moderate-to-severe chronic plaque psoriasis and potentially 

develop it for relapsing forms of multiple sclerosis. The deal involves a payment 

of USD50mn upfront to Xenoport as well as up to USD440mn for regulatory and 

commercial milestones along with royalty in mid-teens. 

XP23829 is a pro-drug of monomethyl fumarate, which is the same class as 

Tecfidera (c.USD3.6bn in CY15). At this stage, it is difficult to forecast XP’s 

commercial potential as: a) we need to see more clinical evidence of orals 

(Otezla, Jakafi) having comparable efficacy to biologics (where Sun’s 

tildrakizumab is being tested); and b) safety remains a concern. In 2014, one 

Tecfidera user died after contracting PML and FDA subsequently added a warning 

to the drug label. This could well be a class issue and we would keep an eye on 

Ph.III safety readings.  

We believe that Dr.Reddy’s may conduct at least two Ph.III trials, with PASI-75 or 

PASI-90 at week 16, as the primary endpoint. The trials itself may cost c.USD100–

120mn with a possible filing date in 2019 and launch in 2020. 

Compound Therapeutic Area Ph.I Ph.II Ph.III Filed Approved Launched

DFN-11 (Zembrace™) Migraine

DFD-01 (Sernivo™) Psoriasis

DFD-09 (Zenavod™) Dermatology

DFD-11 (Xeglyze™) Dermatology

DFN-02 (previously DFP-02) Migraine

DFD-06 Psoriasis

XP 23829 Psoriasis

DFD-10 Acne

XP23829

Psoriasis/Multiple 

Sclerosis

E7777 Skin Cancer

Status
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Pipeline progressing as per expectations 

The next potential launch could be Xeglyze (PDUFA date in Sep’16), a lotion to 

treat lice infestation. Dr.Reddy’s had in-licensed it from Hatchtech Pharma in 

Sep’14 for an upfront amount of USD10mn, up to USD50mn, based on pre-

commercialisation milestones and an undisclosed amount based on post-

commercialisation milestones, linked to achievement of annual net sales targets. 

The active drug substance abametapir was developed in collaboration with 

Dr.Reddy’s drug development division. 

Unlike most treatments, which offer little ovicidal activity, Xeglyze has 

demonstrated both ovicidal and lousicidal activity, as per Dr.Reddy’s.  

Dr.Reddy’s is also expected to file DFD-10 this month, which is an acne 

treatment in patients 12 years of age or older. 

R&D begins to deliver: Addressing under-met medical 

needs 

In the past six months, Dr.Reddy’s has got approvals for its three 505 (b) 2 

filings and has launched Zembrace (sumatriptan) and Sernivo (betamethasone 

dipropionate). These proprietary products are not exactly ‘new’ compounds, but 

modifications of existing ones; hence, we would be wary of ascribing any as a 

blockbuster. Rather, as the section below indicates, we anticipate c.USD50–70mn 

peak sales individually. 

Sernivo 

Dr.Reddy’s launched Sernivo, a spray for the treatment of mild to moderate 

plaque psoriasis. Our analysis suggests that corticosteroid spray market is 

c.USD120mn in the US and there is a latent demand for topical sprays in the US. 

Topicort spray was approved in Apr’13 and within a year of its approval, it 

generated USD18.6mn for Taro. As the exhibit below shows, following the 

Topicort spray launch, the flattish Topicort market registered a sharp increase. 

Exhibit 32. Topicort US monthly sales 

 

Source: Bloomberg 

 

There are several drugs available in various forms (such as topicals, vitamin 

derivatives and steroids) and Sernivo is yet another addition. There are few spray 

forms available—Taro’s Topicort and Galderma’s Clobex. While Sernivo’s efficacy 

seems weaker than peers, Dr.Reddy’s possible superior flow profile may help in 

getting some market share. 
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Pricing: The US derma market is valued at c.USD5bn, of which topical medication 

would be c.USD800–900mn. Derma products typically enjoy high pricing power 

vs. other therapies. In the US, most creams are made by three players—Tara, 

Perrigo and Fougera. Despite volume declines, Taro’s US growth in the past two 

years have been driven by hiked prices for products such as econazole nitrate 

cream, an antifungal. Anecdotal evidence suggests that most topical derma 

products have a longer product lifecycle vs. other forms. 

In summary, we see potential peak sales of USD30–40mn within 3–4 years of its 

launch, considering that despite formulation patents, it may be subject to 

litigation from generic players. After its Apr’13 launch, Topicort was subject to a 

PIV certification notice from Perrigo in Jun’14, only 13 months after its launch. 

Zembrace 

Zembrace (sumatriptan) is a drug-device combination to treat acute migration 

episodes in ‘certain’ patient population, who are inadequately managed with 

existing treatment regimens. It is a subcutaneous injection pre-filled, low-dose, 

ready-to-use, 2-step auto-injector containing 3 mg of sumatriptan. 

While this is not a new compound, given that it is a low-dose injection, it allows 

dosing flexibility wherein patients can take as many as 4 injections a day. Thus, 

it offers dosing convenience over Imitrex (6mg inj.), which can be taken only 

twice in a day. The onset of action is quicker than a pill and side effects such as 

nausea are minimised. 

We expect tough going: Besides dosing convenience, Zembrace offers little 

differentiation. Dr.Reddy’s already markets gImitrex since FY14 and Teva 

recently launched its generic version. The sumatriptan market would be 

c.USD350mn, of which Imitrex is c.USD180mn. With competition intensifying in 

this space, we see limited pricing flexibility and expect maximum USD20mn in 

peak sales. 

Zenavod 

Zenavod is a modified release oral tetracycline indicated for the treatment of 

rosacea. We expect a launch only in 2018, as Galderma Laboratories, Nestle Skin 

Health and TCB Royalty Sub have sued Dr.Reddy’s for infringement of certain 

patents. The 30-month stay ends only in Dec’17. 

There are modified oral tetracyclines in the market such as Solodyn 

(minocycline), but there are no modified oral tetracyclines for rosacea; Solodyn is 

indicated for acne, while Oracea (doxycycline) is for the treatment of only 

inflammatory lesions (papules and pustules) of rosacea in adult patients. 

We forecast peak sales at c.USD40mn on: a) a competitive market where it needs 

to compete with existing orals such as Oracea, where Barr’s generic version has 

been approved, b) patent challenges considering that it is relatively easy to 

develop generics—Minocin (doxycycline) has several generic approvals. However, 

doxycycline has been the beneficiary of several price hikes in the past 18–36 

months and will help Zenavod’s pricing, in our view, and c) It has no restrictions 

with regard to food intake unlike Oracea. 

Recently, non-tetracycline topical treatments such as Mirvaso (to treat redness 

associated with rosacea) and Soolantra (inflammatory lesions, or bumps and 

pimples, of rosacea) have been approved. Typically oral tetracyclines are used 

until clinical improvement is seen (usually in four weeks), followed by a transition 

to topical antibiotics. 
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Low hurdle rate to surprise positively 

Sun’s recent performance has been driven by a combination of earnings cuts 

and multiple compression. Earnings performance has been adversely 

impacted by supply disruptions at Halol, one-time hits on the Ranbaxy 

merger and erosion of the base business. The stock price performance has 

had to also contend with fears like regulatory escalation (read import alert 

at Halol) and some sub-optimal capital allocation decisions. While not 

discounting any of the above concerns, which have driven our hitherto 

negative stance on the stock, we believe that the current stock price largely 

factors in negatives. Barring an import alert (a low probability event, in our 

view), possibility of a further earnings cut look remote. Our new TP of 

INR850 is based on an unchanged methodology of 22x multiple on FY18 

earnings. 

 Modest guidance leaves room for upward surprises: Sun Pharma’s woes 

stemmed from multiple sources—declining US sales due to the Halol issue, 

changing competitive dynamics of doxycycline, higher-than-expected 

Ranbaxy integration charges and struggling domestic acute portfolio. Given 

incremental two months of gGleevec sales for the year, the base business 

having collapsed by c35% from Sept’14 highs (troughed out, in our view)and 

the impact of Japanese acquisition consolidation, we see downward risks to 

the 8–10% topline guidance for FY17 to be minimal. 

 Potential margin upside: Margin surprises could come from strong 

performance of new launches like gXenazine (c.USD250mn market, c.20% 

share), pricing premium of Taro products, faster ramp-up of gGleevec and 

impact from phasing out lower margin Ranbaxy products in emerging 

markets. Higher base of other operating expenses (mostly non-recurring) also 

leave room for a margin upside. In addition to the above stated factors, 

Ranbaxy integration benefits are yet to play out. 

Risk-reward favourable: Sun Pharma is trading at c.20x one-year forward 

earnings (cons), which is at a 7% premium to DRL/Lupin; as the Exhibit on the 

next page indicates, from a historical high of 29x in Mar’15 to the current 

22x Sun is at below its five-year trading range with limited downside risks to 

current earnings estimates. At this stage, we see MK-3222, Ranbaxy 

integration and balance sheet strength being completely ignored by the 

market. 1. 
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Exhibit 1. Financial Summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 2,72,865 2,77,442 3,15,408 3,36,448 3,61,630

Sales growth (%) 70.5 1.7 13.7 6.7 7.5

EBITDA 80,636 84,816 1,08,280 1,29,165 1,38,512

EBITDA (%) 29.4 30.0 34.1 38.2 38.1

Adjusted net profit 47,784 54,048 73,685 92,690 1,00,502

EPS (`) 19.8 22.4 30.6 38.5 41.7

EPS growth (%) -28.2 13.1 36.3 25.8 8.4

ROIC (%) 28.7 23.9 31.0 39.1 41.2

ROE (%) 21.1 18.7 21.3 22.2 20.1

PE (x) 39.2 34.7 25.4 20.2 18.6

Price/Book value (x) 7.1 6.0 5.0 4.1 3.5

EV/EBITDA (x) 22.6 21.3 16.0 12.9 11.4

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
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Exhibit 2. Sun Pharma P/E 
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Exhibit 3. Sun Pharma-Ranbaxy synergy sensitivity to FY17 EPS 
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Source: Company, JM Financial 

 

 

Exhibit 4. Sun Pharma-Ranbaxy synergy sensitivity to FY18 EPS 
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Financial Tables (Consolidated) 

 
Profit & Loss Statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 2,72,865 2,77,442 3,15,408 3,36,448 3,61,630

Growth (%) 70.5 1.7 13.7 6.7 7.5

Other operational income 1,469 5,256 1,800 1,800 1,800

Raw material (or COGS) 67,392 64,832 71,415 72,623 78,033

Personnel cost 44,299 47,971 50,614 51,244 55,072

Other expenses (or SG&A) 82,008 85,078 86,899 85,217 91,813

EBITDA 80,636 84,816 1,08,280 1,29,165 1,38,512

EBITDA (%) 29.4 30.0 34.1 38.2 38.1

Growth (%) 12.1 5.2 27.7 19.3 7.2

Other non-op. income 4,521 4,592 5,778 6,145 6,609

Depreciation and amort. 12,948 10,135 11,506 12,015 12,911

EBIT 72,209 79,273 1,02,552 1,23,295 1,32,210

Add: Net interest income -5,790 -4,769 -4,769 -4,769 -4,769

Pre tax profit 66,419 74,505 97,783 1,18,527 1,27,441

Taxes 9,147 9,349 12,019 13,757 14,860

Add: Extraordinary items -2,378 -6,852 0 0 0

Less: Minority interest 9,488 11,107 12,080 12,080 12,080

Reported net profit 45,406 47,197 73,685 92,690 1,00,502

Adjusted net profit 47,784 54,048 73,685 92,690 1,00,502

Margin (%) 17.4 19.1 23.2 27.4 27.7

Diluted share cap. (mn) 2,410 2,410 2,410 2,410 2,410

Diluted EPS (`) 19.8 22.4 30.6 38.5 41.7

Growth (%) -28.2 13.1 36.3 25.8 8.4

Total Dividend + Tax 8,677 10,412 12,495 14,994 17,992  
Source: Company, JM Financial 

 

 

 

Balance Sheet                                                                      (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 2,410 2,410 2,410 2,410 2,410

Other capital 0 0 0 0 0

Reserves and surplus 2,62,176 3,11,632 3,74,905 4,55,100 5,40,608

Networth 2,64,586 3,14,042 3,77,315 4,57,510 5,43,018

Total loans 75,963 83,381 83,381 83,381 83,381

Minority interest 28,996 40,859 40,859 40,859 40,859

Sources of funds 3,69,545 4,38,282 5,01,555 5,81,750 6,67,259

Intangible assets 37,010 41,811 43,715 46,489 48,513

Fixed assets 1,53,803 1,87,343 2,00,534 2,13,498 2,28,392

Less: Depn. and amort. 43,601 53,737 65,243 77,257 90,168

Net block 1,47,211 1,75,417 1,79,007 1,82,730 1,86,737

Capital WIP 8,415 8,415 8,415 8,415 8,415

Investments 21,174 7,153 7,153 7,153 7,153

Def tax assets/- liability 15,261 26,067 24,885 23,643 22,339

Current assets 2,70,045 3,01,493 3,56,433 4,38,201 5,26,814

Inventories 56,680 64,236 71,131 74,216 79,644

Sundry debtors 53,123 67,959 38,772 41,284 44,378

Cash & bank balances 1,09,980 1,39,893 2,15,655 2,90,282 3,68,751

Other current assets 0 0 0 0 0

Loans & advances 50,262 29,405 30,875 32,419 34,040

Current liabilities & prov. 92,562 80,263 74,338 78,392 84,200

Current liabilities 31,538 34,896 35,565 37,108 39,822

Provisions and others 61,023 45,367 38,772 41,284 44,378

Net current assets 1,77,484 2,21,230 2,82,096 3,59,809 4,42,614

Others (net) 0 0 0 0 0

Application of funds 3,69,545 4,38,283 5,01,555 5,81,750 6,67,259  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 45,406 47,197 73,685 92,690 1,00,502

Depreciation and amort. 12,948 10,135 11,506 12,015 12,911

-Inc/dec in working cap. -38,313 -19,035 22,962 -4,054 -5,808

Others 9,784 11,864 0 0 0

Cash from operations (a) 29,825 50,161 1,08,153 1,00,650 1,07,604

-Inc/dec in investments -1,190 14,022 0 0 0

Capex -91,986 -38,342 -15,095 -15,738 -16,918

Others 29,931 5,200 -8,065 968 1,473

Cash flow from inv. (b) -63,245 -19,120 -23,160 -14,771 -15,445

Inc/-dec in capital 39,851 12,671 2,082 2,499 2,999

Dividend+Tax thereon -8,677 -10,412 -12,495 -14,994 -17,992

Inc/-dec in loans 51,073 7,418 0 0 0

Others -14,749 -10,806 1,183 1,242 1,304

Financial cash flow ( c ) 67,499 -1,129 -9,230 -11,253 -13,690

Inc/-dec in cash (a+b+c) 34,079 29,912 75,763 74,626 78,470

Opening cash balance 75,902 1,09,980 1,39,893 2,15,655 2,90,282

Closing cash balance 1,09,981 1,39,892 2,15,655 2,90,282 3,68,751  
Source: Company, JM Financial 

 

 

 

Key Ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 109.8 130.3 156.5 189.8 225.3

ROIC (%) 28.7 23.9 31.0 39.1 41.2

ROE (%) 21.1 18.7 21.3 22.2 20.1

Net Debt/equity ratio (x) -0.2 -0.2 -0.4 -0.5 -0.5

Valuation ratios (x)

PER 39.2 34.7 25.4 20.2 18.6

PBV 7.1 6.0 5.0 4.1 3.5

EV/EBITDA 22.6 21.3 16.0 12.9 11.4

EV/Sales 6.7 6.5 5.5 4.9 4.4

Turnover ratios (no.)

