INDIAN PATENT ACT 2005
KEY CONCERNS & RECOMMENDATIONS

Tapan Ray

Philadelphia, June 2, 2008
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APECIAL REPORT: 60 YEARS ODF INDEFENDENLE

Che Bas

Ahead

It faces challenges the size

of an elephant, but the
world's Iﬂrli',::(fl democracy is
living up to the dreams of 1947
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FACIS 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
Literacy Percentage 65.38%

Poverty Percentage

Below poverty line: 26%

Poverty Line (U.S.9$)

Rural : U.S.$ 500
Urban : U.S.$ 900

Source: WHO, India




SELECTIVE ECONOMIC INDICATORS

Real GDP

GDP Growth

ForeEx Reserv.

FDI

Inflation

Ny

1990-91

US$ 48 billion

2007-08

USS$ 1174 billion

5.3%

8.7%

US$ 1 billion

USS$ 290 billion

US$ 0.36 billion

US$ 15.7 billion

10.3%

5.5%
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INDIAN PHARMACEUTICAL INDUSTRY:
200/7-2008

U.S.$ 8 Bn. Domestic Sales
U.S.$ 5 Bn. Exports

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

Ranks 4t in Volume & 14t 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, U.S.$ 14 Bn.

» Key Drivers for Growth:
- Robust Economy
- Increasing Affordability
- Deeper 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

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



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

Top 14 pharmaceuticals markets, 2005 Top 14 pharmaceuticals markets, 2015
1US = ,’ﬂ 248 1US L= fﬂm
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Source: IMS World Review; analyst projections; McKinsey India Pharmaceutical Demand Model




TOTAL EXPENDITURE ON
HEALTH AS A % OF GDP

Country Public Sector | Private Sector Total
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 l.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 146.0 110.0 58.0

(per 1000 live births)

Life Expectancy (years) 36.7 54.0 65.4




ACHIEVEMENTS THROUGH THE YEARS

Epidemiological Shifts

1951 1981 2000 2005
Malaria (cases in 75 2.7 2.2 0.8
million)
Leprosy (cases per 38.1 57.3 3.74 1.0
10,000 population)
Small Pox (no. of cases) | >44,887 |Eradicated - -
Guinea Worm >39,792 | Eradicated -
(no. of cases)
Polio 29,709 265 660

Source: Ministry of Health & Family Welfare




MEDICINES

Doctor’s Fees 9%
Medicines 15%*
Diagnostic Investigations & Pathological Tests 24%
Hospitalization 17%
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

Central Government

0 >
X 6% State Government

13%

4

» Local Government

2%

A 4
External Aid
2%
Source: National Health Accounts — 2001-02, MoHFW, Gol

> Firms 5%

—>

Households
72%



ACCESS OF MEDICINES TO ALL
PROVES TO BE A CHALLENGE

 This 350 mn.

to essential medicines people are largely
clustered around
urban centres

All countries _30 Where health care

Percentage of WHO regions lacking access

China [ s facilities exist
West Pacific [ 114
India | 65
South-East Asian | 26
European :l 14
East Mediterranean | 29
American 122
African |47
0 10 20 30 40 50 B0 70

Source: Network,
November 2004




ACCESS TO INNOVATIVE MEDICINES

350 Mn.
access to
medicines

150 Mn. — Formal

200 Mn. — Largely
above Poverty line

650 Mn.
(no access to
medicines)

350 Mn.

Below Poverty line

_

Pharma Industry
role is restricted
to this sector

Need of these
patients are
primarily for
essential medicines

Formal Sector: Those employed with the Public or Private Sector



HIGH TRANSACTION COSTS INFLATE
THE FINAL PRICE

2/(.18 160.23
1 1111
100 15.18 6.16 —
Factory *Excise duty VAT Distributor  Retailer Final
price @1648% @4 % Margin Margin Consumer
excluding  (includes @ 10 % @ 20 % Price

excise Education
Cess)



PRICE CONTROL TREND

In the past 30 years, successive Governments have
reduced the span of price control on medicines

DPCO No. of Drugs under Percentage of
Year Price Control Controlled Market
1970 All 100

