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“A pessimist sees the difficultyA pessimist sees the difficulty 
in every opportunity; 

an optimist sees the opport nitan optimist sees the opportunity
in every difficulty.”

-Sir Winston Churchill 
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Economic Scenario of India





Selective Economic IndicatorsSelective Economic Indicators

US$ 1174 billiR l GDP US$ 48 billi

1990-91 2007-08

US$ 1174 billion

GDP Growth

Real GDP

5.3%

US$ 48 billion

8.7%

ForEx Reserv.

5.3%

US$ 1 billion

8.7%

US$ 290 billion

FDI US$ 0.36 billion US$ 15.7 billion

Inflation 10.3% 5.5%**



Pharmaceutical Industry &Pharmaceutical Industry & 
Healthcare Scenario



The Indian Pharmaceutical Market, the Regulatory , g y
Thinking, and Challenges facing the Pharma industry 



Indian Pharmaceutical Industry:  
2007 20082007-2008

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

U.S.$ 5 Bn. Exports

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

Ranks 4th in Volume & 14th in Value

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



McKinsey Projection 2015*

Domestic Sales to reach U.S.$ 20 Bn.
Incremental growth between 2005 2015 U S $ 14 BnIncremental growth between 2005 – 2015, U.S.$ 14 Bn. 
Key Drivers for Growth:

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

(from present 7% to 13% of average household  
income) )

- The New IPR Regime 



India is Projected to be the 
10th L t M k t b 201510th Largest Market by 2015



Healthcare Policy of IndiaHealthcare Policy of India              
– has it delivered?



Policy Framework Supporting 

P li t th t i fl th

Pharmaceutical Industry
Policy-sets that influence the 

Pharmaceutical Industry

Healthcare Policy Industrial Policy Health Safety PolicyHealthcare Policy Industrial Policy Health Safety Policy

• Access to medicines
• Cost-effective medication

Reg lating the ph sician

• Promoting SMEs
• Strengthening R&D
• Protection of IPR

S staining Ind str

• Ensuring Quality in 
manufacturing

• Efficacious treatments
Inno ations in dr g• Regulating the physician 

and consumer behaviour 
• Generic promotion/

substitution

• Sustaining Industry-
Institution Linkages

• Supporting technology 
transfer and capacity 
development

• Innovations in drug 
delivery

• Safety in medicines

p

Source: EXIM Research



India’s Healthcare Context is Unique

Countries Govt. 
P t

Out of 
pocket

Insurance Others

q

Payment pocket 
payment

United States 44.3% 13.7% 35.8% 4.9%

Japan 80% 20% - -
Australia 71% 16% 7% 5%
France 77 5% 20 5% 2%France 77.5% 20.5% 2%
Germany 75.1% 11% 13.9%
Canada 72% 17% 11%
UK 81% 3% 16%
Spain 72% 20.5% 7.5%
Italy 73 7% 26 3%Italy 73.7% 26.3%

India : 72% out of pocket payment and 28% from others



Sources of Financing 
H lth S i i I diHealthcare Services in India

Proportion of Health Expenditure by Financing Source

Firms 5%

Local Government
2%State Government

13%

Central Government
6%

Households
72%

s 5%

72%

External AidExternal Aid
2%

Source: National Health Accounts – 2001-02, MoHFW, GoI



MedicinesMedicines

Doctor’s Fees 9%Doctor s Fees 9%
Medicines 15%*
Diagnostic Investigations & Pathological Tests 24%Diagnostic Investigations & Pathological Tests 24%
Hospitalization 17%
Transport 20%Transport 20%
Miscellaneous 8%
Others 7%

* 60% towards taxes and trade margins

15% of Total Household Cost for Individuals

Source: National Survey of Health, 2003



Price Control Trend
In the past 30 years, successive Governments have 

reduced the span of price control on medicines

DPCO
Year

No. of Drugs under 
Price Control

Percentage of 
Controlled Market

p p

1970 All 100
1979 347 90
1987 143 70

1995 74 20

2002 30 drugs proposed Under review

Source: ORG-IMS



Current Price RegulationCurrent Price RegulationCurrent Price RegulationCurrent Price Regulation