Debtor days 71 89 45 45 45

Inventory days 76 85 82 81 80

Creditor days 171 196 182 187 186

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

17-Feb-14 31.5 693

14-Mar-14 31.1 -1.3 683 -1.4

3-Jun-14 33.4 7.4 735 7.6

22-Sep-14 35.8 7.2 40.8 890 21.1

12-Jan-15 37.1 3.6 41.2 1.0 920 3.4

16-Feb-15 35.8 -3.5 41.6 1.0 980 6.5

2-Jun-15 38.8 8.4 47.1 13.2 765 -21.9

21-Jul-15 21.3 -45.1 32.2 -31.6 690 -9.8

11-Aug-15 21.9 2.8 33.2 3.1 705 2.2

26-Nov-15 21.8 -0.5 35.7 7.5 815 15.6

15-Feb-16 21.8 0.0 35.9 0.6 970 19.0
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Base business uptick the key 

While Lupin’s diabetes franchise and Gavis integration give comfort to the 

near-term earnings, FY18 onwards the base business has to deliver to 

maintain earnings trajectory as: a) the absence of approvals of key drugs 

like Renagel/Renvela and Welchol could exert pressure on FY18 earnings 

estimates, and b) our FY16–19 Gavis revenue/EBITDA CAGR of 30% gives the 

benefit of doubt to the Lupin management in scripting a turnaround, despite 

no major approvals since the acquisition, and c) Goa plant remediation delay 

could exert further pressure on earnings. Lupin’s domestic business and 

steady Japan performance should continue to do well, in our view. The FDA 

EIR on Jul’15 Goa observations, while a small positive does not materially 

change anything, as we expect approvals to start flowing once the Mar 

observations are addressed. Our INR1,750 TP is based on 22x FY18 earnings. 

 Goa remediation remains the key: While c.25% of FY17 earnings can be 

attributed to gGlumetza and Fortamet, which face no immediate threat, this 

tapers down to 10% in FY18. Thus, any escalation to the Form 483 will not 

make a significant change to FY17 earnings, but can lead to a meaningful 

earnings downgrade in FY18. The EIR from Jul’15 inspection is only a 

sentiment positive and we expect approvals to start flowing through only 

after the Mar’16 observations are met to the FDA’s satisfaction. 

US approvals picking pace—will branded lead revival? Strong pipeline, but 

was hampered by approval delays. Among the large-caps, Lupin has the 

highest pipeline visibility with gNamenda, gLunesta, gWelchol, 

gOrthoTricyclen Lo, gPrevacid ODT and potential gNexium launch in the next 

6–12 months. It expects to file more complex generics or niche products in 

the future. While Lupin may launch 15 drugs in FY17, we believe the growth 

to be back-ended, the impact of which will be felt only in FY18. In the past 6–

8 months, approvals have started coming fast, which should help in 

mitigating the impact of erosion in the base business. We flag that, apart 

from Methergine, none of these are limited competition or big commercial 

opportunities and the bigger pipeline products like Renagel and Welchol are 

delayed to late-FY17 or early-FY18. We believe that the branded US franchise, 

which has been on a decline following Antara and Suprax genericisation, 

could stage a recovery with the launch of Methergine and branded 

methylphenidate. We see Methergine generate 40% margins potentially, as its 

existing women’s health sales force can commercialise it. Initial data 

indicates a strong start to the franchise with Rx steadily rising week over 

week. 

 

 

Gavis gives an edge: Although expensive, the Gavis acquisition gives toehold 

in expanding in the derma market; also its superior margin profile, 

institutional supplies of controlled products and portfolio of limited 

competition products ensure revenue sustainability. We see Gavis being 

earnings accretive in 2HFY17 and see INR6 EPS contribution in FY19 

Domestic business robust: Lupin has a strong presence in almost all fast-

growth therapies with c.60% sales, coming from the chronic side. It generates 

c.35–40% sales from cardio and diabetes, which are growing at 18–20% and 

its brands have outperformed the market. It has consistently launched 15–20 

products annually.  

Anmol Ganjoo 

 anmol.ganjoo@jmfl.com 

 Tel: (+91 22) 66303056 

 Kunal Randeria 

kunal.randeria@jmfl.com 

Tel: (+91 22) 66303075 

 

  

  

  

  

  

 

Key Data 

Market cap (bn) ` 746.5 / US$ 11.1

Shares in issue (mn) 448.2

Diluted share (mn) 448.2

3-mon avg daily val (mn) ` 2206.5/US$ 32.7

52-week range ` 2129.0/1280.0

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
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Shareholding Pattern  (%) 

Mar-16 Mar-15
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Exhibit 1. Financial Summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 1,25,997 1,37,016 1,67,821 1,94,038 2,19,854

Sales growth (%) 13.6 8.7 22.5 15.6 13.3

EBITDA 36,197 37,332 51,401 60,583 73,385

EBITDA (%) 28.3 26.3 29.6 30.3 32.5

Adjusted net profit 24,032 22,706 29,362 35,468 43,666

EPS (`) 53.6 50.7 65.5 79.1 97.4

EPS growth (%) 30.8 -5.5 29.3 20.8 23.1

ROIC (%) 35.1 18.8 16.7 18.4 21.1

ROE (%) 30.4 22.9 24.0 23.5 23.5

PE (x) 30.6 32.4 25.0 20.7 16.8

Price/Book value (x) 8.3 6.7 5.4 4.4 3.6

EV/EBITDA (x) 19.8 21.4 15.4 12.8 10.2

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
 

JM Financial Research is also available 

on: Bloomberg - JMFR <GO>,  

Thomson Publisher & Reuters, 

S&P Capital IQ and FactSet 
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 Decoding financials: While a 38% jump in the FY17 EBITDA looks optically 

appealing, this is mainly driven by its diabetes franchise (c.25% contribution 

to FY17 earnings) and 100% Gavis integration as the base business is 

expected to grow at c.20%, following the FY16 trough. However, growth from 

FY18 onwards depends on the ex-diabetes franchise, i.e., Lupin’s base 

business and Gavis. In the absence of approvals or warning letters to the Goa 

plant, there is a significant risk of an earnings downside from FY18. 

We take note of increased R&D spend on complex generics, topicals, inhalers 

and specialty injectables, as that is the best way to fight off the base business 

erosion. However, a majority of these opportunities face a high hurdle rate 

and we see a period of 2–3 years before Lupin begins to monetise them.  

E 1.Vicky 

 

Exhibit 2. Lupin’s FY17–19 revenue and earnings split 

FY17 FY18 FY19

Revenue Lupin consolidated 1,73,396 1,99,892 2,25,708

 - Lupin ex-Gavis, ex-price hikes 1,47,566 1,75,634 2,00,664

 - Fortamet 6,564 4,495 2,637

 - Glumetza 7,113 2,745 2,470

 - Gavis contribution 12,153 17,019 19,937

FY17 FY18 FY19

EBITDA Lupin consolidated 51,401 60,583 73,385

 - Lupin ex-Gavis, ex-price hikes 36,729 49,869 63,087

 - Fortamet 4,595 2,921 1,714

 - Glumetza 5,945 1,921 1,606

 - Gavis contribution 4,132 5,872 6,978

FY17 FY18 FY19

EPS Lupin consolidated 65.5 79.1 97.4

 - Lupin ex-Gavis, ex-price hikes 48.9 67.5 86.0

 - Fortamet 7.2 4.6 2.7

 - Glumetza 9.3 3.0 2.5

 - Gavis contribution 0.1 4.0 6.3
 

Source: Company, JM Financial 



Lupin 9 July 2016 

 

JM Financial Institutional Securities Limited Page 35 

 

 

Exhibit 3. Lupin EPS evolution 
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Source: US FDA 

 

The price-volume charts of the branded Glumetza (innovator) indicate that fall in 

RxUSD sales are matched by Rx decline, which indicates that pricing has been 

stable after the increase last year. 

Exhibit 4. Glumetza’s sales – volume trajectory  

Glumetza monthly sales Glumetza volume 

 
 

Source: Bloomberg 

 

Exhibit 5. Fortamet’s sales – volume trajectory 

Fortamet sales Fortamet volume 

 
 

Source: Bloomberg 
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Financial Tables (Consolidated) 

 
Profit & Loss Statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 1,25,997 1,37,016 1,67,821 1,94,038 2,19,854

Growth (%) 13.6 8.7 22.5 15.6 13.3

Other operational income 1,702 5,068 5,575 5,854 5,854

Raw material (or COGS) 41,570 43,095 50,387 58,246 66,958

Personnel cost 17,473 21,077 23,666 26,583 28,788

Other expenses (or SG&A) 32,460 40,580 47,943 54,480 56,577

EBITDA 36,197 37,332 51,401 60,583 73,385

EBITDA (%) 28.3 26.3 29.6 30.3 32.5

Growth (%) 24.8 3.1 37.7 17.9 21.1

Other non-op. income 2,397 2,079 1,600 1,500 1,500

Depreciation and amort. 4,347 4,635 9,015 9,368 10,276

EBIT 34,247 34,776 43,986 52,715 64,608

Add: Net interest income -99 -447 -1,524 -1,424 -1,324

Pre tax profit 34,149 34,330 42,462 51,291 63,284

Taxes 9,705 11,536 12,675 15,310 18,985

Add: Extraordinary items 0 0 0 0 0

Less: Minority interest 413 88 425 513 633

Reported net profit 24,031 22,706 29,362 35,468 43,666

Adjusted net profit 24,032 22,706 29,362 35,468 43,666

Margin (%) 18.8 16.0 16.9 17.7 19.3

Diluted share cap. (mn) 448 448 448 448 448

Diluted EPS (`) 53.6 50.7 65.5 79.1 97.4

Growth (%) 30.8 -5.5 29.3 20.8 23.1

Total Dividend + Tax 3,334 3,334 3,334 3,334 3,334  
Source: Company, JM Financial 

 

 

 

Balance Sheet                                                                   (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 899 901 901 901 901

Other capital 0 0 0 0 0

Reserves and surplus 87,842 1,08,943 1,34,371 1,65,119 2,04,065

Networth 88,741 1,09,844 1,35,273 1,66,020 2,04,966

Total loans 4,710 71,193 66,193 61,193 56,193

Minority interest 241 321 745 1,258 1,891

Sources of funds 93,691 1,81,358 2,02,211 2,28,471 2,63,050

Intangible assets 22,129 81,272 81,622 81,972 82,322

Fixed assets 45,445 57,518 73,124 87,116 1,01,787

Less: Depn. and amort. 23,329 27,964 36,979 46,347 56,623

Net block 44,245 1,10,826 1,17,767 1,22,741 1,27,486

Capital WIP 5,197 5,197 5,197 5,197 5,197

Investments 25 55 55 55 55

Def tax assets/- liability -1,182 -1,239 -1,239 -1,239 -1,239

Current assets 78,324 97,790 1,16,722 1,43,417 1,79,248

Inventories 25,036 31,787 38,793 44,720 50,496

Sundry debtors 26,566 45,498 55,525 64,009 72,276

Cash & bank balances 21,372 8,399 10,152 22,284 43,920

Other current assets 1,929 4,734 4,734 4,734 4,734

Loans & advances 3,421 7,372 7,519 7,670 7,823

Current liabilities & prov. 33,601 36,419 41,438 46,847 52,843

Current liabilities 27,858 29,661 34,680 40,089 46,086

Provisions and others 5,743 6,758 6,758 6,758 6,758

Net current assets 44,723 61,372 75,284 96,570 1,26,405

Others (net) 684 5,146 5,146 5,146 5,146

Application of funds 93,691 1,81,357 2,02,211 2,28,471 2,63,050  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 24,031 22,706 29,362 35,468 43,666

Depreciation and amort. 4,046 4,635 9,015 9,368 10,276

-Inc/dec in working cap. -2,047 -23,326 -13,323 -10,415 -9,611

Others -428 80 425 513 633

Cash from operations (a) 25,603 4,094 25,479 34,933 44,965

-Inc/dec in investments -5 -30 0 0 0

Capex -16,890 -71,216 -15,956 -14,342 -15,021

Others 7,690 -6,296 1,163 1,262 1,412

Cash flow from inv. (b) -9,205 -77,542 -14,793 -13,081 -13,609

Inc/-dec in capital -1,273 1,731 -600 -1,386 -1,386

Dividend+Tax thereon -3,334 -3,334 -3,334 -3,334 -3,334

Inc/-dec in loans -824 66,483 -5,000 -5,000 -5,000

Others 666 -4,405 0 0 0

Financial cash flow ( c ) -4,764 60,475 -8,934 -9,720 -9,720

Inc/-dec in cash (a+b+c) 11,633 -12,973 1,752 12,132 21,636

Opening cash balance 9,739 21,372 8,399 10,152 22,284

Closing cash balance 21,372 8,400 10,152 22,284 43,920  
Source: Company, JM Financial 

 

 

 

Key Ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 198.0 245.1 301.8 370.4 457.3

ROIC (%) 35.1 18.8 16.7 18.4 21.1

ROE (%) 30.4 22.9 24.0 23.5 23.5

Net Debt/equity ratio (x) -0.2 0.6 0.4 0.2 0.1

Valuation ratios (x)

PER 30.6 32.4 25.0 20.7 16.8

PBV 8.3 6.7 5.4 4.4 3.6

EV/EBITDA 19.8 21.4 15.4 12.8 10.2

EV/Sales 5.7 5.8 4.7 4.0 3.4

Turnover ratios (no.)

Debtor days 77 121 121 120 120

Inventory days 73 85 84 84 84

Creditor days 172 186 186 186 186

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

31-Oct-13 1,025

4-Feb-14 52.3 1,095 6.8

8-May-14 54.6 4.4 1,150 5.0

22-Sep-14 61.4 12.5 71.7 1,530 33.0

29-Oct-14 60.5 -1.5 70.6 -1.5 1,530 0.0

12-Jan-15 62.3 3.0 74.2 5.1 1,670 9.2

4-Feb-15 62.0 -0.5 72.7 -2.0 1,670 0.0

14-May-15 69.5 12.1 92.3 27.0 1,600 -4.2

8-Feb-16 48.0 -30.9 72.4 -21.6 2,020 26.3
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Downside risks eclipse potential reward 

While consensus seem to be building in a blue-sky resolution for Dr.Reddy’s 

regulatory troubles, in our view, the company faces a potential earnings hit 

from multiple sources, as follows: a) even if the warning letter does not 

escalate to an import alert and Dr.Reddy’s may get exemption to sell certain 

products, API supply may be impacted on third-party testing and 

remediation plan; b) gCopaxone, gGleevec and gAloxi approvals are unlikely 

now; c) remediation costs; and d) Dr.Reddy’s top few products such as 

gDacogen, gVidaza, gValcyte, gImitrex are facing incremental competition in 

the coming months, which will lead to irreversible loss in market share. We 

believe we are in very early stages of an earnings reset. The pace and 

quantum of recovery is both overstated.  

 FY17 is to be challenging on multiple counts: Given that several 

observations are common across plants, global corrective action could take 

anywhere between 12–15 months, following which an FDA inspection could 

take place. Opportunities such as gGleevec, gAloxi and gCopaxone remain 

under serious threat until a clear resolution of the quality issues. Dr.Reddy’s 

remains exposed to remediation requirements such as third-party audit, 

batch testing and more, which may delay shipments. 

 Product concentration risks understated: Dr.Reddy’s top few products such 

as gDacogen, gVidaza, gValcyte, gToprol XL, sumatriptan and fondaparinux 

contribute >25% of the EBIDTA, and several of these are facing/expected to 

face incremental competition in the coming months, which could possibly 

lead to irreversible loss in market share (see exhibit on the next page. 

 Exposure to oil exporters reduces cushion: The company’s EM sales, 

including Russia, are under pressure, as it reels under economic slowdown 

and fx depreciation. While the Venezuela overhang has somewhat receded, 

following the permission to repatriate dollars, we see little incremental 

activity until things settle down. Thus, with c.2/3 of the business facing 

pressure, the calls for recovery are rather premature. 1. 

