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INDIAN PHARMACEUTICAL INDUSTRY:       
2006-20072006 2007

• U S $ 8 Bn Domestic Sales• U.S.$ 8 Bn. Domestic Sales

• U.S.$ 5 Bn. Exports

• Highest number of U.S. FDA approved plants 
outside U.S.

h h• Ranks 4th in Volume & 14th in Value

• McKinsey projects U.S.$ 20 Bn. by 2015



MCKINSEY PROJECTION 2015*
• Domestic Sales to reach U.S.$ 20 Bn.
• Incremental growth between 2005 – 2015,                 g ,

14 Bn. U.S.$
• Key Drivers for Growth:

- Robust Economy
- Increasing Affordability
- Deeper Penetration of Health Insurance- Deeper Penetration of Health Insurance
- Increase in Organised Retail Chains
- Shifting Disease Patterns

I i H lth S d- Increase in Healthcare Spend
(from present 7% to 13% of average household income) 

- The New IPR Regime g

* “Indian Pharma 2015”, McKinsey & Co. – August 22, 2007



INDIA IS PROJECTED TO BE THE 
10TH LARGEST MARKET BY 2015
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IMPACT OF INNOVATION

• Pharmaceutical innovation has produced 
thousands of medicines to treat and 
prevent diseases. 

• Conditions that not so long ago were fatal 
can now be managed effectively and 

f lsafely.

• Epidemics are now becoming distant p g
memories. 



EXTENDING LIFE

• New medicines:

EXTENDING LIFE

New medicines:
- Helping people to lead healthier more productive lives
- Cutting costs in healthcare by  replacing expensive g y p g p

medical procedures
- Stimulating the economy with healthier workforce
- Improving Quality of Life



EXTENDING LIFE

• The pace of scientific discovery has increased 

EXTENDING LIFE

p y
exponentially.

• Medicines addressing unmet medical needsMedicines addressing unmet medical needs 
continue to be developed and approved. 

• In the last 10 years over 300 new medicines• In the last 10 years, over 300 new medicines 
became available, and over 1,000 are in 
development today.development today. 



EXTENDING LIFE

• Since the new HIV/AIDS drugs of the mid-1990s, 

EXTENDING LIFE

g ,
the U.S. death rate from AIDS dropped about 
70%.

• New drugs account for 50–60% of the increase 
in six-year cancer survival rates since 1975.y

• Advances in heart disease and stroke medicines 
save over 1 million U S lives each yearsave over 1 million U.S. lives each year.



NEW MEDICINES INCREASE LONGEVITY       
ACCOUNT FOR 40% OF INCREASE IN LIFE EXPECTANCY- ACCOUNT FOR 40% OF INCREASE IN LIFE EXPECTANCY

2.5

ty

Increase in Longevity Due to
New Drug Launches

1.65

1.962.0

ed
 L

on
ge

vi
t g

Total Increase in Longevity

1.07

1.371.5

rs
 In

cr
ea

se

0 30

0.57
0.45

0.76
0.56 0.62

0.70 0.79

0.5

1.0

be
r o

f Y
ea

r

0.12
0.23

0.30

0.0

N
um

b

1988 1990 1992 1994 1996 1998 2000

Data Source: Lichtenberg, PhRMA



GLOBAL HEALTH IMPROVEMENT IN 20TH CENTURY

Source: IFPMA (2007)



Then….. and… Now

• Treatments we take for granted today did not 
exist at one timeexist at one time. 

• A patient with cancer would consider his 
diagnosis a death sentencediagnosis a death sentence.

• Another patient with arthritis would look forward 
to a lifetime of pain and disabilityto a lifetime of pain and disability.

• The contrast between treatments of yesteryear 
and today highlights the importance ofand today highlights the importance of 
continued innovation.



INCREMENTAL INNOVATION

• Some people see incremental changes

INCREMENTAL INNOVATION

• Some people see incremental changes 
in medicines simply as “me-too” drugs.

• In fact, having multiple choices of 
medicines within a class offers many 
benefits to patients, doctors, and society. 