1979 347 90

1987 143 70

1995 74 20

2002 30 drugs proposed Under review

Source: ORG-IMS




IDEAL IPR POLICY FOR INDIA
. ‘




INDIAN INDUSTRY-R&D SPEND
R & D Spend: How Top Sectors Fare

60 -

51% 51%
50 -
4 -

0 @ 2006
30 - @ 2005
20 -

11% 11%
10 - 0 0
S 4 4% % 3%
0 =
Pharma Automotive Oil/Refining IT Software Elec. Engineering
Equipment

Source: Capitaline Plus

Pharma Spends More Than All Industries Put Together




INDIAN PHARMACEUTICAL INDUSTRY
R & D Spend - Pharmaceuticals

600 -

522

500 A

400 -

$Mn

300 A

200 A

1995 2000 2005 2006
Year

@ Constant $ (1 = INR 40) Almost 10% of 2006 Trade Sales
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 | 28,882
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, Gol




INDIAN PATENT LAW
AREAS OF CONCERN

Definition of Patentability

Data Protection

Scope of Compulsory Licensing
Pre-Grant Opposition

Enforcement of Patent Act



PATENTABILITY

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

** Section 3(d) of the Patent Act —
“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.”



EXCEPTIONS TO PATENTABILITY

Recommendation:

* Explanation to Section 3 (d): “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 regard to efficacy Utility/
Benefits / Usefulness.”

< Amend 3 (d) to remove additional hurdles for Patentability
for Pharma inventions and second use patents.

* In the meanwhile, provide guidelines for interpretation
and scope of the term “Efficacy” in the Manual.




EVERGREENING...A MISCONCEPTION

>
Date of filing Date of expiry {
of patent for of patent for Date of expiry of
invention 1 Date of filing of Invention 1 patent for
patent for iImprovement

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 LICENSES

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

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



COMPULSORY LICENSES -
RECOMMENDATIONS

“ Restrict issuance of CL to National Emergency,
Extreme Urgency, and Public Non-commercial Use.

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

“* Provide 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
Declaration on the TRIPS Agreement and Public
Health at Doha.

)
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PRE-GRANT OPPOSITION BY
REPRESENTATION

Objectives:

1. To ensure genuine pre-grant opposition
2. To eliminate opposition in seriatim
The need:

1. 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 OPPOSITION BY
REPRESENTATION

J

v+ Recommendations:

1. Pre-grant opposition must be filed within 6 months
of publication

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

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



The Economic Times
May 29, 2008
Cipla to oppose
60 drug patents
of global cos

Files Pre-Grant Opposition For 50 Drugs

NEW BELHI

DRUG major Cipla. which has been ar the Iorefrong of Hehicing dooag
patents in the domestic market, haxs Aled pre-grant oppositions for over 50
drugs in varous patentolfices indndis. Ifthe pre-grant opposinons arde suc-
m‘}fﬂ it will pravie thie way Torintroduction of cheap drogs T thie couriry,

Cipla head of RED Gopalakrishnan told BT, “The company plans e chal-
lenge vier 60 drnog patents of global
T i|“" cardiologgy, oncology, anti- %
Fsasctesrial :||‘|_d peyvohiat e seprment, Wie 4 [ .
hinw: Tilead pn:—_—glrnul appllniliitm:c for ':lll'a "ms .'1
about 0% of them.” He, however Zre g - i
deéclined 1o share the details of the mm pluas |
patent challenges. Although the asact e o e aatrafib A
nurmber of drmg patent appdications ' ! i
are ol knossw s acoording todndostry
esimares, there arne - about 10,000
pareny applications n India. Global
commpanics have been ouick o file
patei apphoations fora brge numibyer i) ; .
of dirugs sinee Indian became TRIFPS it L= for num-
compliant in 1293, Dnag MMNCs such s a became
as MMorcks Gilead, Movars, Phzes Alb- 3 i e
bt and Arnigeny, amorng othe s havie TRIPS-compliant in 1995,
besen filing applications v Indlia. 3 —=

The Mumbai-based company is
also fighving tvweo Dgliaing COLITE s
s against Roche antl-cancer dmg
Tarcesa and Gilead s armul-HIV druag -