Camber Pharma’s gValcyte, Teva’s gImitrex adds pressure: This is a 

negative event for Dr.Reddy’s, considering the latter enjoys c.45% market 

share in the USD250mn market (only two generics). Following this, Teva 

launched a generic version of Dr.Reddy’s another key drug gImitrex which 

further puts pressure. While additional competition was imminent, this adds 

pressure on Dr.Reddy’s earnings which is facing a multitude of headwinds in 

the form of regulatory issues resulting in US sales slowdown, remediation 

costs which are yet to be booked, rouble depreciation and Venezuela risks.  
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Key data 

Market cap (bn) ` 601.1 / US$ 8.9

Shares in issue (mn) 171.0

Diluted share (mn) 171.0

3-mon avg daily val (mn) ` 1235.2/US$ 18.3

52-week range ` 4386.6/2750.0

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
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Shareholding pattern  (%) 

Mar-16 Mar-15

Promoters 30.7 25.5

FII 43.3 38.9

DII 7.2 5.5

Public / Others 18.8 30.2
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Exhibit 1. Financial summary (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 1,48,189 1,54,708 1,66,115 1,84,041 2,01,581

Sales growth (%) 12.1 4.4 7.4 10.8 9.5

EBITDA 33,472 39,088 36,611 41,988 46,416

EBITDA (%) 22.6 25.3 22.0 22.8 23.0

Adjusted net profit 22,180 20,013 22,412 26,581 30,079

EPS (`) 130.4 117.1 133.1 157.9 178.7

EPS growth (%) 5.1 -10.2 13.7 18.6 13.2

ROIC (%) 18.6 16.0 18.3 21.2 23.1

ROE (%) 21.9 16.7 17.2 19.6 20.9

PE (x) 27.3 30.4 26.8 22.6 19.9

Price/Book value (x) 5.4 4.7 4.6 4.3 4.1

EV/EBITDA (x) 18.1 15.3 16.0 13.9 12.5

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
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Exhibit 2. Key US Drugs 

Drug

Market 

share

Market size 

($m) Competition Comments

Decitabine 72% $250m 2

Sun is the 3rd player but Sun’s drug is not AP-rated (not directly 

substitutable) and hence w e see little gain for Sun. Also, in our 

view , it manufactures from Halol w hich itself is under Form 483. 

Note, in the last 3 months Reddy’s has lost ~10% market share, 

w hich could be on account of Sandoz gaining market share

Azacitidine 51% $250m 2
Mylan launched in Jun'16 and became the 2nd generic after  

Dr.Reddy’s

Metoprolol 27% ~$350-400m 4

How ever, the only other Indian player in Wockhardt w hich is 

facing issues at its Waluj plant. Cadila could enter in about 12-

15m

Divalproex ER 21% $125-150m 8 2 are Indian cos – Aurobindo, Wockhardt and Cadila

Zoledronic acid (Reclast) 51% ~$250-300m 6 1 Indian company – Emcure w hich is privately held

Valganciclovir hcl (Valcyte) ~45% ~$350m 4
~45% market share pre Camber's approval in March'16. Auro 

recd approval in Apr'16

Sumatriptan succinate (Imitrex) ~35% ~$180-200m 7-8

3 major generics but Dr.Reddy's holds a high market share. With 

a big company like Teva entering and Sun re-entering, w e see 

pressure on Dr.Reddy's

Fondaparinux 51% ~$110m market 1

No Indian company. How ever, Dr.Reddy’s had recently 

purchased global IP rights from Alchmia for $17.5m; previously it 

used to share 50% of US profits w ith Alchemia. It had planned 

to launch in EU. Teva and Auro potential entrants

Omeprazole DR 16% 11

Indian companies like Cadila, Lupin, Kremers, Glenmark and 

Aurobindo. Given that it is a highly competitive market, 

Dr.Reddy’s w ithdraw al w ill not lead to any meaningful price 

increase and neither w ill any single company benefit, in our 

view
 

Source: JM Financial 

 
 Warning letter resolution is the key stock catalyst: While the warning letter 

does not necessarily lead to an import embargo, Dr.Reddy’s remains exposed 

to remediation requirements such as third-party audits and batch testing, 

which may delay shipments. 
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Financial Tables (Consolidated) 

 

Profit & loss statement                                                   (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 1,48,189 1,54,708 1,66,115 1,84,041 2,01,581

Growth (%) 12.1 4.4 7.4 10.8 9.5

Other operational income 0 0 0 0 0

Raw material (or COGS) 62,785 62,427 71,429 77,481 83,858

Personnel cost 0 0 0 0 0

Other expenses (or SG&A) 51,932 53,193 57,984 64,572 71,307

EBITDA 33,472 39,088 36,611 41,988 46,416

EBITDA (%) 22.6 25.3 22.0 22.8 23.0

Growth (%) 7.2 16.8 -6.3 14.7 10.5

Other non-op. income 269 -3,031 1,102 1,102 1,102

Depreciation and amort. 8,102 10,343 9,443 9,543 9,543

EBIT 25,639 25,714 28,270 33,547 37,975

Add: Net interest income 2,525 1,425 100 100 100

Pre tax profit 28,164 27,139 28,370 33,647 38,075

Taxes 5,984 7,126 5,958 7,066 7,996

Add: Extraordinary items 0 0 0 0 0

Less: Minority interest 0 0 0 0 0

Reported net profit 22,180 20,013 22,412 26,581 30,079

Adjusted net profit 22,180 20,013 22,412 26,581 30,079

Margin (%) 15.0 12.9 13.5 14.4 14.9

Diluted share cap. (mn) 170 171 168 168 168

Diluted EPS (`) 130.4 117.1 133.1 157.9 178.7

Growth (%) 5.1 -10.2 13.7 18.6 13.2

Total Dividend + Tax 3,992 3,602 4,034 4,785 5,414  
Source: Company, JM Financial 

 

 

 

Balance sheet                                                                   (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 852 853 853 853 853

Other capital 0 0 0 0 0

Reserves and surplus 1,10,450 1,27,483 1,30,678 1,38,982 1,47,092

Networth 1,11,302 1,28,336 1,31,531 1,39,835 1,47,945

Total loans 43,126 33,513 33,513 33,513 33,513

Minority interest 0 0 0 0 0

Sources of funds 1,54,427 1,61,849 1,65,044 1,73,348 1,81,458

Intangible assets 16,430 24,644 21,201 17,758 14,315

Fixed assets 48,090 53,961 55,211 56,461 57,711

Less: Depn. and amort. 0 0 0 0 0

Net block 64,520 78,605 76,412 74,219 72,026

Capital WIP 0 0 0 0 0

Investments 3,850 3,297 3,297 3,297 3,297

Def tax assets/- liability -5,158 -3,983 -3,283 -2,583 -1,883

Current assets 1,26,392 1,25,748 1,31,051 1,41,493 1,51,775

Inventories 25,529 25,578 29,993 33,230 36,397

Sundry debtors 40,755 41,306 39,222 43,454 47,596

Cash & bank balances 39,654 39,955 42,928 45,901 48,874

Other current assets 13,901 12,849 12,849 12,849 12,849

Loans & advances 6,554 6,060 6,060 6,060 6,060

Current liabilities & prov. 35,177 41,818 42,433 43,079 43,757

Current liabilities 10,660 12,300 12,915 13,561 14,239

Provisions and others 24,516 29,518 29,518 29,518 29,518

Net current assets 91,215 83,930 88,618 98,415 1,08,018

Others (net) 0 0 0 0 0

Application of funds 1,54,427 1,61,849 1,65,044 1,73,348 1,81,458  
Source: Company, JM Financial 

 

 

 

Cashflow statement                                                (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 22,180 20,013 22,412 26,581 30,079

Depreciation and amort. 0 0 0 0 0

-Inc/dec in working cap. -9,098 1,040 -1,716 -6,823 -6,630

Others 0 0 0 0 0

Cash from operations (a) 13,082 21,053 20,697 19,758 23,449

-Inc/dec in investments -3,044 553 0 0 0

Capex -5,399 -14,085 2,193 2,193 2,193

Others 4,237 6,547 0 0 0

Cash flow from inv. (b) -4,207 -6,985 2,193 2,193 2,193

Inc/-dec in capital 2,314 624 -15,183 -13,493 -16,555

Dividend+Tax thereon -3,992 -3,602 -4,034 -4,785 -5,414

Inc/-dec in loans -1,616 -9,613 0 0 0

Others 538 -1,175 -700 -700 -700

Financial cash flow ( c ) -2,756 -13,767 -19,917 -18,978 -22,669

Inc/-dec in cash (a+b+c) 6,120 302 2,973 2,973 2,973

Opening cash balance 33,534 39,654 39,955 42,928 45,901

Closing cash balance 39,654 39,955 42,928 45,901 48,874  
Source: Company, JM Financial 

 

 

 

Key ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 654.4 750.7 781.3 830.6 878.8

ROIC (%) 18.6 16.0 18.3 21.2 23.1

ROE (%) 21.9 16.7 17.2 19.6 20.9

Net Debt/equity ratio (x) 0.0 -0.1 -0.1 -0.1 -0.1

Valuation ratios (x)

PER 27.3 30.4 26.8 22.6 19.9

PBV 5.4 4.7 4.6 4.3 4.1

EV/EBITDA 18.1 15.3 16.0 13.9 12.5

EV/Sales 4.1 3.9 3.5 3.2 2.9

Turnover ratios (no.)

Debtor days 100 97 86 86 86

Inventory days 63 60 66 66 66

Creditor days 62 72 66 64 62

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

12-Feb-14 176.1 3,170

14-May-14 169.7 -3.6 3,055 -3.6

22-Sep-14 164.7 -2.9 196.0 3,640 19.1

31-Oct-14 165.7 0.6 197.8 0.9 3,640 0.0

12-Jan-15 156.1 -5.8 180.9 -8.5 3,570 -1.9

30-Jan-15 154.3 -1.2 176.9 -2.2 3,570 0.0

13-May-15 154.9 0.4 178.8 1.1 3,750 5.0

17-May-15 178.8 15.4 207.9 16.3 3,750 0.0

30-Jul-15 158.6 -11.3 181.9 -12.5 4,000 6.7

25-Nov-15 159.5 0.6 138.6 -23.8 2,750 -31.3

10-Feb-16 149.0 -6.6 130.1 -6.1 2,770 0.7

12-May-16 117.1 -21.4 130.9 0.6 2,770 0.0
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In the value zone  

Despite several quarters of weakness we remain constructive on the growth 

prospects as: a) the domestic business rebounded to 16% growth in 4Q, 

despite a weak March in IPM, as new launches complemented its existing 

strength in respiratory, urology and GI; b) flat export formulation, despite a 

weak SA quarter (due to reclassification) and increasing gNexium 

competition indicating a robust base business; and c) InvaGen integration 

adds bulk to pace of filings/approvals in the US 2H17 onwards. Unlike 

several peers, which have a high hurdle rate for the US business, Cipla’s US 

business is still a small contributor to earnings. Margins are at a cyclical 

trough and while it may take a couple of quarters to improve, as the 

company restructures its operations, we remain confident that it will help 

Cipla enter a period of sustainable mid-to-high teens of growth. Our INR575 

TP is based on 20x FY18 earnings.  

 Base business intact: We are comfortable with Cipla’s medium-term 

guidance of mid-teens revenue growth and 15–20% EBITDA growth in the base 

business. Cipla’s front-end has made rapid inroads with 10% market share 

within 12 months of launch. With InvaGen consolidation we see higher 

number of filings/approvals in the coming quarters, which could potentially 

translate into 20% US growth for the next 2–3 years. Furthermore, given 

Cipla’s expertise in inhalers, we see Pulmicort type opportunities in the 

medium term. Prioritising EM investments should help it avoid spreading 

itself too thin and thus garner greater focus in high-growth. 

 InvaGen/Exelan adds heft: Cipla is in a good position to leverage synergies 

as new launches can be monetised through its own front-end. We see 

potential upside in numbers, if InvaGen manages to monetise its FTFs. Some 

of Invagen’s key filings include Renagel/Renvela, Prezista, Latuda and Zetia. 

Its acquisition price is not as expensive as Teva/Allergan and Lupin/Gavis. 

 Attractive valuations: Cipla trades at 19x one-year forward P/E, a discount of 

5% to the BSE Healthcare Index which is hit an 8-year trough. Given its 

branded domestic business, sector-best secular earnings growth and 

strengthening US business, its current valuation looks unjustified and offers 

an attractive entry point. 

E 1.Vicky 
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Key Data 

Market cap (bn) ` 413.3 / US$ 6.1

Shares in issue (mn) 802.0

Diluted share (mn) 802.0

3-mon avg daily val (mn) ` 1019.6/US$ 15.1

52-week range ` 748.0/457.5

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
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Shareholding Pattern  (%) 

Mar-16 Mar-15

Promoters 36.8 36.8

FII 21.6 20.2

DII 14.5 9.8

Public / Others 27.1 33.3
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Exhibit 1. Financial Summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 1,08,824 1,33,725 1,63,209 1,97,135 2,38,168

Sales growth (%) 11.6 22.9 22.0 20.8 20.8

EBITDA 21,617 25,011 31,164 38,025 46,345

EBITDA (%) 19.1 18.3 18.7 18.8 19.1

Adjusted net profit 11,808 15,060 18,253 22,803 28,342

EPS (`) 14.7 18.8 22.8 28.4 35.3

EPS growth (%) -15.8 27.5 21.2 24.9 24.3

ROIC (%) 11.7 12.0 12.6 14.8 17.4

ROE (%) 11.3 13.3 14.4 15.7 16.8

PE (x) 34.9 27.4 22.6 18.1 14.6

Price/Book value (x) 3.8 3.5 3.1 2.7 2.3

EV/EBITDA (x) 19.3 17.9 14.1 11.1 8.7

Source: Company data, JM Financial. Note: Valuations as of 08/07/2016
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Invagen—a right move: Cipla gets a US asset, where its presence is minimal 

(<15% of US revenues). Considering that Cipla has only recently moved away from 

its partnership model, the acquisition of 40 approved and 32 pipeline products, in 

addition to Cipla’s 5–8 products (ex-partnership), should help fast tracking US 

growth. Prima facie, it may appear that the quality of portfolio does not have 

competitive intensity, but we see product specific opportunities, wherein 

successful commercialisation can offer a meaningful upside. It also has five FTF 

products with a commercial potential of c.USD8bn. InvaGen is also among the 

four players to have approval for gEvista (c.USD400mn market). With the Exelan 

acquisition, Cipla gets entry into the US institutional business, which despite 

being low margin provides a steady revenue stream. 

