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FACTS ABOUT INDIA

Land Area 2% of World Area

Burden of Disease 21% of Global Disease Burden

Population 16% of World’s Population

Urban : Rural 28 : 72

Literac Percentage 65 38%Literacy Percentage 65.38%

Poverty Percentage Below poverty line: 26%

Poverty Line (U.S.$) Rural : U.S.$ 500
Urban : U.S.$ 900

Source:  WHO, India



SELECTIVE 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%



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
- Increasing Affordability
- Deeper Penetration of Health Insurance
- Increase in Organised Retail Chainsg
- Shifting Disease Patterns
- Increase in Healthcare Spend

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

- The New IPR Regime 

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



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



TOTAL EXPENDITURE ON 
HEALTH AS A % OF GDPHEALTH AS A % OF GDP

Country Public Sector Private Sector Totaly

India 1.2 3.6 4.8
Sri Lanka 1.6 1.9 3.5
China 2.0 3.6 5.6
Japan 6.4 1.5 7.9
Switzerland 6.7 4.8 11.5
USA 6.8 8.4 15.2
UK 6.9 1.1 8.0
France 7.7 2.4 10.1

Source: World Health Report, 2006, WHO



HEALTH INDICATORS IMPROVED SIGNIFICANTLY

1950-51 1980-81 2006-07

Birth Rate (per 1000) 40.8 33.9 23.8

Death Rate (per 1000) 25.0 12.5 6.0

Infant Mortality Rate
(per 1000 live births)

146.0 110.0 58.0

Life Expectancy (years) 36 7 54 0 65 4Life Expectancy (years) 36.7 54.0 65.4



ACHIEVEMENTS THROUGH THE YEARS

1951 1981 2000 2005

Epidemiological Shifts

Malaria (cases in 
million)

75 2.7 2.2 0.8

Leprosy (cases per 
10,000 population)

38.1 57.3 3.74 1.0

Small Pox (no of cases) >44 887 EradicatedSmall Pox (no. of cases) >44,887 Eradicated - -

Guinea Worm                  
(no. of cases)

>39,792 Eradicated -
( )
Polio 29,709 265 660

Source: Ministry of Health & Family Welfare



MEDICINES

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



SOURCES OF FINANCING 
HEALTHCARE SERVICES IN INDIA

Proportion of Health Expenditure by Financing Source

HEALTHCARE SERVICES IN INDIA

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



ACCESS OF MEDICINES TO ALL                  
PROVES TO BE A CHALLENGE

• This 350 mn. 
people are largely 
l t d d

Percentage of WHO regions lacking access 
to essential medicines

clustered around 
urban centres 
where health care 
facilities existfacilities exist

Source: Network,   
November 2004



ACCESS TO INNOVATIVE MEDICINES

350 Mn. 
access to 

150 Mn. – Formal 
sector
200 Mn. – Largely 

Pharma Industry 
role is restricted 
t thi tmedicines

g
above Poverty line to this sector

650 Mn.            
(    

300 Mn. 

Above Poverty line Need of these 
patients are 

i il f(no access to 
medicines)

350 Mn. 

primarily for 
essential medicines

Below Poverty line

Formal Sector: Those employed with the Public or Private Sector



HIGH TRANSACTION COSTS INFLATEHIGH TRANSACTION COSTS INFLATE              
THE FINAL PRICE

100 15.18 6.16 11.11 
27.78 160.23 

Factory *Excise duty VAT Distributor Retailer FinalFactory 
price 

excluding 
excise

Excise duty 
@ 16.48 %
(includes 
Education 

Cess)

VAT               
@ 4 %

Distributor 
Margin 
@ 10 %

Retailer 
Margin 
@ 20 %

Final 
Consumer 

Price

Cess)



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



SCIENCE &
IDEAL IPR POLICY FOR INDIA

NATIONAL
INTEREST

SCIENCE &
TECHNOLOGY

AND
R&D

INTELLECTUAL
PROPERTY

RIGHTS

AVAILABILITYAVAILABILITY 
&

MEDICINE

HEALTHCARE
NEEDS

PRICES



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%
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Source: Capitaline Plus
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Pharma Spends More Than All Industries Put Together



INDIAN PHARMACEUTICAL INDUSTRY
R & D Spend - Pharmaceuticals

600

409

522

400

500 Year $ Mn

1995 31

200

300

400

$ 
M

n 2000 71

2005 409

2006 522

31
71100

200 2006 522

0
1995 2000 2005 2006

Year

Almost 10% of 2006 Trade Sales@ Constant $ (1 = INR 40)
Source: IDMA



PATENT APPLICATION STATUS
PHARMACEUTICALS

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

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

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



INDIAN PATENT LAWINDIAN 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, Chiral Isomers, New 
I di ti tIndications  etc.  