Nature of Price Regulation Percentage of Controlled 
Market

Cost based Price Control 20

Price Monitoring with 80Price Monitoring with 
annual price increase 

ceiling of 10%

80

Total 100

Source:  ORG-IMS/NPPA



Pharmaceutical Prices in Selected Countries

Drugs, Dosage
Form and Strength

Pack Prices 
in India

Prices in 
Pakistan

Prices in 
Indonesia

Prices
in USA

Prices 
in UKForm and Strength in India 

(INR)
Pakistan 

(INR)
Indonesia 

(INR)
in USA
(INR)

in UK
(INR)

I.  ANTI-INFECTIVES
1. Ciprofloxacin – HCL

500 mg tabs
10’s 29.00 423.86 393.00 2352.35 1185.70

2. Norfloxacin 10’s 20.70 168.71 130.63 1843.66 304.78
400 mg tabs

3. Ofloxacin
200 mg tabs

10’s 40.00 249.30 204.34 1973.79 818.30

4 C f d i 6’ 114 00 357 32 264 00 1576 58 773 214. Cefpodoxime
Proxetil
200 mg tabs

6’s 114.00 357.32 264.00 1576.58 773.21



Pharmaceutical Prices in Selected Countries
contd

Drugs, Dosage
Form and Strength

Pack Prices 
in India

Prices in 
Pakistan

Prices in 
Indonesia

Prices
in USA

Prices 
in UK

contd…

Form and Strength in India 
(INR)

Pakistan 
(INR)

Indonesia 
(INR)

in USA
(INR)

in UK
(INR)

II.  NSAIDs
1. Diclofenac Sodium

50 mg. tabs
10’s 3.50 84.71 59.75 674.77 60.96

III.  ANTI-ULCERANTS

1. Ranitidine
150 mg. tabs

10’s 6.02 74.09 178.35 863.59 247.16

2 O l 10’ 22 50 578 00 290 75 2047 50 870 912. Omeprazole
30 mg. caps

10’s 22.50 578.00 290.75 2047.50 870.91

3. Lansoprazole
30 mg. caps

10’s 39.00 684.90 226.15 1909.64 708.08
g p



High Transaction CostHigh Transaction Cost

100

152

Factory *Excise duty VAT Distributor Retailer FinalFactory 
price 

excluding 
excise

Excise duty 
@ 8%
(plus 

Education 
Cess)

VAT               
@ 4 %

Distributor 
Margin 
@ 10 %

Retailer 
Margin 
@ 20 %

Final 
Consumer 

Price

Cess)



Many Children not getting Primary Vaccination

India Polio Immunization coverage
( ti t )59%

58%
India

B l d h

Pakistan

(estimate)

Measles Immunization coverage
(estimate)