Exhibit 2. Invagen acquisition – 12% earnings accretive 

FY16 FY17 FY18 FY19

Revenue Cipla (ex-acq) 1,32,359 1,44,351 1,75,495 2,11,273

Acq impact 1,367 18,858 21,687 26,950

Cipla (incl-acq) 1,33,725 1,63,209 1,97,181 2,38,223

change 1% 13% 12% 13%

EBITDA Cipla (ex-acq) 24,663 26,261 32,287 39,214

Acq impact 348 4,903 5,747 7,142

Cipla (incl-acq) 25,011 31,164 38,034 46,356

change 1% 19% 18% 18%

Cash EPS Cipla (ex-acq) 18.8 20.1 25.1 31.3

Acq impact 0.0 2.7 3.3 4.1

Cipla (incl-acq) 18.8 22.8 28.4 35.3

change 0% 13% 13% 13%

EBITDA margin Cipla (ex-acq) 18.6% 18.2% 18.4% 18.6%

Cipla (incl-acq) 18.7% 19.1% 19.3% 19.5%
 

Source: Company, JM Financial 

 

Exhibit 3. Invagen acquisition M&A assumptions 

Deal value $550

Internal cash $0

Interest foregone (%) 4%

New debt $550

Interest cost 3%

Deal-closing 01-Mar-16

$/Rs. 67

Growth rates

 - InvaGen sales 15%

 - Exelan sales 25%

EBITDA margin 25%
 

Source: Bloomberg 
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Exhibit 4. Cipla’s one-year forward P/E 
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Financial Tables (Consolidated) 

 
Profit & Loss Statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 1,08,824 1,33,725 1,63,209 1,97,135 2,38,168

Growth (%) 11.6 22.9 22.0 20.8 20.8

Other operational income 4,630 3,058 3,691 4,596 4,904

Raw material (or COGS) 41,897 51,184 63,068 75,784 90,504

Personnel cost 19,737 24,515 28,115 33,710 40,727

Other expenses (or SG&A) 30,204 36,073 44,553 54,212 65,496

EBITDA 21,617 25,011 31,164 38,025 46,345

EBITDA (%) 19.1 18.3 18.7 18.8 19.1

Growth (%) 1.3 15.7 24.6 22.0 21.9

Other non-op. income 1,656 2,089 1,744 1,756 1,769

Depreciation and amort. 5,047 5,417 5,477 5,722 5,842

EBIT 18,225 21,684 27,431 34,058 42,272

Add: Net interest income -1,683 -1,613 -2,303 -2,287 -2,287

Pre tax profit 16,543 20,070 25,128 31,771 39,985

Taxes 4,000 4,396 6,156 8,102 10,596

Add: Extraordinary items 0 0 0 0 0

Less: Minority interest 735 615 718 867 1,047

Reported net profit 11,808 15,060 18,253 22,803 28,342

Adjusted net profit 11,808 15,060 18,253 22,803 28,342

Margin (%) 10.4 11.0 10.9 11.3 11.7

Diluted share cap. (mn) 802 802 802 802 802

Diluted EPS (`) 14.7 18.8 22.8 28.4 35.3

Growth (%) -15.8 27.5 21.2 24.9 24.3

Total Dividend + Tax 3,288 3,570 3,758 3,758 3,758  
Source: Company, JM Financial 

 

 

 

Balance Sheet                                                                      (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 1,606 1,607 1,607 1,607 1,607

Other capital 0 0 0 0 0

Reserves and surplus 1,06,409 1,16,967 1,33,464 1,54,041 1,79,688

Networth 1,08,015 1,18,574 1,35,071 1,55,648 1,81,295

Total loans 17,018 51,914 51,914 51,774 51,774

Minority interest 1,805 2,696 3,295 4,041 4,968

Sources of funds 1,26,837 1,73,184 1,90,279 2,11,463 2,38,037

Intangible assets 27,492 57,378 57,378 57,378 57,378

Fixed assets 68,584 78,732 85,413 91,719 98,249

Less: Depn. and amort. 27,319 32,736 38,213 43,935 49,776

Net block 68,757 1,03,374 1,04,578 1,05,162 1,05,850

Capital WIP 5,349 7,412 7,412 7,412 7,412

Investments 2,498 1,764 1,764 1,764 1,764

Def tax assets/- liability -2,846 -3,664 -3,664 -3,664 -3,664

Current assets 75,914 88,422 1,06,487 1,29,441 1,57,875

Inventories 37,806 38,080 41,888 46,077 50,685

Sundry debtors 20,043 23,593 27,131 31,201 35,881

Cash & bank balances 9,543 14,520 24,627 38,680 57,152

Other current assets 1,449 2,649 2,782 2,921 3,067

Loans & advances 7,074 9,580 10,059 10,562 11,090

Current liabilities & prov. 25,011 29,394 31,568 33,922 36,471

Current liabilities 20,809 24,333 26,254 28,342 30,612

Provisions and others 4,202 5,061 5,314 5,580 5,859

Net current assets 50,903 59,028 74,919 95,519 1,21,405

Others (net) 2,178 5,270 5,270 5,270 5,270

Application of funds 1,26,837 1,73,184 1,90,279 2,11,463 2,38,037  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 11,808 15,060 18,253 22,803 28,342

Depreciation and amort. 5,521 5,417 5,477 5,722 5,842

-Inc/dec in working cap. -6,530 -5,502 -5,937 -6,708 -7,582

Others 1,309 892 598 746 927

Cash from operations (a) 12,108 15,866 18,391 22,563 27,528

-Inc/dec in investments 1,474 734 0 0 0

Capex -10,243 -42,098 -6,681 -6,306 -6,530

Others 287 2,354 153 161 169

Cash flow from inv. (b) -8,483 -39,010 -6,528 -6,145 -6,360

Inc/-dec in capital -1,008 -931 2,001 1,532 1,063

Dividend+Tax thereon -3,288 -3,570 -3,758 -3,758 -3,758

Inc/-dec in loans 4,734 34,896 0 -140 0

Others 608 -2,275 0 0 0

Financial cash flow ( c ) 1,046 28,121 -1,756 -2,366 -2,695

Inc/-dec in cash (a+b+c) 4,671 4,977 10,107 14,053 18,473

Opening cash balance 4,872 9,543 14,520 24,627 38,680

Closing cash balance 9,543 14,520 24,627 38,680 57,152  
Source: Company, JM Financial 

 

 

 

Key Ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 134.7 147.8 168.4 194.1 226.1

ROIC (%) 11.7 12.0 12.6 14.8 17.4

ROE (%) 11.3 13.3 14.4 15.7 16.8

Net Debt/equity ratio (x) 0.0 0.3 0.2 0.1 0.0

Valuation ratios (x)

PER 34.9 27.4 22.6 18.1 14.6

PBV 3.8 3.5 3.1 2.7 2.3

EV/EBITDA 19.3 17.9 14.1 11.1 8.7

EV/Sales 3.8 3.4 2.7 2.1 1.7

Turnover ratios (no.)

Debtor days 67 64 61 58 55

Inventory days 127 104 94 85 78

Creditor days 137 101 90 82 76

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

18-Nov-13 445

17-Feb-14 23.0 460 3.4

30-May-14 22.8 -0.9 460 0.0

22-Sep-14 26.4 15.8 31.4 720 56.5

1-Dec-14 25.8 -2.3 30.7 -2.2 720 0.0

12-Jan-15 25.2 -2.3 33.0 7.5 720 0.0

13-Feb-15 24.0 -4.8 31.8 -3.6 720 0.0

31-May-15 22.8 -5.0 31.5 -0.9 750 4.2

17-Aug-15 22.8 0.0 31.9 1.3 800 6.7

10-Feb-16 21.4 -6.1 29.4 -7.8 725 -9.4

25-May-16 18.8 -12.1 23.1 -21.4 575 -20.7
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Regulatory overhang delays growth  

FY17, which was expected to be the year of US-driven growth, is likely to be 

a trough year as big-ticket launches like Toprol XL, Prevacid ODT and Asacol 

HD will only be in FY18. Furthermore, continuing erosion of the US base 

business and Ipca’s re-entry will erode HCQs profitability. However, we point 

out that Cadila has the best portfolio mix with c.30% of existing portfolio 

and c.40% of pending ANDAs being limited competition (modified releases, 

derma, inj.). To fill in HCQs decline, Cadila has taken steps like acquiring 

some products from Teva and expanding its ex-US Hepatitis C franchise. 

 Moraiya remediation is the key: While the warning letters do not point 

toward data integrity or even drug safety, FDA’s assertion hints toward lack of 

corrective actions. We do not expect an import alert based on these 

observations. Moraiya contributes c.20–25% of the topline and key pipeline 

drugs (Asacol HD, Prevacid ODT and Toprol XL) are filed from this site; site 

transfer typically delays the timelines by 6–12 months. We expect Cadila to 

invite the FDA for re-inspection in the next couple of quarters and possibly 

resolve the issue by the end of FY17. 

 Stable US franchise: Cadila’s US franchise comprises a mix of own launches 

and authorised generics. Its AG performance has been pretty impressive 

despite a mature base, as seen from an increase in market share (see Exhibit 

on next page). This has prevented a decline, despite no major launches. With 

major launches like Toprol XL, Prevacid ODT and Asacol HD (in case it opts 

for non-AG) only in FY18 and industry-wide headwind of pricing erosion (at 

least mid-single digit, in our view), FY17 is likely to be a trough year. Also, the 

20 expected launches in FY17 will start making a meaningful impact only in 

FY18. We forecast flat sales growth, with the US expected to decline 15% and 

margins correcting by c.150 bps. However, in case the management decides 

to launch an AG of Asacol HD, then we could see an upgrade to FY17 

numbers. 

 Domestic business—emerging from the trough: Despite its leadership in 

CVS, women healthcare and pain, Cadila’s domestic business has traditionally 

underperformed the IPM. The domestic formulation business went up 13% in 

4Q, which was the highest in several quarters. This growth seems notable, 

Anmol Ganjoo 

 anmol.ganjoo@jmfl.com 
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Key Data 

Market cap (bn) ` 351.3 / US$ 5.2

Shares in issue (mn) 1,023.7

Diluted share (mn) 1,023.7

3-mon avg daily val (mn) ` 248.9/US$ 3.7

52-week range ` 454.4/295.0

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
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% 1M 3M 12M

Absolute 7.5 7.4 -6.8

Relative 5.9 -1.8 -3.2
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Shareholding Pattern  (%) 

Mar-16 Mar-15

Promoters 74.8 74.8

FII 6.6 6.4

DII 7.3 8.2

Public / Others 11.4 10.6

 

Cadila Healthcare | CDH IN 

 

9 July 2016 

 
India | Pharma | Company Update 

Price: ` 360 

BUY 

12M Target: ` 350 

 

Exhibit 1. Financial Summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 84,906 94,694 96,908 1,17,053 1,31,866

Sales growth (%) 20.3 11.5 2.3 20.8 12.7

EBITDA 17,402 23,830 22,480 27,609 31,999

EBITDA (%) 20.2 24.2 22.5 23.6 23.7

Adjusted net profit 11,443 15,252 15,372 19,634 23,365

EPS (`) 11.2 14.9 15.0 19.2 22.8

EPS growth (%) -72.1 33.3 0.8 27.7 19.0

ROIC (%) 22.0 25.3 22.5 26.3 30.0

ROE (%) 29.8 31.8 25.9 27.0 26.0

PE (x) 32.2 24.2 24.0 18.8 15.8

Price/Book value (x) 8.7 6.9 5.7 4.6 3.7

EV/EBITDA (x) 22.1 16.0 16.8 13.2 10.9

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
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considering that the IPM increased <10%. While it is too early to call it 

turnaround, we note that partnerships with Gilead (sofosbuvir, where it is #1 

in India), Humira biosimilar and penetration of Lipaglyn should help in 

creating a sustainable revenue stream. The management is confident of a 

better FY17 and believes that the FDC ban and NLEM 2015 implementation 

will impact growth by only 1% during FY17.  

E 1.Vicky 

 
Moraiya warning letter takeaways 

While the issues itself do not point to data integrity or even drug safety, 

FDA’s warning letter follows the lack of corrective actions by Cadila. 

 Observation 1: Failure to thoroughly investigate any unexplained 

discrepancy or failure of a batch or any of its components to meet any of 

its specifications. 

Our view: This is a common observation (even Sun had a similar observation) 

and Cadila faced issue with one narrow therapeutic index drug, i.e., warfarin. 

The main problem, in our view, is that it is a repeat observation from a 2013 

inspection. Furthermore, it restarted warfarin manufacturing in Nov’14 after 

assuring corrective actions and preventive actions (CAPA) were carried out. 

However, in a Jun’15 meeting it conceded that additional lots had failed. This, 

from an FDA viewpoint implies inadequate identification of root cause, which 

indicates laxity on the management’s part. However, we point out that: a) 

FDA’s comments were limited to warfarin, and b) there is no embargo; in 

FDA’s words, “Nevertheless, at this time, drugs from this facility are being 

released to the market.” 

 Observation 2: Failure to establish and follow adequate written 

procedures, describing the handling of all written and oral complaints 

regarding a drug product and failure to maintain an adequate written 

record. 

Consumer complaints not investigated on multiple occasions; nine complaints 

relating to potential mix-ups among products; failure to file field alert reports 

(FAR); and inadequate corrective actions. 

Our view: Failure to file FARs (in 8 out of 9 instances), deficient SOPs (whether 

other products would be impacted) and lack of investigation in root cause of 

product mix-ups has led to the culmination of a warning letter. Failure to 

follow adequate written procedure is a fairly benign observation, especially 

considering that this is not related to drug potency/safety. However, we fail 

to understand why the retrospective review was for a short duration (Jan’13 to 

Aug’14) when the FDA raised customer complaints over a three-year period; 

also the fact that investigation did not go beyond the oral solid dosage. We 

do not expect an import alert based on these observations and suitable 

remedial action pinpointing the cause of mix-ups/defects should satisfy the 

FDA, in our view. 
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Exhibit 2. Market Share in key drugs 

Drug 
Market share 
(4Q16) 

Market share 
(4Q15) 

Divalproex  20% 19% 

Fenofibrate 18% 5% 

Trilipix 27% 16% 

Paricalcitol 38% 16% 

Niaspan 20% 13% 

Tamusolin 43% 36% 

Omeprazole 10% 10% 

Topiramate 41% 42% 

Source: Bloomberg 
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Financial Tables (Consolidated) 

 
Profit & loss statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 84,906 94,694 96,908 1,17,053 1,31,866

Growth (%) 20.3 11.5 2.3 20.8 12.7

Other operational income 1,452 3,682 3,102 0 3,257

Raw material (or COGS) 31,967 32,769 35,256 40,170 46,096

Personnel cost 12,085 13,317 13,169 15,021 17,385

Other expenses (or SG&A) 24,905 28,460 29,105 34,253 39,643

EBITDA 17,402 23,830 22,480 27,609 31,999

EBITDA (%) 20.2 24.2 22.5 23.6 23.7

Growth (%) 45.1 36.9 -5.7 22.8 15.9

Other non-op. income 554 942 620 739 1,329

Depreciation and amort. 2,873 3,022 3,234 3,217 3,562

EBIT 15,083 21,749 19,866 25,131 29,766

Add: Net interest income -679 -486 -492 -492 -492

Pre tax profit 14,404 21,263 19,374 24,639 29,274

Taxes 2,594 5,711 3,802 4,805 5,708

Add: Extraordinary items -63 25 0 0 0

Less: Minority interest 367 300 200 200 200

Reported net profit 11,381 15,277 15,372 19,634 23,365

Adjusted net profit 11,443 15,252 15,372 19,634 23,365

Margin (%) 13.3 15.5 15.4 16.8 17.3

Diluted share cap. (mn) 1,024 1,024 1,024 1,024 1,024

Diluted EPS (`) 11.2 14.9 15.0 19.2 22.8

Growth (%) -72.1 33.3 0.8 27.7 19.0

Total Dividend + Tax 3,607 4,808 4,845 6,189 7,365  
Source: Company, JM Financial 

 

 

 

Balance sheet                                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 1,024 1,024 1,024 1,024 1,024

Other capital 0 0 0 0 0

Reserves and surplus 41,492 52,495 63,944 79,329 98,117

Networth 42,516 53,519 64,968 80,353 99,141

Total loans 23,339 21,073 21,073 21,073 21,073

Minority interest 1,689 1,354 1,554 1,754 1,954

Sources of funds 67,544 75,946 87,595 1,03,180 1,22,168

Intangible assets 14,459 14,509 14,559 14,609 14,659

Fixed assets 36,256 45,623 55,314 61,004 67,589

Less: Depn. and amort. 17,193 20,215 23,449 26,667 30,228

Net block 33,522 39,917 46,424 48,946 52,020

Capital WIP 7,979 7,979 7,979 7,979 7,979

Investments 332 332 332 332 332

Def tax assets/- liability -586 -611 1,298 295 -609

Current assets 42,267 44,376 48,434 63,361 81,080

Inventories 15,357 14,512 15,238 15,999 16,799

Sundry debtors 15,884 16,804 18,148 19,600 21,168

Cash & bank balances 7,911 9,284 11,272 23,985 39,336

Other current assets 707 1,335 1,335 1,335 1,335

Loans & advances 2,408 2,441 2,441 2,441 2,441

Current liabilities & prov. 20,814 21,962 22,787 23,648 24,548

Current liabilities 17,191 21,064 21,889 22,750 23,650

Provisions and others 3,623 898 898 898 898

Net current assets 21,453 22,414 25,648 39,712 56,532

Others (net) 4,844 5,915 5,915 5,915 5,915

Application of funds 67,544 75,946 87,595 1,03,180 1,22,168  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 11,506 15,227 15,372 19,634 23,365

Depreciation and amort. 2,437 3,022 3,234 3,217 3,562

-Inc/dec in working cap. -4,428 2,465 -1,397 -1,508 -1,627

Others 246 -335 200 200 200

Cash from operations (a) 9,761 20,379 17,409 21,544 25,501

-Inc/dec in investments -110 0 0 0 0

Capex -3,785 -9,417 -9,741 -5,740 -6,635

Others 17 -2,053 152 155 158

Cash flow from inv. (b) -3,878 -11,470 -9,589 -5,584 -6,477

Inc/-dec in capital 352 533 922 1,939 2,788

Dividend+Tax thereon -3,607 -4,808 -4,845 -6,189 -7,365

Inc/-dec in loans 693 -2,266 0 0 0

Others -1,417 -1,046 -1,909 1,003 904

Financial cash flow ( c ) -3,979 -7,586 -5,832 -3,247 -3,673

Inc/-dec in cash (a+b+c) 1,904 1,323 1,988 12,713 15,351

Opening cash balance 6,132 7,911 9,284 11,272 23,985

Closing cash balance 8,036 9,234 11,272 23,985 39,336  
Source: Company, JM Financial 

 

 

 

Key ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 41.5 52.3 63.5 78.5 96.8

ROIC (%) 22.0 25.3 22.5 26.3 30.0

ROE (%) 29.8 31.8 25.9 27.0 26.0

Net Debt/equity ratio (x) 0.4 0.2 0.1 0.0 -0.2

Valuation ratios (x)

PER 32.2 24.2 24.0 18.8 15.8

PBV 8.7 6.9 5.7 4.6 3.7

EV/EBITDA 22.1 16.0 16.8 13.2 10.9

EV/Sales 4.5 4.0 3.9 3.1 2.7

Turnover ratios (no.)