Vircacd. India-based patent lawyers
and healthoare groups say that rmost
of these applications do oot moerita
Patent in India. “Aboul GO9 -7 0%
of these patent claim are for new
e ol of Drealniie g oo Dee vy L
of a known drug ssyhich cannot
prapied patcnt in India, unless thoere
is significant new thereupatic Bena s
fit, © says Mumbai-based patentat-
torney Gopa Mair, : ;
1n omcology alone, global ocomnpanies have filed over <00 claims [or patent
protection. Other drog tmaajors ave learme oo hasve fled several oppositions, Orli-
er Indian company bave also challenged patenisol global MNCs. Ahoedalbacd -
Based Torrent Pharmaceuthcals (5 learmt o have fled aboutl 4% oppositions. Be-
sicles Indian genenc drogmakers, a hose of healthcare groups and MNOoOs arc also
aggressively challenging exclusivity aticmpis of discoveny Compynices,




REGULATORY DATA PROTECTION

TRIPS Article 39.3

/

< "Members, when requiring, as a condition of
approving 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
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 steps
are taken to ensure that the data is protected against
unfair commercial use."



Financial Express

November 19, 2007
CTipla®s i—pill
hasmyt conmne

thrrocwush
safety trxrials

Afdoic Shharmma
MNewwr Delhi, Now 18

Top drius maker Cipla hhas
said it hasn’t carried out safersy
trials of its maewwlsy Iainanzwoched
ermerZencCy CoOomtraceptive i—pill
Pbefore mariketins it izan Toadi=.

W Ihrerar asked, Cipla’™s mmved-
ical services director Jaideep
oo tay s=aicl thhe cormpany haad
Ot urncdertailcen safety irials i
rhe cowumntrvwv “WVWe had proswided
thhe safervdata of a sitTmilardruas
marketrtedin FEurope.””

IDaruase Controller General of
Toacdiz=a I WVenkateswarlia saadc,
““ T e cormpany imust have done
climyical trials but I do ot hqhavwve
the details. " When imdforzaed
thhat thhere vwere nmo safetyw trials
o Indianwvwormen ., hhesaid, T hhe
DG can appProwe a dr s wwith—
ot safervrdata onlocal popuala-—
o if there are safers daca
available for similar druass iz
othercouantriaes . ™

“rSecthorn 122 of chhe Drauass
and Cosinetics Rulessaws, ifthe
armountofacthiveingredientin s
fFiwed -dose cormbinatiory o
cleared medicinmnes is alter=d, it
Ihas to be deermed a meww drias.
So, saferyv trials mneed to be domne
befors= rmarketing 77 CMWI Coualai
editor, NMionthily Inndex of 'vied -
ical Specialities., told FE.




REGULATORY DATA PROTECTION

*» The key issue: Need for strong provisions for protection
of undisclosed information against “unfair commercial
use”

Recommendations:
+* No need for new law

*» Safety 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:
‘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’




REGULATORY DATA PROTECTION

Recommendations:

“* Recognise RDP and as an outstanding obligation
of TRIPS Article 39.3

“* Recognize that the provision includes two obligations —
protection against disclosure and protection against unfair
commercial use.

“» Amend Rules 122 A & B, Rule 122 E and Schedule Y
(Appendix | 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 PROTECTION

Recommendations:

“ Ensure a minimum five-year exclusivity period for new
drug products (beginning from the date of market approval
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

20 Years Scenario 1
>
5 Years
P>

Date of filing Date of expiry of.

of patent for Dateot patept for Invgntlon 1
invention 1 mandatory and m_troductlon of

Data Protection generics

Date of expiry of
mandatory Data
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 period.



MANDATORY DATA PROTECTION IS
‘EVERGREENING'...A MISCONCEPTION

Scenario 2

20 Years

5 Years =

Date of expiry of
patent for Invention

1 and introduction of
generics

Date of filing
of patent for
invention 1

Date of* Date of expiry of
mandatory mandatory Data
Data Protection  Protection for
for Innovations 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 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 Court or a High
Court.

** Whenever a defendant counter-claims for
revocation of the patent, the suit along with the
counterclaims is 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:

v" Plaintiff shows a prima facie case

v 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
Infringements.