80%

59%

83%

88%

India

China

Bangladesh

93%

81%
88%

94%

Japan

Brazil

99%

99%
99%

97%

U S

Germany
94%

99%

92%

96%

U.S. 93%

Source: World Health Organisation



HIV Patients: Access to ART
30 120

20
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80

100

P
e

24.70 100%

15
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80

ercentage
La

kh
s

10 40

5 204.20

1.46

17%

5.9%

0
No. of Patients in India No. of Patients registered at ART Clinics No. of Patients actually taking ART therapy

0

Source: NACO, INDIA



Access  to Modern Medicine – A Challenge

• This 350 mn. Percentage of WHO regions lacking access 
t ti l di i people are 

largely 
clustered

to essential medicines

clustered 
around urban 
centres where 
health carehealth care 
facilities exist

Source: Network,   
November 2004



India Spends Relatively Less on Healthcare

7000

80

90

81% 77%
$6096

5000
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60

70

80

3000

4000

40

50

60

38%

54%

45%
$3171

2000

3000

20

30

17%
20%

28%

$1520

$2293

0

1000

India Pakistan Bangladresh China Brazil Japan Germany U.S
0

10

$91 $48 $64 $277

India g p y

Per capita total expenditure on health % of public expenditure on health

Source: World Health Organisation



Shortage of Doctors and Nurses in India

India
0 80

0.60India

g

Pakistan
Doctors per 1000 people
N 1000 l

0.31

0.80

0.74

China

Bangladesh Nurses per 1000 people

1.05

0.14

1.06

0.26

Brazil 3.84

1 98

1.15

Germany

Japan

9.72

7.79

3.37

1.98

U.S. 9.37
2.56

Source: World Health Organisation



Life Expectancy in India

India Women
M

62 years

64 yearsIndia

p y

Bangladesh

Pakistan
Men

61 years
62 years

63 years

China

Bangladesh

71 years

62 years
63 years

74 years

J

Brazil
68 years

75 years

86 years

Germany

Japan

76 years

79years
86 years

82 years

U.S.
75 years

y

80 years

Source: World Health Organisation



Access to Innovative Medicines

350 M 150 Mn – Formal sector
Pharma Industry 

350 Mn. access 
to medicines

150 Mn. – Formal sector

200 Mn. – Largely 
above Poverty line

role is restricted 
to this sector

300 Mn. 

Above Poverty line

Need is Public-
Private Partnership 

650 Mn.            
(no access to 
medicines)

Above Poverty line

350 M

(PPP)

350 Mn. 

Below Poverty line

Formal Sector: Those employed with the Public or Private Sector



IPR Scenario in India &IPR Scenario in India &
Indian Patents Act 2005



Ideal IPR Policy for India

NATIONAL
SCIENCE &

TECHNOLOGYNATIONAL
INTEREST

TECHNOLOGY
AND
R&D

INTELLECTUAL
PROPERTY

G SRIGHTS

AVAILABILITY 
&

MEDICINE

HEALTHCARE
NEEDSMEDICINE

PRICES



Patents in India – Historical Perspective

2004200219991911 1970

Patents 
Ordinance 

Second 
Amendment 

First 
Amendment to 

Indian 
Patents and 

Indian 
Parliament 

passed on 
December 
26, 2004

to the 
Patents Act

the Patents ActDesign Act enacted the 
Patents Act

,

Product 
Patents

Process 
Patents

EMR and 
Mailbox 

Patent term 
extended  to 

In technical 
compliance with 

provided 20 years the commitment 
made under the 
WTO Agreement



Indian Industry – R&D Spend
R & D Spend: How Top Sectors Fare

60
51% 51%

50

60

25% 26%30

40 2006
2005

3%4%5%
11%

3%4%5%
11%

10

20

Source: Capitaline Plus

0
Pharma Automotive Oil/Refining IT Software Elec.

Equipment
Engineering

p

Pharma Spends More Than All Industries Put Together



Trends in R&D Expenditure in Indian 
Pharmaceutical Industry (1976 77 to 2004 05)Pharmaceutical Industry (1976-77 to 2004-05)
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Source: Organisation of Pharmaceutical Producers of India



R&D Status of Indian 
Pharmaceutical IndustryPharmaceutical Industry

NDDS NCE 

R&D Initiatives Bio-pharmaceutical Improved
Ch i l E titi R&D Initiatives p
Chemical Entities 

Chemical SynthesisGenerics – in
Development 

Specialty
Generics p

Source: Indian Pharmaceutical Industry, ICRA, 2004



Research & Development Process in 
Pharmaceutical IndustryPharmaceutical Industry

Drug Discovery Stage
5000 10000 d5000-10000 compounds

Pre-clinical Stage
250 compounds

Ye
ar

s

Clinical Trials
5 compounds

15
 Y

One Approved 
Drug

Source: PhRMA



Relative Specialization Index (RSI)

Relative Specialization Index (RSI) 
th b f t tcompares the number of patents 

originating from a given country in a 
ifi t h l t th t t l bspecific technology to the total number 

of patents in all areas.