Debtor days 68 65 68 61 59

Inventory days 66 56 57 50 47

Creditor days 125 150 146 135 123

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

11-Feb-14 11.5 208

22-Sep-14 12.4 7.5 276 32.7

12-Jan-15 13.6 9.4 16.7 334 21.0

10-Feb-15 13.4 -1.2 16.7 -0.2 334 0.0

17-May-15 17.0 26.9 21.6 29.6 357 6.9

13-Aug-15 14.2 -16.6 17.4 -19.7 404 13.2

23-Oct-15 14.6 3.0 17.5 0.8 425 5.2

8-Feb-16 15.2 4.1 14.8 -15.4 360 -15.3

16-May-16 14.9 -2.0 15.1 2.0 350 -2.8
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Execution leader  

Torrent has positively surprised us with its execution ability, as its gAbilify 

performance seems to mirror gCymbalta in FY14–FY15 with genericisation 

being slower than anticipated. We note that Torrent remains the only 

company so far to have reported a healthy growth in its base business, 

which implies that it has maintained, and in some cases increased its market 

share in legacy products. We see FY17, as a year of consolidation as the US 

business mean reverts, but expect continued strength in its domestic 

franchise. While the FY17 profit decline seems factored in, FY18 earnings 

may come under pressure in the absence of approvals. Torrent is most likely 

to go the inorganic route to shore up its FY18 revenues, given the paucity in 

its pipeline (<20 ANDAs pending approval). While doubling the R&D 

investment seems the correct way to drive growth, we see a lag time of 2–3 

years before the R&D efforts start to bear fruit.   

 Domestic and EM story – US provides the alpha: Our bullish thesis on 

Torrent is based on several macro factors, which seem to favour the stock: a) 

while Elder synergies are yet to fully materialise, it has already added the fast-

growing neutraceuticals and gynaecology segments, which provides scope for 

cross-selling synergies; b) it is one of the strong players in Brazil in the 

branded market, where after a period of restructuring has seemed to turn a 

corner as evidenced by >20% growth in the past four quarters; c) a credible 

generic-generic strategy in the developed markets, where its inventory 

management enables it to take advantage of competitive dynamics.  

 Domestic growth story remains strong: Torrent’s base business has been 

growing in mid-to-high teens, where the company continues to do well in all 

segments especially CVS and Neurology. Acquisition of Elder’s portfolio (>35% 

EBITDA margin) improves chronic business to c.50% of domestic sales and 

adds neutraceuticals and gynaecology products, of which the former is 

growing faster than market. We see scope for synergies by cross-selling 

products that will drive PCPM improvement (from c.500k to c.800k) in a 

couple of years’ time. Even after a 10% hike in Shelcal prices last Nov, it is still 

c.15% cheaper than its main peers, as per the company. This gives headroom 

for price hikes in not just Shelcal, but other Elder brands. 
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Key data 

Market cap (bn) ` 236.6 / US$ 3.5

Shares in issue (mn) 169.3

Diluted share (mn) 169.3

3-mon avg daily val (mn) ` 178.1/US$ 2.6

52-week range ` 1699.8/1175.1

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
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Absolute 1.7 1.0 6.8
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Shareholding pattern  (%) 

Mar-16 Mar-15

Promoters 71.3 71.2

FII 10.5 12.3

DII 7.3 6.8

Public / Others 11.0 9.7
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Exhibit 1. Financial summary (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 45,850 65,290 65,033 73,791 83,216

Sales growth (%) 13.6 42.4 -0.4 13.5 12.8

EBITDA 10,200 27,200 17,479 20,265 23,665

EBITDA (%) 21.9 40.7 26.3 26.9 27.9

Adjusted net profit 7,510 18,620 11,754 13,988 16,579

EPS (`) 44.4 110.0 69.4 82.6 97.9

EPS growth (%) 15.3 147.9 -36.9 19.0 18.5

ROIC (%) 29.5 50.1 31.4 32.0 32.7

ROE (%) 34.2 63.3 30.4 28.5 26.3

PE (x) 32.0 12.9 20.5 17.2 14.5

Price/Book value (x) 9.7 7.1 5.5 4.4 3.4

EV/EBITDA (x) 25.2 9.0 13.8 11.6 9.5

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
 



Torrent Pharma 9 July 2016 

 

JM Financial Institutional Securities Limited Page 53 

 

 

 Brazil business continues to strengthen: We see at least 15% annual growth 

sustainable, as Torrent continues to maintain a strong presence in the 

branded space. The restructuring in Brazil operations is visible now with >20% 

cc growth in the past four quarters; importantly there has been a balance of 

volume and pricing-driven growth. This growth has been driven by just two 

segments—CVS and CNS. The company plans to introduce higher margin 

derma and gynaecology products gradually, which should provide a stable 

platform in the medium-term. 

 Modest FY18 pipeline but FY16/17 launches provide stability: While 

gAbilify franchise is on the decline, albeit with a longer tail than previously 

anticipated, we expect Torrent’s next 2–-3 quarters to be strong as gDetrol 

(c.USD550mn) will remain a 2–3 player market and gNexium should 

contribute strongly to the bottomline (Dr.Reddy’s regulatory issues give a 

further boost). FY17 growth is contingent on number of eventual players in 

key pipeline products such as gInvega (four launched; c.USD800mn market 

pre-genericisation), gCrestor (10 tentative approvals; c.USD3bn) and gBenicar 

(two launched; c.USD600mn). Furthermore, minocycline (which Ranbaxy 

divested) provides a strong boost in FY16, given that there are only c.3–4 

generic players in the market. Approval of gNexium can provide further 

upside, given that there are no more than 5 generic players. 

 Zyg – low-hanging fruit in derma: While Zyg is mainly a CMO operation 

producing simple derma products, it nevertheless gets Torrent a toehold in 

this fast expanding space.  

 Multiple growth drivers: The Indian business is strong on two fronts: 

Torrent’s base business as well as the Elder business will lead to Torrent 

being the 12th ranked player within IPM vs. 17th earlier and expand Torrent’s 

base in Tier III/IV towns considerably. 

US pipeline strong: For a company of Torrent’s size, the pipeline looks 

impressive with it having filed for most of the major drugs going off-patent in 

the 6–24 months. Limited competition in products such as gAbilify and 

increased pace of new launches (7–10 annually) in niche products can provide 

a further upside. 

The EU is not playing spoilsport: Unlike other companies that are struggling 

in the EU, Torrent’s performance is consistent in the EU and we do not expect 

it to be a drag on overall numbers. 

 Elder business main margin driver…: Elder price hikes and higher 

salesforce productivity are the main margin drivers in a usually tepid 

domestic market. 

 Strong pricing in Detrol LA, Euro and BRL stabilization should help mitigate 

margin pressures 
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Exhibit 2. Torrent has multiple growth drivers… 
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Exhibit 3. …which will aid margin expansion 
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Financial Tables (Consolidated) 

 

Profit & loss statement                                                   (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 45,850 65,290 65,033 73,791 83,216

Growth (%) 13.6 42.4 -0.4 13.5 12.8

Other operational income 680 1,470 1,544 1,544 1,544

Raw material (or COGS) 14,150 15,770 19,259 21,847 24,614

Personnel cost 8,420 8,560 10,497 11,903 13,426

Other expenses (or SG&A) 13,760 15,230 19,341 21,320 23,055

EBITDA 10,200 27,200 17,479 20,265 23,665

EBITDA (%) 21.9 40.7 26.3 26.9 27.9

Growth (%) 8.6 166.7 -35.7 15.9 16.8

Other non-op. income 2,860 2,160 1,611 1,431 1,364

Depreciation and amort. 1,910 2,460 2,463 2,561 2,882

EBIT 11,150 26,900 16,627 19,135 22,147

Add: Net interest income -1,750 -1,860 -1,458 -1,202 -947

Pre tax profit 9,400 25,040 15,168 17,933 21,200

Taxes 1,890 6,420 3,414 3,945 4,622

Add: Extraordinary items 0 -1,400 0 0 0

Less: Minority interest 0 0 0 0 0

Reported net profit 7,510 17,220 11,754 13,988 16,579

Adjusted net profit 7,510 18,620 11,754 13,988 16,579

Margin (%) 16.1 27.9 17.7 18.6 19.6

Diluted share cap. (mn) 169 169 169 169 169

Diluted EPS (`) 44.4 110.0 69.4 82.6 97.9

Growth (%) 15.3 147.9 -36.9 19.0 18.5

Total Dividend + Tax 2,631 6,034 4,119 4,901 5,809  
Source: Company, JM Financial 

 

 

 

Balance sheet                                                                   (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 846 846 846 846 846

Other capital 0 0 0 0 0

Reserves and surplus 24,059 33,044 42,513 53,792 70,370

Networth 24,906 33,890 43,359 54,638 71,216

Total loans 25,043 18,670 15,640 12,640 9,640

Minority interest 4 0 0 0 0

Sources of funds 49,953 52,560 58,999 67,278 80,856

Intangible assets 20,857 21,192 21,525 21,902 22,326

Fixed assets 15,180 21,385 26,045 31,168 36,254

Less: Depn. and amort. 7,711 10,171 12,634 15,195 18,077

Net block 28,327 32,407 34,937 37,875 40,502

Capital WIP 6,783 6,783 6,783 6,783 6,783

Investments 1 0 0 0 0

Def tax assets/- liability -1,047 -220 -220 -220 -220

Current assets 40,587 46,610 52,160 59,223 71,983

Inventories 10,672 13,580 14,666 15,840 17,107

Sundry debtors 15,945 14,450 17,340 20,808 24,970

Cash & bank balances 8,650 14,070 15,418 17,603 24,685

Other current assets 4,229 3,010 3,161 3,319 3,484

Loans & advances 1,091 1,500 1,575 1,654 1,736

Current liabilities & prov. 25,120 32,810 34,451 36,173 37,982

Current liabilities 22,812 30,810 32,351 33,968 35,666

Provisions and others 2,308 2,000 2,100 2,205 2,315

Net current assets 15,467 13,800 17,709 23,050 34,001

Others (net) 422 -210 -210 -210 -210

Application of funds 49,953 52,560 58,999 67,278 80,856  
Source: Company, JM Financial 

 

 

 

Cashflow statement                                                (INR mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 7,510 17,220 11,754 13,988 16,579

Depreciation and amort. 1,908 2,460 2,463 2,561 2,882

-Inc/dec in working cap. -1,576 2,910 -2,846 -3,455 -4,183

Others 0 -4 0 0 0

Cash from operations (a) 7,842 22,586 11,371 13,094 15,277

-Inc/dec in investments 0 1 0 0 0

Capex -22,924 -6,540 -4,993 -5,499 -5,509

Others -389 4,178 285 299 314

Cash flow from inv. (b) -23,313 -2,362 -4,708 -5,200 -5,195

Inc/-dec in capital 1,003 -2,202 1,833 2,192 5,809

Dividend+Tax thereon -2,631 -6,034 -4,119 -4,901 -5,809

Inc/-dec in loans 15,494 -6,373 -3,030 -3,000 -3,000

Others 704 -195 0 0 0

Financial cash flow ( c ) 14,569 -14,804 -5,316 -5,709 -3,000

Inc/-dec in cash (a+b+c) -901 5,421 1,348 2,185 7,082

Opening cash balance 9,551 8,650 14,070 15,418 17,603

Closing cash balance 8,650 14,070 15,418 17,603 24,685
 

Source: Company, JM Financial 

 

 

 

Key ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 147.1 200.2 256.1 322.7 420.7

ROIC (%) 29.5 50.1 31.4 32.0 32.7

ROE (%) 34.2 63.3 30.4 28.5 26.3

Net Debt/equity ratio (x) 0.7 0.1 0.0 -0.1 -0.2

Valuation ratios (x)

PER 32.0 12.9 20.5 17.2 14.5

PBV 9.7 7.1 5.5 4.4 3.4

EV/EBITDA 25.2 9.0 13.8 11.6 9.5

EV/Sales 5.6 3.8 3.7 3.2 2.7

Turnover ratios (no.)

Debtor days 127 81 97 103 110

Inventory days 85 76 82 78 75

Creditor days 471 523 450 416 388

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

23-Jan-14 44.5 612

12-M ay-14 46.7 4.9 700 14.4

22-Sep-14 52.3 12.0 58.9 970 38.6

7-Nov-14 54.0 3.3 65.2 10.7 1,010 4.1

12-Jan-15 54.5 0.9 64.2 -1.5 1,260 24.8

30-Jan-15 52.5 -3.7 62.5 -2.7 1,260 0.0

29-Apr-15 51.8 -1.3 62.0 -0.8 1,260 0.0

17-M ay-15 58.3 12.5 68.3 10.2 1,225 -2.8

28-Jul-15 74.9 28.5 65.0 -4.8 1,450 18.4

24-M ay-16 110.0 46.9 69.5 6.9 1,660 14.5

 

Recommendation history 

B
B

B B

BB BB

B
B

0

200

400

600

800

1000

1200

1400

1600

1800

Jun-13 Nov-13 Apr-14 Sep-14 Feb-15 Jul-15 Dec-15 May-16

Torrent Pharma

Target Price Torrent Pharma
 

 



 

 

 

 

 

JM Financial Institutional Securities Limited  

 

 

Building blocks in place  

We see Alembic Pharma comfortably outperforming peers in the next three 

years, as several factors remain in its favour. It has successfully transitioned 

its domestic business from acute to specialty, with presence in cardio and 

diabetes, which are growing over 18–20%. Unlike larger peers in the US who 

face base business erosion, Alembic is on the cusp of growth, having 

transitioned from a partnership to own-sales model. We note that its US 

business execution is on track with filing intensity expected to remain 

strong (8–10 filings annually), 7–8 launches in the US annually in FY17 and 

faster than anticipated uptick in the US front-end, which became operational 

only last year, but has already launched 11 products under its own label. 

While we acknowledge short-term headwinds such as NLEM/price reduction 

in domestic portfolio and higher R&D will impact earnings in the next few 

quarters, we see this as a prudent move toward sustainable long-term 

growth in niche areas such as oncology and derma. The Form 483 at the 

Halol formulation plant is likely to be the biggest overhang for the stock; 

while we do not expect any escalation and FDA action in the near term is 

unlikely, a further re-rating may be only after resolution. We maintain a BUY 

rating and a TP of INR700. 

 Robust domestic franchise: Alembic Pharma’s strong domestic franchise 

includes leadership in macrolides, where it holds a 33% market share with 

brands such as Althrocin and Azithral. In recent years, it has moved its focus 

to specialty areas, which now comprise c.60% of domestic formulation 

revenues. Contribution from gastroenterology, cardiology, diabetes and 

gynaecology is c.50%, which are consistently growing in the high-teens, while 

concomitantly maintaining leadership in the cough and cold segment.  

 US business—looking beyond gAbilify: Alembic’s US pipeline gives 

confidence of a sustainable revenue stream for the next 3–4 years. Its 

strategy is to target genericised drugs (where probability of additional 

competition coming in is lower) and consolidate market share. Of the total 

pending ANDAs, c.50% is Para IV/FTF. It was the first company to get approval 

for desvenlafaxine, though 505 (b) 2, it was followed by the filing of warfarin, 

demonstrating strong R&D capability. With its own front-end we expect rapid 

monetisation of its pipeline in the coming years. 

