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| Ne DIoIoQICS Market IS growing raster tnan tne
overall pharma market and will do so over the

next 10 years

Bio market expected to grow at ~7%, faster than the overall
pharma growing at 4-5%

Key drivers of growth

$ bn

316

7% CAGR

2013 2017 2021 2024

Biotech new products approval share is expected to grow from
26% in 2012 to 70% in 2025

2012 2015 2025

A X

B Small molecules

I Biologics

= Enhanced efficacy
= Reduced side effects

= More patients achieve
clinical remission with
biologics compared to
small molecules

= Personalized treatment

= Therapy for disease
stages that are not
treatable by existing
small molecules

Source: McKinsey reports




The Pharma market is dominated by high priced

Innovator biologicals

7 of the 10 pharma products (by $ sales) are biologics in 2013

Sales in $ bn
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I Others
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Remicade..

Crestor.. Abilify..

4 of the top 5 projected oncology products in 2016 are biologics Mabs

Sales in $ bn

Avastin..
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share @ @ @ @

CAGR m 2009
= 2016

1.7 2.5

ol

Herceptin..

13.4% 04 5%

Erbitux..

1 3.3% 8 3.5%4

Source: McKinsey reports




Prohibitive costs of blockbuster Payer Pressures on biologicals
biologics pricing

Rising healthcare expenditures Need to broaden
across the world healthcare coverage




Druqg treatments are qgetting costlier ....

Global oncology market dynamics 2003-2013
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....... there is also a shift in
conventional treatment to
targeted therapies like
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Top 7 countries
(U5, UK, Italy,
Spain, Germany,
France and Japan)

Pharmerging

While global spending on oncology drugs
has grown to $91 Bn in 2013, including
supportive care....

2003 2013 Total Market Size

® Hormonals @ Cytotoxics ® Targeted Supportive Care




Biologic drug prices going up and up....

THE DAILY COST OF DRUGS INTHE US.

$548
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B Ceneric small molecule drug = <S1/day

B Eranded small molecule drug = $22/day

B Rheumatoid Arthritis or Crohn's with Humira = 52,908/ month
1595/ day)

M Breast cancer, with Kadoyla = $150,000/14 months ($352/ day)

W CGaucher's disease, with Cerezyme= 5200,000/year (5548/day)
Source: FDA, MHS, Avalere Health, pharmacy pricing



Overall Healthcare burden in the world is on the

rise

Costly Care

Narcolepsy

Diabetes

Anti-
allergics

Q4'07 Q114 07

High cost of treating cancer

Since 1963, the cost of treating cancer has risen contincusly,

reaching 3721 billion in 2004,

Cancer treatment spending,
in billions
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Average Medicare payments®,

per individual

Ovary I 535,800
Ezophagus 20,500
Pancreas 26,600
Kidney 23,300
Lung 24 700
Colorectal 24 200
Lymphoma 21,500
Cervix 20,100
Head/neck 18,000
Leukemia 18,000
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The price of many top-selling prescription medicines
has increased steadily over the past seven years
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GRAPHIC BY BLOOMEERG BUSINESEWEEK. SOURCE: DRX, DATA COMPILED BY ELOOMBERG

Healthcare costs all over the
world have seen a spiralling

increase due to inflated
drug prices




The impact of Healthcare expenses ....




Why we need biosimilars
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Global access to biologicals currently is far from

optimal,

especially in emerging markets

Ideal state

Access-
Physicians per

Diagnosis

Basic
treatment .

Optimal
treatment

Current state

Other emerging
India + India-Like markets Developed markets
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Worldwide more than 74 Mn patients should be
on biological therapy

*excluding China, Japan and South Korea

For diseases such as Breast cancer, Colorectal cancer, Head and Neck
cancer, Rheumatoid arthritis, psoriasis etc....



However only ~8% being treated, with still lower
levels in Emerging markets




Biologic drugs...still have a low penetration

% of addressable US patients treated by blockbuster biologics is low to due
high cost and limited access (2008)

28%
20% 20% o
’ ’ 19% 16%
I ._
Hiimira Fnbhrel Frhitux (HRNC) Frhitiix (CRC) Hercentin Avastin
To address BIOSIMILARS Comparable in quality, safety and efficacy
this gap Affordable versions of innovator biologic drugs

Biosimilars can potentially address the cost and
access barriers created by innovator biologic
drugs

. . . 1
Source: Industry reports, primary interviews ?