Relative Specialization Index (RSI)
- Pharmaceuticals (2001-2005)

IndiaIndia

Source: World Patent Report – A Statistical Review, 2008, World Intellectual Property Organisation



Patents Filing Trends at the IPO 
(from 1995-96 to 2007-08*)
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Domain-wise Breakdown of 
Patent Applications Filed at the IPO (2005-06)

G l
Chemical

Biotech

General

Drug

Electrical

Mechnical

Electrical Computer/Electronic

Source: 2005-06 Annual Report, IPO



Growth of Patent Applications Filling in 
Different Domains (from 2004-05 to 2005-06)
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Trend of Patent Applications Granted by Domestic 
Applicants & Foreign Applicants at the IPOApplicants & Foreign Applicants at the IPO
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Patent Applications Status
Ph ti lPharmaceuticals

2002 03 2003 04 2004 05 2005 06 2006 072002-03 2003-04 2004-05 2005-06 2006-07

Filed 11,466 12,613 17,466 24,415 28,882

Examined 9,538 10,709 14,813 11,569 14,119, , , , ,

Granted 1,379 2,469 1,911 4,320 7,359  

Source: Commerce Ministry, GoI



Key Issues



Indian Patent Law
- Areas of Concern

Definition of Patentability

Data ProtectionData Protection

Scope of Compulsory Licensing

Pre-Grant Opposition

Enforcement of Patent ActEnforcement of Patent Act



PatentabilityPatentability

TRIPS Allows NCEs, Polymorphs, ChiralTRIPS Allows NCEs, Polymorphs, Chiral
Isomers, New Indications  etc.  

Section 3(d) of the Patent ActSection 3(d) of the Patent Act –
“Salts, esters, ethers, polymorphs, metabolites, 
pure form particle size isomers mixtures ofpure form, particle size, isomers, mixtures of 
isomers, complexes, combinations and other 
derivatives of known substance shall be 
considered to be the same substance, unless 
they differ significantly in properties with 

d t ffi ”regards to efficacy.”



Evergreening…  A  Misconception

Date of filing 
of patent for

Date of expiry 
of patent for Date of expiry ofof patent for 

invention 1
of patent for 
Invention 1Date of filing of 

patent for 
improvement

Date of expiry of 
patent for 
improvement

improvement

Anyone is free to use the patent of invention 1 when the term for that is over. The 
innovator or anyone else who has patent for the improvement will have rights to 
his patent only. There is no extension of patent term as per the Indian Patent Act.



Regulatory Data Protectiong y

TRIPS Article 39.3

"Members, when requiring, as a condition of approving 
the marketing of pharmaceutical or of agricultural t e a et g o p a aceut ca o o ag cu tu a
chemical products, which utilize new chemical entities, 
the submission of undisclosed information or other 
data, the origination of which involves a considerable 
ff t h ll t t h d t i t f i i leffort, shall protect such data against unfair commercial 

use. In addition, Members shall protect such data 
against disclosure, except where necessary to protect 
the public or unless steps are taken to ensure that thethe public, or unless steps are taken to ensure that the
data is protected against unfair commercial use."



Financial Express
(November 19, 2007)



Regulatory Data Protectiong y

The key issue: Need for strong provisions for protection of y g p p
undisclosed information against “unfair commercial use”.

Recommendations:
No need for new law. 

Safety testing provided in law to be insisted on.y g p

Requirement can be met with appropriate executive 
order adding the following text in Schedule Y under g g
‘Application for Permission’



Regulatory Data ProtectionRegulatory Data Protection

Recommendations:
Ensure a minimum five-year exclusivity y y
period for new drug products (beginning from 
the date of market approval in the country).