Kunal Randeria 

 kunal.randeria@jmfl.com 

 Tel: (+91 22) 66303075 

 Anmol Ganjoo 

anmol.ganjoo@jmfl.com 

Tel: (+91 22) 66303056 

 

  

  

  

  

  

 

Key data 

Market cap (bn) ` 109.4 / US$ 1.6

Shares in issue (mn) 188.5

Diluted share (mn) 188.5

3-mon avg daily val (mn) ` 101.8/US$ 1.5

52-week range ` 791.9/512.5

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
 

Daily performance 

-50%

0%

50%

100%

150%

200%

250%

300%

350%

0
100
200
300
400
500
600
700
800
900

Jun-13 Dec-13 Jun-14 Dec-14 Jun-15 Dec-15 Jun-16

Alembic Pharmaceuticals

Alembic Pharmaceuticals Relati ve to Sensex (R HS)

% 1M 3M 12M

Absolute 3.9 2.5 -19.0

Relative 2.3 -6.8 -15.5
 

* To the BSE Sensex 
 

Shareholding pattern  (%) 

Mar-16 Mar-15

Promoters 74.1 74.1

FII 10.8 9.1

DII 2.1 2.5

Public / Others 13.0 14.3

 

Alembic Pharmaceuticals | ALPM IN 

 

9 July 2016 

 
India | Pharma | Company Update 

Price: ` 598 

BUY 

12M Target: ` 700 

 

Exhibit 1. Financial summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 20,527 31,370 31,350 36,293 42,118

Sales growth (%) 10.3 52.8 -0.1 15.8 16.0

EBITDA 4,062 10,062 6,431 8,714 11,461

EBITDA (%) 19.8 32.0 20.5 24.0 27.2

Adjusted net profit 2,828 7,198 4,504 6,255 8,329

EPS (`) 15.0 38.2 23.9 33.2 44.2

EPS growth (%) 20.0 154.5 -37.4 38.9 33.1

ROIC (%) 31.1 60.8 32.2 36.3 40.3

ROE (%) 36.3 57.9 25.2 27.9 29.0

PE (x) 40.0 15.7 25.1 18.1 13.6

Price/Book value (x) 12.8 7.1 5.7 4.5 3.5

EV/EBITDA (x) 28.3 10.9 16.9 12.3 9.0

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
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 Short-term headwinds; long-term seems promising: While the earnings cut 

in FY17 and FY18 looks severe, we think increasing R&D expense is a prudent 

move. While the tangible benefits of R&D spend will be visible only three 

years down the line, focusing on relatively complex derma and injectables 

should ensure a more sustainable revenue stream, as increasing price erosion 

in OSDs threaten profitability. However, there is a possibility of the street 

discounting Alembic’s R&D efforts, until there is more visibility on pipeline 

programmes. Alembic’s near-term international business performance 

revolves around execution within guided timelines—7–8 launches annually 

and ramp-up of the US front-end (which has made a good start with 11 

launches). We also see near-term headwinds in the domestic business on 

NLEM expansion (c.2.5% price decrease on c.20% of the portfolio), price 

reduction due to negative WPI and ban of certain FDCs. We flag these as 

industry-wide issues and the underlying market remains promising for the 

long term. Also, Alembic has managed >25% growth in focus therapies—

cardiac, gynaecological and diabetes—that underline improving efficiency of 

the sales force and strong brand presence. 

 Regulatory overhang: The four observations received by Alembic Pharma’s 

Panelav formulation unit seem moderate in nature and the remediation 

measures should be executed within 6–9 months (#1 and #2 being the most 

benign in nature), in our view. Unlike some peers, we note no data integrity 

issues and most observations relate to procedural non-compliance rather than 

being systemic in nature. Given that Panelav is the only FDA-approved 

formulation plant, the impact of regulatory escalation will be more acute on 

Alembic Pharma vis-à-vis its larger peers. However, we note that its API plant 

got approved with zero observations. While this is not a direct read-across for 

the formulation facility, it does give an impression that issues are not 

systemic in nature. 

E 1.Vicky 

Exhibit 2. Form 483 observations  

 # Observation Severity Comments 

1 
Responsibilities and procedures 
applicable to the quality control unit are 
not fully followed 

Moderate 

The observations do not allude to actual quality deficiency or lack of 
SOP but failure to adhere to written procedures. Specific issues like 
material used to prevent vibration not being evaluated (which could 
potentially impact quality) reflect an oversight rather than wilful 

negligence, in our view 

2 
Written production and process control 
procedures are not documented at time 
of performance 

Moderate 

Prima facie, it looks like a serious observation but FDA has pointed only 
1 specific instance where the operator initialled the 'Checked by' column 
when the previous test was still in progress. "Not documenting records 

contemporaneously as activities are completed" indicates a specific 
instance rather than a systemic issue (something like "no proper records 
kept" indicate a more systemic issue) 

3 

Procedures designed to prevent 

objectionable microorganisms in drug 
products not required to be sterile are not 
established, written and followed 

Serious 

FDA has pointed out 3 instances, 2 of which are potentially serious in 
our view. According to FDA, there are no sufficient measures to ensure 

absence of  air bubbles for plates under incubation, nor any data to 
support accuracy and sensitivity of test method. Similarly, there were no 
controls in place to prevent microorganisms during instances like pipe 

leaks 

4 

Failure to review unexplained 
discrepancy and failure of 

batch/components to meet specifications 
whether the batch has already distributed 
or not 

Moderate-to-
serious 

These observations are common across 483s recd by other companies. 

While the observation by itself looks serious, specific instances do not 
indicate data integrity or laxity. None of observations point toward 
substandard products, contamination etc but point towards lack of 

preventive measures which could potentially impact product quality. 
Several of these can be remediated by employee retraining. Metal 
detection in one batch of tablets is a pretty serious issue but the lot was 

rejected; FDA has pointed out that preventive actions weren't taken and 
not on existing/shipped batches. Similarly, FDA has pointed out no 
investigations were conducted on rejected bottles which failed at 

checkweigher; this observation was possibly on account of 20 
complaints in the past 13 months regarding bottles with missing pills. 

 
Observations are classified as benign, moderate, serious and severe in increasing order of severity 

 
 

Source: Company, JM Financial 
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3.Vicky 

Exhibit 4. Alembic Pharma pipeline  

Molecule Brand Indication Sales $ Mn
Generic 

Company

Patent 

expiry/Launch
Remarks

Zolmitriptan Zomig

Acute 

migraine 

headaches

<200 Multiple expired

Multiple players like Glenmark, Sun, Jubilant, Zydus 

among others have already launched. Alembic got 

approval in 2Q16

Pentosan Polysulfate Elmiron Bladder pain 150 NA expired
No generic yet. Jannsen had filed CP in Mar '12. Only 6 

other companies have filed DMF

Alendronate sodium Fosamax

postmenopaus

al and steroid-

induced 

osteoporosis

<200 Multiple expired
Multiple generic players like Sun, Cipla, Reddy's 

Aurobindo

Metoprolol succinate Toprol XL
High blood 

pressure
500 Multiple expired Limited competition with 4-5 generics

Felodipine Plendil Hypertension 50 Multiple expired
Multiple players like Glenmark, Sun, Jubilant, Zydus 

among others have already launched

Nisoldipine Sular Hypertension 80 Multiple expired Mylan launched Sular ER generic in 2008

Clopidogrel Plavix
Anti blood 

clotting
200 Multiple expired

Multiple players like Sun, Reddy's, Torrent, Aurobindo, 

Zydus among others have already launched

Rabeprazole Sodium Aciphex
Ulcerative 

GERD
830 Multiple expired

Multiple players like Lupin, Dr. Reddy's, Torrent among 

others have launched

Metoprolol tartrate XL Lopressor
High blood 

pressure
<200 Multiple expired

Multiple players like Sun, Ipca, Sandoz, Teva etc have 

launched

Celecoxib Celebrex Inflammation 2200** Lupin, Mylan May-15 Lupin, Mylan and Teva launched

Linezolid Zyvox Antibiotic 700 Teva possibly May-15
Glenmark, Teva, Mylan have tentative approval for tablet 

and Teva, Sandoz and Hospira for injectable

Clonidine Catapres ADHD 180

Aveva, Mylan, 

Teva and 

Actavis

generic

Aveva, Mylan, Teva and Actavis transdermal version in 

market. Alembic's oral approved in 2011, Sep'14 filing 

could be for transdermal

Lovastatin Mevacor <200 generic Multiple generics since 2001

Bosentan Tracleer

Pulmonary 

arterial 

hypertension

1000 N/A Nov-15
No Para IV or ANDAs approved. Multiple filers like Mylan, 

Glenmark, Ranbaxy

Tadalafil Cialis/Adcirca PAH 500 NA Jul-16

Syntha believes it is FTF for 20mg. Mylan and Teva among 

the initial filers. Glenmark and Dr. Reddy's have also filed. 

No approvals yet

Olmesartan Medoxomil Benicar
High blood 

pressure
850

Mylan 

possibly
Oct-16 Mylan, Teva and Sandoz have tentative approval

Quetiapine Fumarate 
Seroquel 

IR/XR

Schizophrenia

, Bipolar 

disorder and 

MDD

1200
Accord, 

Handa
Nov-16

IR already genericised and Alembic has also got 

approval/launch. Handa and Accord have FTF for XR; 

launch in Nov '16

Iloperidone Fanapt schizophrenia 50 Nov-16
Alembic, Mylan, Sun and several other filers, No FDA 

approval yet. Roxane first to file ANDA

Azithromycin Zithromax
Bacterial 

infections
250 Multiple Jul-18

Multiple players like Teva, Wockhardt, Sandoz among 

others have launched oral tabs. However Suspension not 

approved yet

Pregabalin Lyrica Nerve pain 2000 Lupin, Teva Dec-18

Lupin, Watson and Teva have final approval for capsules 

while Wockhardt, Apotex, Mylan and Sandoz have 

tentative approvals for capsules. Lupin and Apotex have 

tentative approvals for the solution

Fingolimod Hydrochloride Gilenya
Multiple 

sclerosis
1300* N/A Feb-19 Dr. Reddy's, Glenmark among initial filers.

Febuxostat Uloric

Hyperuricemia 

in gout 

patients

280 Mylan Mar-19
Dr Reddy, Lupin & Sun Pharma have also made Para -IV 

filings. Multiple other filers

Vilazodone  Hydrochloride Viibryd
MDD 

Depression
220 Sep-19

Dr Reddy, Mylan, Glenmark, Alembic have made filings, 

no FDA approval yet

Rivaroxaban Xarelto

DVT and 

Pulmonary 

embolism

800
Alembic is an 

early filer
Dec-20 Alembic and Dr. Reddy's among initial filers

Fenofibric acid Fibricor

Severe 

hypertriglyceri

demia

N/A Aug-27 One of the first filers. Only 2 other filers.

Topiramate
Topamax/Trok

endi XR
Epilepsy N/A

Nov-27 (Trokendi 

XR)

Multiple generics since for Topamax generic. Trokendi XR 

Para IV by Actavis

Candesartan Cilexetil Atacand Hypertension 72 N/A Expired
Sandoz and Apotex already in market while Matrix Labs 

has tentative approval; nature of Torrent's filing not known

Lacosamide Vimpat

partial-onset 

seizures and 

diabetic 

neuropathic 

pain

450***

Mylan(Oral 

tablets, 

multiple 

strengths)

Mar-22

Aurobindo, Sun Pharma, Cadila, Alembic, Glenmark have 

made P-IV filings. Alembic and Amneal get TA on 30-Apr-

15; Alembic,Mylan, MSN and Sun got final approval on 28-

Apr-16
 

Source: Company, JM Financial 
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Financial tables (consolidated) 

 
Profit & loss statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 20,527 31,370 31,350 36,293 42,118

Growth (%) 10.3 52.8 -0.1 15.8 16.0

Other operational income 34 36 36 36 36

Raw material (or COGS) 7,210 7,694 9,719 11,251 12,972

Personnel cost 3,068 4,214 4,389 4,936 5,686

Other expenses (or SG&A) 6,222 9,436 10,848 11,429 12,035

EBITDA 4,062 10,062 6,431 8,714 11,461

EBITDA (%) 19.8 32.0 20.5 24.0 27.2

Growth (%) 13.5 147.7 -36.1 35.5 31.5

Other non-op. income -8 55 31 36 42

Depreciation and amort. 444 722 721 798 927

EBIT 3,609 9,395 5,741 7,951 10,576

Add: Net interest income -18 -37 -40 -33 -33

Pre tax profit 3,592 9,358 5,701 7,918 10,543

Taxes 764 2,160 1,197 1,663 2,214

Add: Extraordinary items 0 0 0 0 0

Less: Minority interest 0 0 0 0 0

Reported net profit 2,828 7,198 4,504 6,255 8,329

Adjusted net profit 2,828 7,198 4,504 6,255 8,329

Margin (%) 13.8 22.9 14.4 17.2 19.8

Diluted share cap. (mn) 189 189 189 189 189

Diluted EPS (`) 15.0 38.2 23.9 33.2 44.2

Growth (%) 20.0 154.5 -37.4 38.9 33.1

Total Dividend + Tax 660 754 905 1,086 1,303  
Source: Company, JM Financial 

 

 

 

Balance sheet                                                                      (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 377 377 377 377 377

Other capital 0 0 0 0 0

Reserves and surplus 8,469 15,628 19,378 24,729 31,972

Networth 8,846 16,005 19,755 25,106 32,349

Total loans 2,385 1,325 1,325 1,325 1,325

Minority interest 0 0 0 0 0

Sources of funds 11,231 17,331 21,080 26,431 33,674

Intangible assets 353 436 436 436 436

Fixed assets 8,257 11,269 15,977 20,700 24,494

Less: Depn. and amort. 3,141 3,863 4,584 5,383 6,309

Net block 5,469 7,842 11,829 15,753 18,620

Capital WIP 831 831 831 831 831

Investments 23 21 21 21 21

Def tax assets/- liability 0 0 0 0 0

Current assets 8,908 15,066 16,499 19,190 24,986

Inventories 3,828 5,776 5,772 6,682 7,755

Sundry debtors 3,612 3,505 3,680 3,864 4,057

Cash & bank balances 268 4,508 5,771 7,166 11,460

Other current assets 0 0 0 0 0

Loans & advances 1,200 1,277 1,276 1,477 1,714

Current liabilities & prov. 4,644 6,349 8,020 9,284 10,704

Current liabilities 3,109 5,664 7,154 8,282 9,549

Provisions and others 1,535 685 865 1,002 1,155

Net current assets 4,264 8,716 8,479 9,906 14,282

Others (net) 645 -80 -80 -80 -80

Application of funds 11,231 17,331 21,080 26,431 33,674  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 2,828 7,198 4,504 6,255 8,329

Depreciation and amort. 460 722 721 798 927

-Inc/dec in working cap. -1,979 714 1,319 34 2

Others 0 0 0 0 0

Cash from operations (a) 1,309 8,634 6,544 7,088 9,257

-Inc/dec in investments 11 2 0 0 0

Capex -2,585 -3,095 -4,708 -4,723 -3,794

Others 539 -927 181 -65 -84

Cash flow from inv. (b) -2,035 -4,021 -4,527 -4,788 -3,878

Inc/-dec in capital -77 715 151 181 217

Dividend+Tax thereon -660 -754 -905 -1,086 -1,303

Inc/-dec in loans 1,609 -1,060 0 0 0

Others -118 725 0 0 0

Financial cash flow ( c ) 754 -373 -754 -905 -1,086

Inc/-dec in cash (a+b+c) 28 4,240 1,263 1,396 4,294

Opening cash balance 240 268 4,508 5,771 7,166

Closing cash balance 268 4,508 5,771 7,166 11,460  
Source: Company, JM Financial 

 

 

 

Key ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 46.9 84.9 104.8 133.2 171.6

ROIC (%) 31.1 60.8 32.2 36.3 40.3

ROE (%) 36.3 57.9 25.2 27.9 29.0

Net Debt/equity ratio (x) 0.2 -0.2 -0.2 -0.2 -0.3

Valuation ratios (x)

PER 40.0 15.7 25.1 18.1 13.6

PBV 12.8 7.1 5.7 4.5 3.5

EV/EBITDA 28.3 10.9 16.9 12.3 9.0

EV/Sales 5.6 3.5 3.5 3.0 2.4

Turnover ratios (no.)

