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An Act of Genocide

New IPR Regime

Boon to Indian Pharma Sector



Patents Act amendment
‘will put Life-Saving Drugs out of reach’

...... grand design of the developed world and
multinationals to kill local industries...... ”

“Patents Law Favorably Amended”

- IDMA

...... drug pricing issues in product patent....

---Chronicle Pharmabiz
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Health — A life time concern

Affordability Availability

N

Access (A Critical comport
of health care)

Health Care coverage



DRUGS AND PHARMACEUTICALS

_ =

TRIPS AGREEMENT

Affordable access to drugs (-)

 Complementary public health goals
« Balance is required

 Flexibility for public health needs



Indian Pharma Industry - A Historical Perspective

Import
Dependence

Process patents
introduced

— Highly
profitable — Indian companies
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Changes in Disease Profile

Chronic
Geriatric
Psychiatric
Diseases

Increased life expectancy due to better control
of infections leading to western disease patterns.



INDIA - COMPETITIVE ADVANTAGES

Quality Producers (many approved by US-FDA)
Competitive cost base (Plant/Development/Labour costs)

Scientific talents
Educated and English speaking) work force
Managerial/Technical competence

Excellent record of improved cost — beneficial chemical
synthesis

for various drug molecules

Wide variety of “Bulk Actives”
Rich Biodiversity

Presence of National Laboratories
Regulatory norms in place

Increasing pressure in biotech therapeutics



PHARMA MARKET SEGMENTATION

BIO-PHARMACEUTICALS MARKET SHARE - 2001

20%

80%

0 Pharmaceutical B Biopharmaceutical




PHARMA MARKET SEGMENTATION

BIO-PHARMACEUTICALS MARKET SHARE - 2025

30%

70%

@ Pharmaceutical B Biopharmaceutical




VISION 2010 STATEMENT FOR THE PEOPLE OF INDIA

To Build a “Healthy India’ by 2010 with :-

To achieve world class quality and create world class
manufacturing facilities, backed by contemporary regulatory
work.

To achieve the highest market-share of production in the
Global Generic Pharmaceutical Market (more specifically, by
2010 to reach a size of 16 % of global volume and a turn-over of
$ 15 billion with export of $ 8b)

To create for India a strong brand image as the ‘least cost-
highest quality’ supplier of pharmaceuticals to anyone,
anywhere, anytime.

Become a preferred global destination for clinical research,
custom synthesis and genomic research, including bio
informatics.
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Pharmaceutical R&D

Current R&D spend of Rs. 320 Cr - 2% of
sales

Against an all industry average of 0.3%
R&D spending in the world
MNCs in US / Europe >15 %
Japanese Companies 9-10 %
Mid-Sized European Cos. 7-8 %
International Generic Cos. 6 %

Need to raise R&D spend




Future Scenario - a distinct possibility

A significant R&D player

Indian companies go international
— Exports Growth : $ 8 bn (2010)
(From 7,200 Cr to 22,500 Cr to 40,000 Cr)

Domestic Prices continue to be affordable

Better health for masses

— Access to Modern Medicine for 90 % of people (2010)
— Weaker Section needs met

— Elimination of spurious medicines

— Strong regulatory frame work



The Way Forward

* Likely impact — by 2009

/ Drugs of mass use
\ Niche Products

* Pricing of patented drugs

 Vast local market for existing drugs
*  Wider reach of health care

«  Per capita expenditure on medicines (about $5) is
likely to increase



The Way Forward

 Shifting disease pattern (life style diseases and geriatric
care drugs to grow)

Introducing Indian traditional plant-based medicines into
mainstream

Contract (manufacture, market, and R & D) opportunities

Increase in patent filing by Indian Pharma sector

Increasing Govt. support for drug research
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