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



SHORTCOMINGS OF THE SYSTEM

“* No criminal remedy available for infringement of
patents

% Often leads to insufficient remedy In the
iInfringement suits

“ Lack of criminal remedies fall to deter potential
Infringers



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
applications



PATENT ROW

Mint
March 20, 2008

Cipla gets HC breather to sell
copycat version of Roche drug

Ruling says irreparable
damages would accrue
to patients if a cheaper
version of the lung
cancer drug was denied

By Buusn SnnivasTava
Irbirrian, s dliserei e crum

(SR Rr ]

Irl 1 judgpoieny cheered by
public healih sdvocanes, the
Theiin hikgh oo refused (o
rosirakn indian drog maker Tl
I Led [rom selling cheaper cop-
los of p potested lung cancer
drijs. guashing & pled from s

palder, Swiss drog mak

The ruling staced that Irrepue-
rafle damages would sccrome (o
ther patienms swiio swill Bave thebt
fives oun xbart il o cheaper v
alor af the drdg was dended (o
them, The Telgation was Belng
Wt s W Pl case on haow
strletly the Inddian courts will
read the patnl law i righes
granied undder IC versus thae wid
o7 pulbitie lealth conceins inon
stiuation whan -a ptent had wl-
rieadly bveoth granted

Ax part of the verdict, deliv
eiel oy Wednesday by jostice
Havinder HBhair, Cipla has brirn
allowed io maowfectuse  and
¢l coples of the drug. erio
timily, sodd as Tarcewa by ihe
Swiss company in Indin :'.||'|m
has also boen instracted by the
cotrrd i mukndnin “falthfol we-
counts® of samingy from the
drog incaie thers & adverse
miling Inter and damages heesd
ta be paid.

Clpka's chairman Yl Ha-
mehd wmid 8 was "a boon for
cancer potients o [ndis who
need allordnble drugs®

step A file phodo of Cipla s Boarkuoedad plast. The fTrm by been instreted §

the Delhi high firt

e mvsinbindn ol arceintn ' ol varrings foun e Ly raseee dirieg dn onse Blieer s en oedierse ruling befer

Hailing the mallng as “excel
leni mews™, Cancer MPatiest &bd
Associntlon president YK, 5o
i waked " the liktban: Gpproadch,
ihie Incy that harnn 1o peanaes
was recognized i the ruling, s
mowelcand poae,”

Hoche gol o opatent for erda
vhrekly by Febroary 2007 and, i
wr that yeakr, Lo g 1higt o
wrnt; Cipda pnnowunced that i
wis geling o sell the dnig wdie
the label Exlccip al Bsl.600 e
valslet, or omwe-third of Hoche's
e, Hoche then soed Cipla
for allegedly infringing an s
paneni.

Clpla’s miowe, s s Dekigg
risky hy =ome, h il e e ar
pament thet Roche's patent was
twvalid a5 the drug wis @
twizked version ol anofde
drug and that i prices wierne
waut ol reach for most Indian pa
thenis, Roche wos contesiing i

ad “piain and stmple. indemn
" oese, as e counsol Al
hiskeh Singhvt s darimg the
hearings il wantend lis righis
o b proaected as patr the po
tent law, While the injunction
tis been donied, the hoearlgg
on the revocaion ol paben—
filed for by Chple=swall goes .

falrish Telang, managing ol
vicior of Rovhe's Iedlan i,
Rochve Scientific Co. (India) Py,
Lid, expeessed disappoinimem
at the ruling. "liis a i!nu|r|l-;|||1-
mment bevayce we have o patend
and patent shald Be resgmect
ed. That has nit come by with
el el of the injidbctionm,”
hve wabid, while declining 1o say |
Hoche will appyral

Aceatding 1o a repart by the
Inctiin Councll of Medical Re-
senrch, ot least SHL000 men and
THMD women  are dingnosged
ench year In Indis with cancer

ul the lungs and brivmchinis. %3
pru estmates theat ol any poin
il timee, there would be more
than VHLUOG padienbs with hing
chfveE L hsddln

Another expern dealing close
I with the HRoche HHzgatico
wligs dlldd pant wenni o be idend-
fled, siid: "What was the wse ol
amending the Patent Act in
2805 i the patent & oo to be
respecied? A benchmork for
pricing 1% nol Hxed by the pa-
renit office when o puitent i gl
e, aowihy ix that o volid groen:d
now ™ Maoteover. addeid the -
prert, this was an infdngement
bovmnikl and not 8 Wit petiton
where lssios of public interes
are consldersd tharmughly.