Key challen
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To be truly “biosimilar”, high technical expertise
required - especially where structures are
complex

Biosimilars
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Regulatory and clinical requirements
rigorous, but ill-defined guidelines exist which

vary across countries

Canada: 3rd draft guideline.on
SEBs issued April 2010

ﬁ = US: March 2010, Legislation in place
j—

— for approval of biosimilars as part of
=7 Health care reform bill; FDA draft
o ‘guidance issued, Feb 2012

8 Venezuela: Final guideline
was issued Aug 2000

Mexico: Article 222 i

passed 09 defining

abbreviated path

Columbia: Draft
guideline issued

Brasil: Final guideline
issued Oct 05, Revised
in 2010

£ N

Argentina: Draft
guideline issued Jul 08
by ANMAT

Saudi Arabia: Draft
guidance issued Aug 08

EU: Biosimilars legal
framework established.
Draft mAb guidelines
published

Q4, 2010, further updated
2013 Turkey: Final guideline issued Aug 08 by the
General Directorate of Pharmaceuticals and
Pharmacy.

Japan: Final guideline
issued in Mar 09

S

Taiwan: Final guideline
issued 21 Nov 08 by
Dept of Health,

India: Final guideline
was issued in July 08 == Malaysia: final

— guidance issued July 08
by the Ministry of

Health Malaysia

.\\-_ _-/_.
Singapore:
Draft guideline
update issued in
April 2011

S

- ‘-_\\ South Africa:

Draft guideline

"" issued in Nov 2013

Australia: EU'guidelines

WHO: Draft guidance adopted in Aug 08

issued Oct 09
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Regulatory environment in India for Biosimilars
has changed since 2012

CDSCO

approved
biologics

Pre-2012 Post 2012

General
improvement in
structure-function
comparability

Not so extensive
structure-function
comparability

Comparative Non Comparative CT

No comparative No comparative
clinical (minimal)

nonclinical CT against RMP

» Most of the cases the basic comparability package in terms of structure-function analysis and non
clinical is absent

» Clinical trial is non-comparative

« Example: GCSF, EPO, DPO, Rituximab, Peg GCSF, Interferon etc.
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Its important to have an overall functional healthcare
system in place

# of specialists per 100,000 population in 2013
3.8
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Gastroenterologists  Chest Physicians ~ Orthopedics Rheumatologists Neurologists Oncologists

11.

India = South Africa = EU mUS & # of biologics prescribers per 100,000 population




Current levels of price drop with biosimilars still
Inadequate to truly create access

Launch of a Rituximab biosimilar at competitive price in 2015

~—Price in Rs —\/olumes (Patients)

Innovator price pre-2005

Rs. 80000 0000
8000
25000 12000

6000 19000

200

2005 2007 2012 2013 2015

Prices as calculated for 500 mg / vial

Rituximab — Annual
avg. cost of therapy
$ 15,000

Rituximab — Annual
avg. cost of therapy

>$ 51000 |
(1% Households) :

$26-51000
(2% Households)

X

$5-25000
(16% Households)

Huge number of patients still not
getting the full benefit of
biosimilars....

$2.5-5000
(39% Households)

<$2500
(42% Households)



In a nutshell...

Even if drugs were to be easily available and affordable, when we speak of patients
getting access to biologicals, we need to ask ourselves:

v'"How do we make sure there are enough physicians and paramedical staff to
diagnose and treat patients with biologicals?

v'"How do we make sure that patients are getting the right treatments at the right
time in the correct doses?

v'"How do we make sure that biologicals reach patients/hospitals where
administered?

v'How do we ensure that they are stored correctly through out the supply chain?

v'Are we truly bring them within the reach of many and not just beyond the
privileged few?

v'"What are the measures in place to make sure that the drugs are safe for patients
to use?

Only if we are addressing these questions will the true value of biosimilars be fully
realised 20



¢ End of Presentation

Thank you for your kind attention

Your questions are welcome
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