Regulatory Data Protection – Is 
‘Evergreening’ A Misconception‘Evergreening’ … A Misconception

20 Years Scenario 1

5 Years

Date of filing 
of patent for 
invention 1

Date of expiry of 
patent for Invention 1 
and introduction of Date of 

mandatory genericsmandatory 
Data Protection       

Date of expiry of 
mandatory Data y
Protection

*Anyone is free to use the patent of invention 1 when the patent term expires. There is no 
extension of patent term with mandatory data protection of the innovator for a specified periodextension of patent term with mandatory data protection of the innovator for a specified period.



Regulatory Data Protection – Is 
‘Evergreening’ A Misconception‘Evergreening’ … A Misconception

20 Years Scenario 2

Date of expiry of

5 Years

Date of filing 
of patent for 
invention 1

Date of expiry of 
patent for Invention 
1 and introduction of 
genericsg

Date of 
mandatory

Date of expiry of 
mandatory Data mandatory 

Data Protection 
for Innovations 

y
Protection for 
Innovations 

*Anyone is free to use the patent of invention 1 when the patent term expires with 
one’s own data. There is no extension of patent term with mandatory Data Protection 
of the Innovator for a specified period.



Pre-Grant Opposition by Representationpp y p

Objectives:j
1. To ensure genuine pre-grant opposition
2. To eliminate opposition in seriatim

The need:
1 Ensure that Innovation is not put to undue1.   Ensure that Innovation is not put to undue 

disadvantage for delay in Pre-grant  proceedings.         

2. Need to introduce statutory time limits for setting
up hearings by the Controller and disposing off
pre-grant matters for ‘Accountability’.pre grant matters for Accountability .



Pre-Grant Opposition by Representationpp y p

R d tiRecommendations:
1. Pre-grant opposition must be filed within 6 months of 

publicationpublication   

2. Pre-grant opposition must be disposed within                  
2 months of commencement of pre-grant2 months of commencement of pre grant 
proceedings.                                     

3. If not concluded within 12 months, provide , p
equivalent Patent Term Restoration. 



The Economic Times 
(May 29, 2008)



Compulsory LicensesCompulsory Licenses

As the entire concept is based on “Working of 
Patents” in India, the term “Working of Patents” 
needs to be defined explicitly.



Enforcement of Patent

Preserving a climate that supportsPreserving a climate that supports 
Innovation is more important than ever.



Enforcement Measures Available 
Under the Indian Law

The patentee may file an action for 
patent  infringement in either a District 
C t Hi h C tCourt or a High Court. 

Whenever a defendant counter claimsWhenever a defendant counter-claims 
for revocation of the patent, the suit 
along with the counterclaims is a o g t t e cou te c a s s
transferred to a High Court for decision.



Enforcement Measures Available 
Under the Indian Law

It is possible to obtain a preliminary 
injunction.

The basis upon which a preliminary 
injunction is granted is:j g

Plaintiff shows a prima facie case. 
Balance of "convenience" is in the 
plaintiff's favor. 



Shortcomings of the SystemShortcomings of the System

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

Judicial delays: can take up to ten years for 
resolution and payment of damages on patent p y g p
infringements. 

The pendency of patent cases, especially ofThe pendency of patent cases, especially of 
the main suit, is likely to remain a deterrent for 
enforcement.



Shortcomings of the SystemShortcomings of the System

No criminal remedy available for 
infringement of patents
Often leads to insufficient remedy in the 
infringement suitsg
Lack of criminal remedies fail to deter 
potential infringerspotential infringers



Mint
(March 20, 2008)



Financial Express
(March 20, 2008)( , )



Business Standard
(March 20, 2008)



Business Standard
(September 27, 2008)



The Economic Times
(September 27, 2008)



H t Add ?How to Address?

1. Remedy through Judicial Process
- Overburdened system may result in long pendingOverburdened system may result in long pending 

disputes

2 R d th h R l t P2. Remedy through Regulatory Process
- Could help pre-empting disputes in most cases



Strengthening Regulatory ProcessStrengthening Regulatory Process

No ‘Marketing Approval’ to biosimilar and 
generic versions of products patented in India 
during their patent lifeduring their patent life.