THE EVOLUTIONARY DRUG INNOVATION PROCESS
Diuretics

Furosemide
Acetazolamide

Diuretics
Chlorothiazide Hydrochlorothiazide

Amloride

Sulfacetamide
Sulfsalazine

Antibiotics
Sulfonamide

Sulfamethoxazole + Trimethoprim

Sulfadimidine

Sulfacetamide

Prontosil Sulfanilamide Sulfadiazine 

Sulfadoxine + Pyrimethamine

Uricosurics
Probenecid

Sulfonylureas Carbutamide Tolbutamide Gubenclamide



WHY DO WE NEED MORE INOVATION?WHY DO WE NEED MORE INOVATION?

Source: Various WHO & Industry Sources



INNOVATION FOR NEW MEDICINES

• New medicines play a significant role in the life 

INNOVATION FOR NEW MEDICINES

p y g
expectancy gains.

• Research indicates that new medicines generated 
40% of the two-year gain in life expectancy 
achieved in 52 countries between 1986 and 2000achieved in 52 countries between 1986 and 2000.



WHAT IS MEDICAL RESEARCH
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…… AND WHAT IS NOT
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PRESERVING INCENTIVES FOR INNOVATION

• In an era of new scientific and publicIn an era of new scientific and public 
policy challenges, preserving a 
climate that supports innovation isclimate that supports innovation is 
more important than ever.



ENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW

• A patentee should consider the backlog 
generally in Indian courtsgenerally in Indian courts. 

• The patentee may file an action for patent 
infringement in either a District Court or a Highinfringement in either a District Court or a High 
Court. 

• Whenever a defendant counter-claims for• Whenever a defendant counter-claims for 
revocation of the patent, the suit along with the 
counter-claims is transferred to a High Court for 
decisiondecision.



ENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW:

• Because defendants invariably counter-claim y
for revocation, patent infringement suits are 
typically heard by a High Court. 

• High Court may allow the patentee to amend 
the application in order to preserve the 

lidit f th t tvalidity of the patent.

• In such an event, the applicant must give pp g
notice to the Controller to appear and be 
heard if so directed by the High Court. 



ENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW:

• If patent infringement is proved and if the 
defendant does not comply with the judgmentdefendant does not comply with the judgment, 
a petition for contempt of court can be filed.

• Contempt of court is a criminal offense, while Co te pt o cou t s a c a o e se, e
patent infringement is a civil offense.

• In the event of a contempt of court, Indian law p
provides for imprisoning the authorised 
person(s) of the defendant. 



ENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW:

• It is also possible to obtain a preliminary p p y
injunction.

• A preliminary injunction is granted if the plaintiff p y j g p
shows a prima facie case and also whether the 
balance of "convenience" is in the plaintiff's 
favor.favor.



ENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW:

• An important consideration before contesting a patent in 
India is to ensure that the patentee has worked theIndia is to ensure that the patentee has worked the 
invention directly or through its licensees in India.

• If a patentee has not worked the invention in India, then 
the defendant could seek a compulsory license underthe defendant could seek a compulsory license under 
Section 84(1)(c), if the patent has been in force for more 
than three years. 

• In addition, if a compulsory license is already in place 
and the patentee has still not worked the invention but 
yet asserts it, the defendant can seek a revocation of the 
patent under Section 85(1) of the Patent Actpatent under Section 85(1) of the Patent Act.



ENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW:

• A new change in the law allows for damages g g
from publication of the application, except for 
Black Box applications.  

• A company, which has made "significant 
investment" and was marketing the product g p
before January 1, 2005, may continue to do so 
but must pay a "reasonable royalty" to the 
patentee.



SHORTCOMINGS OF THE SYSTEM:

• The above-mentioned improvements in p
the patent regime in India have resulted 
in a significant up-thrust in the 

f fpromulgation and enforcement of patents 
in India. 

• The patent regime is plagued with 
certain major impediments, which 
continue to hinder the effective 
enforcement of patents in the country.