Section 3(d) of the Patent Act –
“S lt t th l h t b lit f“Salts, esters, ethers, polymorphs, metabolites, pure 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 regards to 
efficacy.”efficacy.



EXCEPTIONS TO PATENTABILITY

Recommendation:
Explanation to Section 3 (d): “Salts esters ethersExplanation to Section 3 (d): Salts, esters, ethers, 
polymorphs, metabolites, pure form, particle size, 
isomers, mixtures of isomers, complexes, combinations, 
and other deri ati es of kno n s bstance shall beand other derivatives of known substance shall be 
considered to be the same substance, unless they differ 
significantly in properties with regard to efficacy Utility/ 
Benefits / Usefulness.”
Amend 3 (d) to remove additional hurdles for Patentability 
for Pharma inventions and second use patentsfor Pharma inventions and second use patents.
In the meanwhile,  provide guidelines for interpretation 
and scope of the term “Efficacy” in the Manual.p y



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



COMPULSORY LICENSESCOMPULSORY LICENSES

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

Article 27 (1) of the TRIPS Agreement provides 
for Importation also.for Importation also.



COMPULSORY LICENSES -
RECOMMENDATIONSRECOMMENDATIONS

Restrict issuance of CL to National Emergency, 
E t U d P bli N i l UExtreme Urgency, and Public Non-commercial Use.

Amend provisions (Sec. 84 [7]) that provide grounds forAmend provisions (Sec. 84 [7]) that provide grounds for 
triggering CL by competitors for Commercial benefits.

P id f d h i d i th A 30 D i iProvide safeguards enshrined in the  Aug. 30 Decision 
(Motta-Menon text) for exports under Section 92A of 
the Patents Act, corresponding to Para 6 of the 
D l ti th TRIPS A t d P bliDeclaration on the TRIPS Agreement and Public 
Health at Doha.



PRE-GRANT OPPOSITION BY 
REPRESENTATION

OObjectives:
1. To ensure genuine pre-grant opposition
2 T li i t iti i i ti2. 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 setting2. Need to introduce statutory time limits for setting

up hearings by the Controller and disposing off
pre-grant matters for ‘Accountability’



PRE-GRANT OPPOSITION BY 
REPRESENTATION

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

of publicationof publication   

2. Pre-grant opposition must be disposed within                
12 months of commencement of pre-grant12 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, 2008y ,



REGULATORY DATA PROTECTION
TRIPS Article 39.3TRIPS Article 39.3

"Members, when requiring, as a condition of 
approving the marketing of pharmaceutical or ofapproving the marketing of pharmaceutical or of 
agricultural chemical products, which utilize new 
chemical entities, the submission of undisclosed 
information or other data, the origination of which , g
involves a considerable effort, 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 stepswhere necessary to protect the public, or unless steps 
are taken to ensure that the data is protected against 
unfair commercial use."



Financial Express 
November 19 2007November 19, 2007



REGULATORY DATA PROTECTIONREGULATORY DATA PROTECTION

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

Recommendations:
No need for new law
Safety testing provided in law to be insisted onSafety testing provided in law to be insisted on
Requirement can be met with appropriate executive order 
adding the following text in Schedule Y under ‘Application for    
Permission’ e g:Permission  e.g:
‘Data submitted to DCGI is for specific use to license the molecule/ 
formulation and cannot be utilised by any other company/person 
for regulatory purposes’for regulatory purposes



REGULATORY DATA PROTECTION
Recommendations:

Recognise RDP and as an outstanding obligation   
of TRIPS Article 39 3of TRIPS Article 39.3
Recognize that the provision includes two obligations –
protection against disclosure and protection against unfair p g p g
commercial use.
Amend Rules 122 A & B, Rule 122 E and Schedule Y 
(Appendix I and IA) of the Drugs and Cosmetics Rules 1945(Appendix I and IA) of the Drugs and Cosmetics Rules, 1945 
to disallow marketing approval based on similarity and new 
drug approvals to subsequent applicants.
Retain definition of a ‘new drug’ under Rule 122 E of the 
Drugs and Cosmetics Rules, 1945 for purposes of RDP.