Protect innovators’ data.

Ask applicants to generate their own data for 
patient safety.p y



Financial Express
(March 20 2008)(March 20, 2008)



Shortcomings of the System

Patent regime also suffers from certain serious

Shortcomings of the System

Patent regime also suffers from certain serious 
administrative problems.

Th d t hi h t t li ti iThe speed at which a patent application is 
granted largely slow.

The Indian Patent Office is faced with a 
backlog of over 1,09,000 unexamined patent 
applications.pp



IPR & InvestmentIPR & Investment

Protection of IPR a MUST for Investment

15,200

14,000

16,000 Period Investment
Rs Mn

1975 80 3 050

8 000

10,000

12,000
1975-80   3,050 
1980-85   1,200 
1985-90   2,000 

3,050
2 000

5,300

4,000

6,000

8,000 1990-95   5,300 
1995-00 15,200 

1,200
2,000

0

2,000

1975-80 1980-85 1985-90 1990-95 1995-2000
Reality: Maximum FDI took place between 1995 & 2000 



Will Patent Laws Fuel Price Increases?
E i i l id15.7%

8.3% (1)

Empirical evidence 
suggests ~15% of new 
patented drugs are NMEs 
with significant therapeutic

Post 2005 only 
2.3% of the 
Indian pharma 
market l consists with significant therapeutic 

advantage. 
market l consists 
of drugs that 
have no 
therapeutic 

76%

Therapeutic 
Equivalents will exist.

equivalent.  

97.7% of the 
market will be 

i thgeneric or the 
products will 
have therapeutic 
areas.

~85% of All Patented Medicines will have a Therapeutic Equivalent
Patented Drugs  

85% of All Patented Medicines will have a Therapeutic Equivalent
(1) Includes new salt, new formulations, new combinations, new manufacturer or patents for new indications

Source:   Lu and Comanor (1998), OPPI, FDA, BCG Analysis



The Way Forward



How to Improve Access to 
M d M di iModern Medicines

Robust Healthcare InfrastructureRobust Healthcare Infrastructure.

Improved Healthcare System and DeliveryImproved Healthcare System and Delivery.

Introducing a sound Healthcare Financing g g
Model for all.

Meet unmet need through robust IPR 
regime.



The Way Ahead…
Ensuring Access in ControlEnsuring Access in Control

Free Pricing Regime….
Free Market Price 

350 Mn. access 
to medicines Negotiated prices for 

Government procurement
2-pronged 
Approach Government procurement

650 Mn.            
(no access to 
medicines) Public Private Partnership 

i iti tiinitiatives



Promote Health InsurancePromote Health Insurance

Hasten reforms to attract players.

Mandatory insurance in organized sector.

Health insurance for farmers, labourers.Health insurance for farmers, labourers.



IP Index



Pharmaceutical I.P. Index to 
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

R f M i P t h U i it f H if Th J l f W ld I t t & T dRef.  Meir Pugatch, University of Haifa – The Journal of World Investment & Trade



Pharmaceutical I.P. Index

Country I.P. Index (2007)

U.S.A. 4.67
Singapore 4.40

U.K. 4.37

Chile 3.00

Israel 2.89

Brazil 2.00

China 2.62

India 1 80India 1.80

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



Intellectual Property Protection Strongly Influences  
Pharmaceutical Companies’ Investment DecisionsPharmaceutical Companies   Investment Decisions

Percentage of companies* reporting that Intellectual Property protection has a strong 
effect on their investment decision in R&D facilities 

95%

100% 100%

90%

95%

86%
88%

80%

85%
86%

75%
Germany Japan U.S.A.

* Chemical and Drug Companies
Source: Mansfield, Edwin, Intellectual Property Protection, Direct Investment 

and Technology Transfer, International Finance Corporation, 1995

 Chemical and Drug Companies



“We cannot solve our problems 
with the same thinking we used 

when we created them.”

- Albert Einstein