SHORTCOMINGS OF THE SYSTEM:

• There is an acute lack of awareness of patent basics in 
the judiciary and even the legal fraternitythe judiciary and even the legal fraternity.

• A patent infringement is first to be filed in a District 
Court.

• With a counter-claim of invalidation, the suit moves to 
the High Court.

• Unlike in advanced patent litigation countries like USA, 
Europe or Japan, the awareness and understanding of 
grounds of infringement, exceptions to infringements g g , p g
etc. are inadequate in India.



SHORTCOMINGS OF THE SYSTEM:

• No time frame is prescribed for legal recourse, p g ,
unlike in EU & US.

• The cases can take up to ten years for p y
resolution and payment of damages on patent 
infringements. 

• The pendency of patent cases is likely to 
remain a deterrent for enforcement.



SHORTCOMINGS OF THE SYSTEM:

• No criminal remedy available for infringement of 
t t d t th t f i ht tpatents, as opposed to that of copyrights etc. 

• Leads to insufficient remedy in the infringement y g
suits.

• The lack of criminal remedies fail to deterThe lack of criminal remedies fail to deter 
potential infringers. 

Th t t i l ff f t i• The patent regime also suffers from certain 
serious administrative problems.



SHORTCOMINGS OF THE SYSTEM:

• The speed at which a patent application is granted 
till i l l lstill remains largely slow. 

• The Indian Patent Office is faced with a growing 
backlog of approximately 40,000 unexamined 
patent applications.

• Subsequent to these amendments, India can boast 
of one of the best patent law regimes in the world. 

• The inadequacy of the enforcement machinery and 
the slow judicial process is a great problem.j p g p









CURRENT STATUS

• India still remains weak in many areas largely due to 
inadequate laws and ineffective enforcementinadequate laws and ineffective enforcement.

• A lot is desired still in order to bring the regime at par 
with the international standards.

• The reversal of burden of proof provision enables 
higher rate of success to the patent holder and acts as 
a deterrent to potential infringersa deterrent to potential infringers.

• Improving IPR protection will be an important element 
to increasing and making the climate in India moreto increasing and making the climate in India more 
attractive to private investment.



THE WAY FORWARD

To ensure adequate protection of the patent 
granted in India we have:granted in India we have:

1. Remedy through Judicial processy g p
- Overburden system may result in  

long pending disputes
2. Remedy through Regulatory process

- Could help pre-empting disputes in  
most cases



STRENGTHENING REGULATORY PROCESS

• DCGI to ensure that marketing approvals shall g pp
not be granted to biosimilar and generic 
versions of products patented in India during 

ftheir patent life

• If an applicant is relying on research data of 
another Company, DCGI should ask the 
applicants to generate their own data for 
patient safetypatient safety.



STRENGTHENING REGULATORY PROCESS

• If a patent is granted in India for a particular 
drug and if the marketing approval for 
biosimilar or generic versions of a patented 
drug has already been issued before grant ofdrug has already been issued before grant of 
patent in India, then such marketing approval 
of the generic / biosimilar should be revokedof the generic / biosimilar should be revoked 
immediately on intimation of grant of patent 
by patent holder / licensee / marketing y p g
authorisation holder to CDA / DCGI.





PHARMACEUTICAL I.P. INDEX               
TO BENCHMARK INDIATO BENCHMARK INDIA

Based on 5 CriteriaBased on 5 Criteria

1. Term of Exclusivity

2. Scope of Exclusivity

3 Strength of Exclusivity3. Strength of Exclusivity

4. Barriers to full I.P. Exploitation

5. Enforcement

Ref.  Meir Pugatch, University of Haifa – The Journal of World Investment & Trade



PHARMACEUTICAL I.P. INDEX

Country I.P. Index (2007)
U S A 4 67U.S.A. 4.67
Singapore 4.40

U K 4 37U.K. 4.37

Chile 3.00

I l 2 89Israel 2.89

Brazil 2.00

China 2.62

India 1.80

Ref.  Meir Pugatch, University of Haifa –The Journal of World Investment & Trade