Debtor days 64 41 43 39 35

Inventory days 68 67 67 67 67

Creditor days 157 269 269 269 269

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

25-Jan-16 40.9 30.0 740

20-Apr-16 39.2 -4.2 30.2 0.7 740 0.0

29-Apr-16 38.2 -2.6 23.9 -20.9 700 -5.4
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Long road to recovery  

We expect the focus of the discussion to shift from regulatory issues that 

have overshadowed the company in the past two years to give way to 

earnings recovery. We concede that Ipca faces near-term headwinds in the 

domestic market (IPM growth slowing to single digits), the loss of its global 

tender business and a depreciating GBP, but we also see green shoots of 

recovery in the form of EM currency stabilising and expansion in the EU 

business. Our SOTP values the domestic formulation business at INR350 and 

other businesses at INR230; however, at current level, this implies the 

residual business to be valued at INR125 which, in our view, seems 

unjustified. Our new TP INR550 is based on 18x FY18 earnings. 

 Multiple headwinds affecting company—some transitional: While the US 

did contribute to the decline, EM currency volatility (esp. Russia) has impacted 

realisations in the lucrative branded franchise. While the market share in the 

anti-malaria tender market remains unaffected, the market itself has been 

contracting; volumes are down 10%, but prices declined c.30–35%. However, 

as the Exhibit on the next page indicates, the EM currencies like RUB have 

stabilised and we expect improved realisations in FY17. 

 US recovery will be gradual: We see a full US recovery at least 15 months 

away, as Ipca is yet to appoint consultants for third-party audit, after which it 

will invite the FDA for a re-inspection (before Sep). Thus, we expect the plants 

to be operational only by 4Q17. However, the HCQs market remains attractive 

and even a smaller market share (currently 3%) will help revert back near pre-

import levels.  

 India business provides cushion: While the US expansion has hit a bump, 

the domestic branded business has continued to grow in low-to-mid teens 

(excl. the shrinking malaria business). The company launched 

25/5/6/18/14/18 products in FY11/12/13/14/15/16, despite its portfolio 

covering c.40% of IPM highlighting its leadership in segments such as malaria 

and RA. Going forward, the company intends to increase in-licensing/out-

licensing deals to build business in the promoted therapy. 

Anmol Ganjoo 

 anmol.ganjoo@jmfl.com 

 Tel: (+91 22) 66303056 
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Key Data 

Market cap (bn) ` 59.8 / US$ 0.9

Shares in issue (mn) 125.8

Diluted share (mn) 125.8

3-mon avg daily val (mn) ` 206.1/US$ 3.1

52-week range ` 888.0/402.0

Sensex/Nifty 27,201/8,338

`/US$ 67.4  
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Shareholding Pattern  (%) 

Mar-16 Mar-15

Promoters 45.9 45.9

FII 21.6 19.7

DII 16.6 12.9

Public / Others 15.9 21.5
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Exhibit 1. Financial Summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 30,599 27,761 31,563 35,853 40,690

Sales growth (%) -3.9 -9.3 13.7 13.6 13.5

EBITDA 5,237 3,241 5,218 6,888 8,094

EBITDA (%) 17.0 11.5 16.3 19.0 19.7

Adjusted net profit 2,519 1,307 2,605 3,862 4,732

EPS (`) 20.0 10.4 20.7 30.7 37.6

EPS growth (%) -54.1 -48.1 99.4 48.2 22.5

ROIC (%) 10.3 5.6 10.0 13.4 15.0

ROE (%) 12.1 5.8 11.0 14.8 16.1

PE (x) 23.5 45.3 22.7 15.3 12.5

Price/Book value (x) 2.7 2.6 2.4 2.1 1.9

EV/EBITDA (x) 12.4 19.2 11.9 8.9 7.5

Source: Company data, JM Financial. Note: Valuations as of 09/07/2016
 

JM Financial Research is also available 

on: Bloomberg - JMFR <GO>,  

Thomson Publisher & Reuters, 

S&P Capital IQ and FactSet 
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 Global tender loss—significant negative though small financial impact: 

The loss of a Global Funds contract is a significant negative for Ipca, as the 

management-guided recovery in the institutional business hinged on winning 

the contract. The financial impact on our FY17 Revenue/EBITDA is around 2–

3%/6–8%, as we had built in the contracting tender market due to lower 

artemisinin prices and a lower market share for Ipca. The fallout could be 

other customers not renewing contracts, which can further erode profitability. 

In our view, this is an unprecedented move, given that the US FDA has 

granted exemption to Ipca’s products from the affected plants, but Global 

Funds has stopped supplies citing the FDA warning letter. 

Discounting the ex-domestic business  

In our view, the current market price factors in the strong domestic formulation 

franchise to its potential (INR350), but tends to discount the contribution from 

other divisions/geographies due to a variety of factors like import alerts, 

currency depreciation and tender contract lumpiness. Notwithstanding the 

import alerts that have impacted North America revenues, the current share price 

provides an attractive entry point, as it has a strong presence in promotional 

markets (EM), is the API supplier of choice and is looking to expand beyond the 

UK in the EU.  

 Domestic formulations business is 60% of fair value…: Ipca’s biz 

generates c.40% revenues from the domestic formulations business, but 

EBITDA contribution is close to 50%. As the table below indicates, Ipca’s 

implied enterprise value is INR580 per share (equity value INR550), of which 

domestic formulations is INR350. We point out that Ipca has a stable 

domestic franchise and despite covering <50% of the total market, it has 

managed strong presence in NSAID, CVS and anti-malarials with many market 

leading brands. Given this background and steady growth trajectory, we apply 

12x EBITDA multiple (c.3.2x revenue) to FY18 earnings, which gives us a fair 

value of INR349.  

 …however this is >70% of current share price…: Despite generating c.50% 

of company profits, it has a disproportionate contribution to the share price, 

which is almost 70% of the CMP. Our view is that the street is fairly 

comfortable with the domestic story and the share price fully values the 

domestic business.  

 …implying deep discount to other business: At current levels, the residual 

business is valued only at INR125, which seems unjustified because: a) while 

the loss of a global tender contract is a significant negative, the impact on 

numbers is much more muted. We see this business to be c.INR200–225crore 

opportunity for Ipca historically. The FY17 institutional business (including 

Global Fund as well as other tender business) previously assumed a 30% 

growth estimate from the FY16 trough (from USD22mn to USD28mn); 

following 4Q16 results, we have re-valued our estimate to a 12% growth (from 

USD19mn to USD21mn). Thus, from a numbers point of view, we see not 

more than 1–2% impact on the FY17 topline (c.INR0.5bn). This is nowhere 

near the USD75mn/INR440crore peak business, as we had factored in: a) the 

global fund tender size to decline c.40–45%, following artemisinin decline and 

lower numbers of treatments; and b) a lower share in tender (in Jun’14 Ipca 

won 30% in ACT); impact on earnings could be higher at c.4–6%, despite it 

being a low margin business (given the fixed cost associated). We apply a 5x 

multiple to 18% EBITDA margin institutional business, which yields a fair value 

of INR11; b) Intl. branded business is the fastest growing segment and also 

the most profitable. While we accept that FY15 and FY16 performance was 

weak, we point out that fluctuations in EM currencies (mainly Russia, Mexico, 

Venezuela, Brazil and others) have impacted revenue/profit in INR terms. 
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Applying a 9x multiple to FY18 EBITDA on a 25% margin business yields a fair 

value of INR50. 

 1.Vicky 

 

Exhibit 2. IPCA SOTP 
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Financial Tables (Consolidated) 

 
Profit & Loss Statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 30,599 27,761 31,563 35,853 40,690

Growth (%) -3.9 -9.3 13.7 13.6 13.5

Other operational income 279 398 398 398 398

Raw material (or COGS) 11,431 10,466 11,516 13,050 14,709

Personnel cost 5,412 6,017 6,432 6,888 7,807

Other expenses (or SG&A) 8,799 8,435 8,794 9,425 10,477

EBITDA 5,237 3,241 5,218 6,888 8,094

EBITDA (%) 17.0 11.5 16.3 19.0 19.7

Growth (%) -35.0 -38.1 61.0 32.0 17.5

Other non-op. income 0 0 0 0 0

Depreciation and amort. 1,772 1,697 1,866 1,889 1,984

EBIT 3,465 1,544 3,352 4,998 6,110

Add: Net interest income -256 -297 -244 -212 -212

Pre tax profit 3,209 1,247 3,108 4,787 5,898

Taxes 1,016 171 862 1,287 1,577

Add: Extraordinary items 368 -162 359 363 411

Less: Minority interest 0 0 0 0 0

Reported net profit 2,561 915 2,605 3,862 4,732

Adjusted net profit 2,519 1,307 2,605 3,862 4,732

Margin (%) 8.2 4.6 8.2 10.7 11.5

Diluted share cap. (mn) 126 126 126 126 126

Diluted EPS (`) 20.0 10.4 20.7 30.7 37.6

Growth (%) -54.1 -48.1 99.4 48.2 22.5

Total Dividend + Tax 384 137 391 579 710  
Source: Company, JM Financial 

 

 

 

Balance Sheet                                                                      (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 252 252 252 252 252

Other capital 0 0 0 0 0

Reserves and surplus 21,832 22,586 24,441 27,361 30,911

Networth 22,084 22,838 24,694 27,614 31,164

Total loans 8,286 6,047 6,047 6,047 6,047

Minority interest 0 0 0 0 0

Sources of funds 30,370 28,885 30,741 33,661 37,211

Intangible assets 344 344 293 245 205

Fixed assets 22,104 22,831 24,062 25,506 27,307

Less: Depn. and amort. 1,772 1,697 1,866 1,889 1,984

Net block 20,677 21,478 22,489 23,862 25,527

Capital WIP 0 0 0 0 0

Investments 1,307 1,204 1,204 1,204 1,204

Def tax assets/- liability 0 0 0 0 0

Current assets 16,140 15,577 15,310 17,277 19,617

Inventories 9,266 8,437 8,045 9,117 10,276

Sundry debtors 3,530 3,768 3,590 4,072 4,615

Cash & bank balances 1,248 1,760 2,061 2,472 3,107

Other current assets 2,096 1,612 1,614 1,616 1,618

Loans & advances 0 0 0 0 0

Current liabilities & prov. 5,790 7,435 6,323 6,744 7,198

Current liabilities 5,790 7,435 6,323 6,744 7,198

Provisions and others 0 0 0 0 0

Net current assets 10,350 8,142 8,987 10,534 12,418

Others (net) -1,964 -1,939 -1,939 -1,939 -1,939

Application of funds 30,370 28,885 30,741 33,661 37,211  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit 2,561 915 2,605 3,862 4,732

Depreciation and amort. 763 -75 169 23 95

-Inc/dec in working cap. -172 1,791 -542 -1,134 -1,248

Others 0 0 0 0 0

Cash from operations (a) 3,152 2,631 2,233 2,752 3,579

-Inc/dec in investments 433 103 0 0 0

Capex -7,903 -727 -1,179 -1,397 -1,760

Others 640 929 -2 -2 -2

Cash flow from inv. (b) -6,831 305 -1,181 -1,399 -1,763

Inc/-dec in capital 311 -24 -359 -363 -472

Dividend+Tax thereon -384 -137 -391 -579 -710

Inc/-dec in loans 3,906 -2,239 0 0 0

Others 330 -24 0 0 0

Financial cash flow ( c ) 4,163 -2,424 -750 -942 -1,182

Inc/-dec in cash (a+b+c) 485 512 301 411 635

Opening cash balance 763 1,248 1,760 2,061 2,472

Closing cash balance 1,248 1,760 2,061 2,472 3,107  
Source: Company, JM Financial 

 

 

 

Key Ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 175.5 181.5 196.3 219.5 247.7

ROIC (%) 10.3 5.6 10.0 13.4 15.0

ROE (%) 12.1 5.8 11.0 14.8 16.1

Net Debt/equity ratio (x) 0.3 0.1 0.1 0.1 0.1

Valuation ratios (x)

PER 23.5 45.3 22.7 15.3 12.5

PBV 2.7 2.6 2.4 2.1 1.9

EV/EBITDA 12.4 19.2 11.9 8.9 7.5

EV/Sales 2.1 2.2 2.0 1.7 1.5

Turnover ratios (no.)

Debtor days 42 50 42 41 41

Inventory days 111 111 93 93 92

Creditor days 98 149 100 100 100

Source: Company, JM Financial 
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History of earnings estimates and target price  

Date 

FY16E 

EPS (`) % Chg. 

FY17E 

EPS (`) % Chg. 

Target 

Price % Chg. 

28-Oct-13 805

29-Jan-14 58.7 882 9.6

2-Jun-14 59.5 1.4 950 7.7

22-Sep-14 52.8 -11.3 63.0 980 3.2

12-Jan-15 43.7 -17.2 55.2 -12.4 900 -8.2

10-Feb-15 41.7 -4.6 52.8 -4.3 850 -5.6

3-Jun-15 31.4 -24.7 46.3 -12.3 840 -1.2

31-Jul-15 27.5 -12.4 44.3 -4.3 840 0.0

9-Feb-16 12.0 -56.4 29.0 -34.5 735 -12.5
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Out of the woods - Slowly but surely 

Post multiyear underperformance relative to potential, we see Jubilant 

returning to a sustainable growth trajectory driven by structural drivers like 

1) Focus on differentiation within specialty Pharma to start reflecting in 

operating metrics. 2) Stabilizing LSI Business – Post Symetet, we expect the 

negative drag that the Chemicals business exerts on the overall performance 

to ease. 3) Leverage concerns abating as company exercises capital discipline 

and reduced debt. 4) Pharma business operating metrics to dominate the 

relatively inferior chemical business dynamics. We initiate with a BUY 

recommendation and `450 SOTP-based TP, on FY18 earnings. 

 

 Uptrend in Pharma business: We see Pharma business witnessing 13% CAGR 

between FY16 to FY18, with Radiopharmaceuticals contributing over 38% to 

growth and OSD and CMO 25% respectively. Injectable Manufacturing assets 

in the backdrop of global supply shortages, profitable API business and 

radiopharma business will drive sustainable growth in our view 

 LSI Business - Bouncing off a trough: Given the sharp fall in crude prices 

and transitioning of symtet facility to optimal utilization, we are not calling 

for a sharp recovery in the segment, but given signs of stabilization in 

Pyridine supply/demand dynamics and favorable price dynamics in Vitamin 

B3, we see a gradual uptick in most operating metrics for the business. Signs 

of this trough are visible in recent performance as LSI sales fell 12% y/y in 

9M16, EBITDA margin jumped 500bps y/y (+33% y/y) despite no improvement 

in pyridine prices. 

 What next? Uptrend in Pharma to compensate LSI: In 4Q Pharma’s revenue 

contribution increased to 55% of sales and ~70% of EBITDA. We see pharma 

business to witness a 13% CAGR between FY16-19 as ramp up in CMO 

operations, new launches in Radiopharmaceuticals and API launches 

compensate for US pricing headwinds in the near-term. For a company of its 

size, Jubilant remains one of the highest recipients of approvals. Our 10% 

FY16-19 CAGR is despite a modest 6% expected CAGR in LSI business. 