REGULATORY DATA PROTECTIONGU O O C O

Recommendations:
Ensure a minimum five-year exclusivity period for new 
drug products (beginning from the date of market approval 
in the country)in the country) 
Strengthen the regulatory system to ensure safety, quality 
and efficacy of medicines - crucial for life and health of the 
human beings – bioequivalence does not mean clinical
equivalence



MANDATORY 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.



MANDATORY DATA PROTECTION IS 
‘EVERGREENING’ A MISCONCEPTION‘EVERGREENING’…A MISCONCEPTION

20 Years Scenario 2

D t f i f

5 Years

Date of filing 
of patent for 
invention 1

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

Date of 
mandatory 

Date of expiry of 
mandatory Data y

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.



ENFORCEMENT OF PATENT

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



ENFORCEMENT MEASURES AVAILABLEENFORCEMENT MEASURES AVAILABLE 
UNDER THE INDIAN LAW

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

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



ENFORCEMENT MEASURES 
AVAILABLE UNDER THE  INDIAN LAW

It is possible to obtain a preliminary injunction

The basis upon which a preliminary injunction is e bas s upo c a p e a y ju ct o s
granted is:
Plaintiff shows a prima facie case p
Balance of "convenience" is in the plaintiff's favor 



SHORTCOMINGS 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 
i f iinfringements. 

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



SHORTCOMINGS OF THE SYSTEMSHORTCOMINGS OF THE SYSTEM

N i i l d il bl f i f i t fNo criminal remedy available for infringement of 
patents
Oft l d t i ffi i t d i thOften leads to insufficient remedy in the 
infringement suits
Lack of criminal remedies fail to deter potentialLack of criminal remedies fail to deter potential 
infringers



SHORTCOMINGS OF THE SYSTEM

Patent regime also suffers from certain serious

SHORTCOMINGS OF THE SYSTEM

Patent regime also suffers from certain serious 
administrative problems

The 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 
applicationsapplications



Mint
March 20, 2008



Financial Express
March 20, 2008,



Business Standard
March 20, 2008



THE WAY FORWARDTHE WAY FORWARD
To ensure adequate Patent Protection in India we 
hhave:
1. Remedy through judicial process

- Overburdened system may result in long 
pending disputes

2. Remedy through Regulatory process
- Could help pre-empting disputes in most cases



STRENGTHENING REGULATORY 
PROCESS

DCGI not be grant ‘Marketing Approval’ toDCGI not be grant Marketing Approval  to 
biosimilar and generic versions of products 
patented in India during their patent life.p g p
If an applicant relies on research data of 
another Company, the applicant should disclose 
such information to DCGI, who should ask the 
applicant to generate their own data for patient 
safetysafety.



STRENGTHENING REGULATORY 
PROCESS

If a patent is granted in India for a particularIf a patent is granted in India for a particular 
drug and if the marketing approval for 
biosimilar or generic versions of a patented g p
drug 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 
authorization holder to DCGI.



Financial ExpressFinancial Express
March 20, 2008



IPR AND INVESTMENT
Protection of IPR a Must for Investment

IPR AND INVESTMENT

15,200

14,000

16,000 Period Investment
Rs Mn

1975 80 3 050

8 000

10,000

12,000

,000 1975-80   3,050 
1980-85   1,200 
1985-90   2,000 
1990 95 5 300

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



E i i l id t

WILL PATENT LAWS FUEL PRICE INCREASES?

15.7%
8.3% (1)

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

Post 2005 only 
2.3% of the 
Indian pharma 
market l consists p gmarket 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 AHEAD..
ENSURING ACCESS IN CONTROL                   

FREE PRICING REGIME…
Free Market Price 

350 Mn. 
access to 
medicines

Negotiated prices for 
Government procurement

2-pronged 
Approach

650 Mn             

p

650 Mn.            
(no access to 
medicines) Industry to support 

Government efforts to 
provide Access



PROMOTE HEALTH INSURANCEPROMOTE  HEALTH  INSURANCE

Hasten reforms to attract players

Mandatory insurance in organised sector

Health insurance for farmers, labourers



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 Exclusivityg y

4. Barriers to full I.P. Exploitation

5 Enforcement5. 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

Israel 2.89

Brazil 2.00

China 2.62

India 1.80

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