>5" stamd on patent s =R




Corporate Bureau
Mumbai, Mar 19

Enwhatmuldheasetbackm
ﬁr:al

b e ion [0,
m
cer drug erlotinib. Cipla sells a
generic versionof the lung cancer
drug at one-third the price of
Roche'spatented drug.
Delivering the verdict, Justice S
Ravindra Bhatt directed Cipla to
keep an account of sales for decid-
ing damages if Roche wins the
case. Noticing the price differ-
ences, Justice Bhatt said Indian
cancer patients would be affected

Financial Express
March 20, 2008

C: Cipla ca.nlsell Roche drug genenc

if the generic drug is withdrawn
from the market. Treatment with
Roche’s Tarceva reportedly costs
over Rs 1 lakh a month. The

YK Hamied, chairman of Cipla,
termed the verdict as a victory
for cancer patients in India. “We
 supply the drugs at the cheapest

once-a-day tablet costs about 'rate. We continue to challenge
Rs 4,800, while Cipla's copycat trivial patent applications on life-

versioncostsRs1,600.

savingdrugs.”

(CPAA), told FE, “The judiciary

‘has acted in the nght way. They

mppmedﬂmhumanheings right
tolive.”




Business Standard
March 20, 2008

Roche given four weeks to reply to counter-claim
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THE WAY FORWARD

To ensure adequate Patent Protection in India we
have:

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’ to
niosimilar and generic versions of products
patented In India during their patent life.

f 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
safety.




STRENGTHENING REGULATORY
PROCESS

* |If a patent is granted in India for a particular
drug and Iif the marketing approval for
biosimilar or generic versions of a patented
drug has already been issued before grant of
patent in India, then such marketing approval
of the generic / biosimilar should be revoked
Immediately on intimation of grant of patent
by patent holder / licensee / marketing
authorization holder to DCGI.



Financial Express
March 20, 2008




IPR AND INVESTMENT

Protection of IPR a Must for Investment

16,000 - Saag | UEELTED 15.200
Rs Mn

14,000 1 [ 1975-80| 3,050
12,000 1 [ 1980-85| 1,200
10,000 1 | 1985-90| 2,000
8000 1 | 1990-95( 5,300
6,000 41 [ 1995-00] 15,200

4,000 ~
2,000 A

3,050

1,200

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



WILL PATENT LAWS FUEL PRICE INCREASES?

> Post 2005 onl Empirical evidence suggests
2.3% of the g 15.7% ~15% of new patented drugs

Indian pharma | 83%w | -~ ae NMEs with significant

market | consists therapeutic advantage.

of drugs that
have no
therapeutic
equivalent. . Therapeutic

> 97.7% of the Equivalents will exist.

market will be 76%
generic or the
products will
have therapeutic

areas. _/

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: Luand Comanor (1998), OPPI, FDA, BCG Analysis



THE WAY AHEAD..
ENSURING ACCESS IN CONTROL
FREE PRICING REGIME...

> Free Market Price

350 Mn.

access to 2-pronged
medicines Approach —

Negotiated prices for
Government procurement

650 Mn.
(no access to

medicines) . Industry to support

Government efforts to
provide Access




PROMOTE HEALTH INSURANCE

*¢* Hasten reforms to attract players

*¢* Mandatory insurance in organised sector

*s* Health insurance for farmers, labourers



PHARMACEUTICAL I.P. INDEX
TO BENCHMARK INDIA

Based on 5 Criteria

1. Term of Exclusivity
Scope of Exclusivity
Strength of Exclusivity

Barriers to full I.P. Exploitation

KM e 1

Enforcement

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



PHARMACEUTICAL I.P. INDEX

Country |.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 1.80

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