Qualitative recovery is visible in the form of additional pyridine derivatives, 

margin improvement across all sub-divisions and improving capacity 

utilization. We acknowledge the near-term headwinds but see a nutritional 

driven mid-single digit growth going forward. 1. 
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Key Data 

Market cap (bn) ` 50.6 / US$ 0.8

Shares in issue (mn) 159.3

Diluted share (mn) 159.3

3- mon avg daily val (mn) ` 197.4/US$ 2.9

52- week range ` 455.0/167.0

Sensex/Nifty 27,127/8,323

`/US$ 67.4   
 

Daily Performance 
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% 1M 3M 12M

Absolute -14.9 -19.8 81.8

Relative -15.2 -29.7 83.9
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Exhibit 1. Financial Summary (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales 56,627 57,002 62,872 68,971 75,512

Sales growth (%) -1.0 0.7 10.3 9.7 9.5

EBITDA 6,893 12,775 13,818 15,824 17,612

EBITDA (%) 11.8 22.0 21.7 22.7 23.1

Adjusted net profit -534 4,185 5,654 7,436 8,969

EPS (`) -3.4 26.3 35.5 46.7 56.3

EPS growth (%) -118.5 -883.0 35.1 31.5 20.6

ROIC (%) NA 11.0 12.1 12.9 14.2

ROE (%) NA 15.6 17.9 19.8 19.9

PE (x) NA 12.1 8.9 6.8 5.6

Price/Book value (x) 2.1 1.7 1.5 1.2 1.0

EV/EBITDA (x) 12.8 6.6 6.5 5.3 4.3

Source: Company data, JM Financial. Note: Valuations as of 08/07/2016
 

JM Financial Research is also available 

on: Bloomberg - JMFR <GO>,  

Thomson Publisher & Reuters, 

S&P Capital IQ and FactSet 

 

Please see Appendix I at the end of this 

report for Important Disclosures and 

Disclaimers and Research Analyst 

Certification. 
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Exhibit 2. Jubilant Life sciences revenue evolution 

 

Source: Company, JM Financial 

 

Exhibit 3. Jubilant Life sciences revenue and EBITDA contribution 

Revenue contribution EBITDA contribution 

 
 

Source: JM Financial 
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Financial Tables (Consolidated) 

 
Profit & Loss Statement                                                       (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Net sales (Net of excise) 56,627 57,002 62,872 68,971 75,512

Growth (%) -1.0 0.7 10.3 9.7 9.5

Other operational income 1,635 1,019 839 839 839

Raw material (or COGS) 26,617 21,175 23,624 25,481 27,715

Personnel cost 10,903 11,267 11,935 13,007 14,074

Other expenses (or SG&A) 13,850 12,803 14,335 15,498 16,950

EBITDA 6,893 12,775 13,818 15,824 17,612

EBITDA (%) 11.8 22.0 21.7 22.7 23.1

Growth (%) -31.4 85.3 8.2 14.5 11.3

Other non-op. income 425 136 191 209 229

Depreciation and amort. 2,880 3,460 3,186 3,491 3,818

EBIT 4,438 9,452 10,823 12,543 14,024

Add: Net interest income -3,553 -3,786 -3,404 -2,758 -2,222

Pre tax profit 884 5,666 7,420 9,785 11,802

Taxes 805 1,529 1,766 2,348 2,832

Add: Extraordinary items -481 175 0 0 0

Less: Minority interest 176 0 0 0 0

Reported net profit -578 4,312 5,654 7,436 8,969

Adjusted net profit -534 4,185 5,654 7,436 8,969

Margin (%) -0.9 7.2 8.9 10.7 11.7

Diluted share cap. (mn) 159 159 159 159 159

Diluted EPS (`) -3.4 26.3 35.5 46.7 56.3

Growth (%) -118.5 -883.0 35.1 31.5 20.6

Total Dividend + Tax 0 0 0 0 0
 

Source: Company, JM Financial 

 

 

 

Balance Sheet                                                                      (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Share capital 159 159 159 159 159

Other capital 0 0 0 0 0

Reserves and surplus 24,376 28,936 34,033 40,832 49,004

Networth 24,535 29,096 34,192 40,991 49,164

Total loans 42,085 37,722 39,351 34,690 27,850

Minority interest 0 0 0 0 0

Sources of funds 66,620 66,817 73,542 75,681 77,014

Intangible assets 17,325 18,311 18,311 18,311 18,311

Fixed assets 48,190 52,434 55,934 59,434 62,934

Less: Depn. and amort. 10,436 13,895 17,081 20,572 24,389

Net block 55,079 56,850 57,164 57,174 56,856

Capital WIP 0 0 0 0 0

Investments 395 361 361 361 361

Def tax assets/- liability -2,380 -3,269 -3,269 -3,269 -3,269

Current assets 30,842 32,259 31,078 34,380 37,364

Inventories 12,353 12,161 13,353 14,632 16,002

Sundry debtors 8,164 9,297 10,209 11,186 12,235

Cash & bank balances 3,943 3,445 159 1,205 1,771

Other current assets 675 485 485 485 485

Loans & advances 5,706 6,871 6,871 6,871 6,871

Current liabilities & prov. 16,924 18,568 10,976 12,149 13,483

Current liabilities 15,279 15,769 8,177 9,350 10,684

Provisions and others 1,645 2,799 2,799 2,799 2,799

Net current assets 13,918 13,691 20,102 22,231 23,881

Others (net) -392 -816 -816 -816 -816

Application of funds 66,620 66,817 73,542 75,681 77,014  
Source: Company, JM Financial 

 

 

 

Cash flow statement                                                    (` mn) 

Y/E March FY15A FY16A FY17E FY18E FY19E

Reported net profit -578 4,312 5,654 7,436 8,969

Depreciation and amort. 2,880 3,460 3,186 3,491 3,818

-Inc/dec in working cap. 766 -1,936 -1,411 -1,730 -1,786

Others -1,579 0 0 0 0

Cash from operations (a) 1,489 5,836 7,428 9,197 11,001

-Inc/dec in investments -55 34 0 0 0

Capex -2,247 -5,230 -3,500 -3,500 -3,500

Others -12,216 1,664 -8,285 647 701

Cash flow from inv. (b) -14,518 -3,533 -11,785 -2,853 -2,799

Inc/-dec in capital -1,152 248 -558 -637 -796

Dividend+Tax thereon 0 0 0 0 0

Inc/-dec in loans 13,038 -4,363 1,629 -4,661 -6,840

Others 293 1,313 0 0 0

Financial cash flow ( c ) 12,178 -2,802 1,071 -5,298 -7,637

Inc/-dec in cash (a+b+c) -852 -499 -3,286 1,046 565

Opening cash balance 4,795 3,943 3,445 159 1,205

Closing cash balance 3,943 3,445 159 1,205 1,771  
Source: Company, JM Financial 

 

 

 

Key Ratios 

Y/E March FY15A FY16A FY17E FY18E FY19E

BV/Share (`) 154.0 182.6 214.6 257.3 308.6

ROIC (%) NA 11.0 12.1 12.9 14.2

ROE (%) NA 15.6 17.9 19.8 19.9

Net Debt/equity ratio (x) 1.5 1.2 1.1 0.8 0.5

Valuation ratios (x)

PER NA 12.1 8.9 6.8 5.6

PBV 2.1 1.7 1.5 1.2 1.0

EV/EBITDA 12.8 6.6 6.5 5.3 4.3

EV/Sales 1.6 1.5 1.4 1.2 1.0

Turnover ratios (no.)

Debtor days 53 60 59 59 59

Inventory days 80 78 78 77 77

Creditor days 96 103 103 103 103

Source: Company, JM Financial 
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APPENDIX I 

 

JM Financial Institutional Securities Limited 

(Formerly known as JM Financial Institutional Securities Private Limited) 

Corporate Identity Number: U65192MH1995PLC092522 

Member of BSE Ltd. and National Stock Exchange of India Ltd. and Metropolitan Stock Exchange of India Ltd. 

SEBI Registration Nos.: BSE - INZ010012532, NSE - INZ230012536 and MSEI - INZ260012539, Research Analyst – INH000000610 

Registered Office: 7th Floor, Cnergy, Appasaheb Marathe Marg, Prabhadevi, Mumbai 400 025, India. 

Board: +9122 6630 3030 | Fax: +91 22 6630 3488 | Email: jmfinancial.research@jmfl.com | www.jmfl.com 

Compliance Officer: Mr. Sunny Shah | Tel: +91 22 6630 3383 | Email: sunny.shah@jmfl.com 

 

Definition of ratings 

Rating Meaning 

Buy Total expected returns of more than 15%. Total expected return includes dividend yields. 

Hold Price expected to move in the range of 10% downside to 15% upside from the current market price. 

Sell Price expected to move downwards by more than 10% 

 

Research Analyst(s) Certification 

 

The Research Analyst(s), with respect to each issuer and its securities covered by them in this research report, certify that: 

 

All of the views expressed in this research report accurately reflect his or her or their personal views about all of the issuers and their 

securities; and  

 

No part of his or her or their compensation was, is, or will be directly or indirectly related to the specific recommendations or views 

expressed in this research report. 

 

 

Important Disclosures 

 

This research report has been prepared by JM Financial Institutional Securities Limited (JM Financial Institutional Securities) to provide 

information about the company(ies) and sector(s), if any, covered in the report and may be distributed by it and/or its associates solely for 

the purpose of information of the select recipient of this report. This report and/or any part thereof, may not be duplicated in any form 

and/or reproduced or redistributed without the prior written consent of JM Financial Institutional Securities. This report has been prepared 

independent of the companies covered herein.  

 

JM Financial Institutional Securities is registered with the Securities and Exchange Board of India (SEBI) as a Research Analyst, Merchant 

Banker and a Stock Broker having trading memberships of the BSE Ltd. (BSE), National Stock Exchange of India Ltd. (NSE) and Metropolitan 

Stock Exchange of India Ltd. (MSEI). No material disciplinary action has been taken by SEBI against JM Financial Institutional Securities in the 

past two financial years which may impact the investment decision making of the investor.  

 

JM Financial Institutional Securities provides a wide range of investment banking services to a diversified client base of corporates in the 

domestic and international markets. It also renders stock broking services primarily to institutional investors and provides the research 

services to its institutional clients/investors. JM Financial Institutional Securities and its associates are part of a multi-service, integrated 

investment banking, investment management, brokerage and financing group. JM Financial Institutional Securities and/or its associates 

might have provided or may provide services in respect of managing offerings of securities, corporate finance, investment banking, mergers 

& acquisitions, broking, financing or any other advisory services to the company(ies) covered herein. JM Financial Institutional Securities 

and/or its associates might have received during the past twelve months or may receive compensation from the company(ies) mentioned in 

this report for rendering any of the above services.  

 

JM Financial Institutional Securities and/or its associates, their directors and employees may; (a) from time to time, have a long or short 

position in, and buy or sell the securities of the company(ies) mentioned herein or (b) be engaged in any other transaction involving such 

securities and earn brokerage or other compensation or act as a market maker in the financial instruments of the company(ies) covered 

under this report or (c) act as an advisor or lender/borrower to, or may have any financial interest in, such company(ies) or (d) considering 

the nature of business/activities that JM Financial Institutional Securities is engaged in, it may have potential conflict of interest at the time 

of publication of this report on the subject company(ies). 

  

Neither JM Financial Institutional Securities nor its associates or the Research Analyst(s) named in this report or his/her relatives individually 

own one per cent or more securities of the company(ies) covered under this report, at the relevant date as specified in the SEBI (Research 

Analysts) Regulations, 2014. 

 

The Research Analyst(s) principally responsible for the preparation of this research report and members of their household are  prohibited 

from buying or selling debt or equity securities, including but not limited to any option, right, warrant, future, long or short position issued 

by company(ies) covered under this report. The Research Analyst(s) principally responsible for the preparation of this research report or their 

relatives (as defined under SEBI (Research Analysts) Regulations, 2014); (a) do not have any financial interest in the company(ies) covered 

under this report or (b) did not receive any compensation from the company(ies) covered under this report, or from any third party, in 

connection with this report or (c) do not have any other material conflict of interest at the time of publication of this report. Research 

Analyst(s) are not serving as an officer, director or employee of the company(ies) covered under this report. 
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While reasonable care has been taken in the preparation of this report, it does not purport to be a complete description of the securities, 

markets or developments referred to herein, and JM Financial Institutional Securities does not warrant its accuracy or completeness. JM 

Financial Institutional Securities may not be in any way responsible for any loss or damage that may arise to any person from any inadvertent 

error in the information contained in this report. This report is provided for information only and is not an investment advice and must not 

alone be taken as the basis for an investment decision. The investment discussed or views expressed or recommendations/opinions given 

herein may not be suitable for all investors. The user assumes the entire risk of any use made of this information. The information contained 

herein may be changed without notice and JM Financial Institutional Securities reserves the right to make modifications and alterations to 

this statement as they may deem fit from time to time. 

 

This report is neither an offer nor solicitation of an offer to buy and/or sell any securities mentioned herein and/or not an official 

confirmation of any transaction. 

 

This report is not directed or intended for distribution to, or use by any person or entity who is a citizen or resident of or located in any 

locality, state, country or other jurisdiction, where such distribution, publication, availability or use would be contrary to law, regulation or 

which would subject JM Financial Institutional Securities and/or its affiliated company(ies) to any registration or licensing requirement within 

such jurisdiction. The securities described herein may or may not be eligible for sale in all jurisdictions or to a certain category of investors. 

Persons in whose possession this report may come, are required to inform themselves of and to observe such restrictions. 

 

Persons who receive this report from JM Financial Singapore Pte Ltd may contact Mr. Ruchir Jhunjhunwala (ruchir.jhunjhunwala@jmfl.com) on 

+65 6422 1888  in respect of any matters arising from, or in connection with, this report. 

 

Additional disclosure only for U.S. persons: JM Financial Institutional Securities has entered into an agreement with JM Financial Securities, 

Inc. ("JM Financial Securities"), a U.S. registered broker-dealer and member of the Financial Industry Regulatory Authority ("FINRA") in order to 

conduct certain business in the United States in reliance on the exemption from U.S. broker-dealer registration provided by Rule 15a-6, 

promulgated under the U.S. Securities Exchange Act of 1934 (the "Exchange Act"), as amended, and as interpreted by the staff of the U.S. 

Securities and Exchange Commission ("SEC") (together "Rule 15a-6"). 

 

This research report is distributed in the United States by JM Financial Securities in compliance with Rule 15a-6, and as a "third party 

research report" for purposes of FINRA Rule 2241. In compliance with Rule 15a-6(a)(3) this research report is distributed only to "major U.S. 

institutional investors" as defined in Rule 15a-6 and is not intended for use by any person or entity that is not a major U.S. institutional 

investor. If you have received a copy of this research report and are not a major U.S. institutional investor, you are instructed not to read, 

rely on, or reproduce the contents hereof, and to destroy this research or return it to JM Financial Institutional Securities or to JM Financial 

Securities. 

 

This research report is a product of JM Financial Institutional Securities, which is the employer of the research analyst(s) solely responsible 

for its content. The research analyst(s) preparing this research report is/are resident outside the United States and are not associated 

persons or employees of any U.S. registered broker-dealer. Therefore, the analyst(s) are not subject to supervision by a U.S. broker-dealer, or 

otherwise required to satisfy the regulatory licensing requirements of FINRA and may not be subject to the Rule 2241 restrictions on 

communications with a subject company, public appearances and trading securities held by a research analyst account. 

 

JM Financial Institutional Securities only accepts orders from major U.S. institutional investors. Pursuant to its agreement with JM Financial 

Institutional Securities, JM Financial Securities effects the transactions for major U.S. institutional investors. Major U.S. institutional investors 

may place orders with JM Financial Institutional Securities directly, or through JM Financial Securities, in the securities discussed in this 

research report.  

 

Additional disclosure only for U.K. persons: Neither JM Financial Institutional Securities nor any of its affiliates is authorised in the United 

Kingdom (U.K.) by the Financial Conduct Authority. As a result, this report is for distribution only to persons who (i) have professional 

experience in matters relating to investments falling within Article 19(5) of the Financial Services and Markets Act 2000 (Financial Promotion) 

Order 2005 (as amended, the "Financial Promotion Order"), (ii) are persons falling within Article 49(2)(a) to (d) ("high net worth companies, 

unincorporated associations etc.") of the Financial Promotion Order, (iii) are outside the United Kingdom, or (iv) are persons to whom an 

invitation or inducement to engage in investment activity (within the meaning of section 21 of the Financial Services and Markets Act 2000) 

in connection with the matters to which this report relates may otherwise lawfully be communicated or caused to be communicated (all such 

persons together being referred to as "relevant persons"). This report is directed only at relevant persons and must not be acted on or relied 

on by persons who are not relevant persons. Any investment or investment activity to which this report relates is available only to relevant 

persons and will be engaged in only with relevant persons. 

 

 
 

 




