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‘A pessimist sees the difficulty
IN every opportunity;
an optimist sees the opportunity

In every difficulty.”

-Sir Winston Churchill
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Economic Scenario of India
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aPECIAL REFORT: 60 YEARS OF INDEFENDENUE

Chatl Indla
Ahead

It faces challenges the size

of an elephant, but the
world’s largest democracy 15
living up tnrﬁw dreams of 1947
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Selective Economic Indicators

Real GDP

GDP Growth

ForeEx Reserv.

FDI

Inflation

I

1990-91 2007-08
USS$ 48 billion US$ 1174 billion
5.3% 8.7%
US$ 1 billion US$ 290 billion
US$ 0.36 billion US$ 15.7 billion
10.3% 9.5%**




Pharmaceutical Industry &

Healthcare Scenario




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




Indian Pharmaceutical Industry:

2007-2008

* 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 & 14%" 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 Retall Chains
- Shifting Disease Patterns

- Increase Iin Healthcare Spend
(from present 7% to 13% of average household

Income)
- The New IPR Regime




India I1s Projected to be the

10t Largest Market by 2015

Top 14 pharmaceuticals markets, 2005 Top 14 pharmaceuticals markets, 2015
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Source: IMS World Review; analyst projections; McKinsey India Pharmaceutical Demand Model




Healthcare Policy of India

— has 1t delivered?




Policy Framework Supporting

Pharmaceutical Industry

Policy-sets that influence the
Pharmaceutical Industry

A\ 4 A\ 4 A\ 4

Healthcare Policy Industrial Policy Health Safety Policy
J k J- Promoting SMEs k * Ensuring Quality in k
» Access to medicines » Strengthening R&D manufacturing
» Cost-effective medication » Protection of IPR « Efficacious treatments
* Regulating the physician » Sustaining Industry-  Innovations in drug
and consumer behaviour Institution Linkages delivery
» Generic promotion/ » Supporting technology » Safety in medicines
substitution transfer and capacity

/ \ development / \ /
\ Source: EXIM Research /




India’s Healthcare Context is Unique

Countries Govt. Out of Insurance Others

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%
Germany 75.1% 11% 13.9%
Canada 72% 17% 11%
UK 81% 3% 16%
Spain 2% 20.5% 7.5%
Italy 73.7% 26.3%

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




Sources of Financing

Healthcare Services in India

Proportion of Health Expenditure by Financing Source

Central Government Local Government

»
»

, 6% State Government
13%

2%

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

> Firms 5%

—>

Households
72%




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




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

- /




N

Current Price Regulation

Nature of Price Regulation

Percentage of Controlled

Market
Cost based Price Control 20
Price Monitoring with 80
annual price increase
ceiling of 10%
Total 100

Source: ORG-IMS/NPPA




Pharmaceutical Prices in Selected Countries

Drugs, Dosage Pack Prices Pricesin Pricesin Prices Prices
Form and Strength in India Pakistan Indonesia in USA in UK
(INR) (INR) (INR) (INR) (INR)

|. ANTI-INFECTIVES

1.

Ciprofloxacin—HCL  10’s 29.00 423.86 393.00 2352.35 1185.70
500 mg tabs

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

Ofloxacin 10’s 40.00 249.30 204.34 1973.79 818.30
200 mg tabs

Cefpodoxime 6’'s 114.00 357.32 264.00 1576.58 773.21
Proxetil
200 mg tabs




1.

1.

Pharmaceutical Prices in Selected Countries

contd...

Drugs, Dosage Pack
Form and Strength

NSAIDs

Diclofenac Sodium 10’s
50 mg. tabs

ANTI-ULCERANTS

Ranitidine 10’s
150 mg. tabs
Omeprazole 10’s
30 mg. caps
Lansoprazole 10’s
30 mg. caps

Prices
in India
(INR)

3.50

6.02

22.50

39.00

Prices in
Pakistan
(INR)

84.71

74.09

578.00

684.90

Prices in
Indonesia
(INR)

59.75

178.35

290.75

226.15

Prices
in USA
(INR)

674.77

863.59

2047.50

1909.64

Prices
in UK
(INR)

60.96

247.16

870.91

708.08




High Transaction Cost

152
100
Factory *Excise duty VAT Distributor  Retailer Final
price @ 8% @ 4% Margin Margin  Consumer
0 .
excluding (plus @ 10 % @ 20 % Price
excise Education

Cess)




Many Children not getting Primary Vaccination

- ||58% O Polio Immunization coverage
India ) 59% (estimate)
. | 0O Measles Immunization coverage
0
Bangladesh | 88%
| 81%
China | 94%
 93%
i 99%
Brazil .
| 97%
Japan s
Germany || 2o
94%
| 92%
UISI I 93%
Source: World Health Organisation /




HIV Patients: Access to ART

30

24.70 100%

25 +

20 +

Lakhs

15 +

10 +

5.9%

abejuadiad

T
D
o

No. of Patients in India No. of Patients registered at ART Clinics

\Source: NACO, INDIA

T

No. of Patients actually taking ART therapy

120

+ 100

1 40

+ 20

/




Access to Modern Medicine — A Challenge

Percentage of WHO regions lacking access e This 350 mn.

people are

largely
s I
All countries 30 Clustered

to essential medicines

china [ s around urban
West Pacific [ 114
. - centres where
South-East Asian | 26 health care
Furopean [T 14 facilities exist
East Mediterranean | 29
American |22
African |47
0 10 20 30 40 50 60 70

Source: Network,
November 2004




7000 90

$6096
. + 80
6000 - \0
1 70
5000 -+
1 60

4000 +
-+ 50
/ $3171 \
3000 + + 40

{4
/ $2293
* - 30

2000 +
/ $1520
/0 + 20
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1000 +

-+ 10
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India Pakistan Bangladresh China Brazil Japan Germany u.S

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

\anrr‘p' \World Health OrganiQatinn /




Shortage of Doctors and Nurses in India

India E

Pakistan
Bangladesh
China
Brazil
Japan

Germany

Us. -—
|

!

-

0.60
0.80

0.74
0.31

0.26
0.14

1.06
1.05

1.15
3.84

1.98

| 7.79

3.37

|9.72

| 9.37

B Doctors per 1000 people
B Nurses per 1000 people

Source: World Health Organisation

/




Life Expectancy in India

I 64 years
India | | 64y
62 years
Pakistan || 6621y§:;?8
Bangladesh | 63 years
| 62 years
China | 74 years
71 years
Brazil | | 75 years
68 years
| 86 years
Japan | 79years
| 82 years
Germany —
| 80 years
US 75 years

\ Saource: \World Heal

th OrganiQntinn

0Women
[1Men




Access to Innovative Medicines

350 Mn. access
to medicines

150 Mn. — Formal sector

650 Mn.
(no access to
medicines)

200 Mn. — Largely
above Poverty line

300 Mn.

Above Poverty line

350 Mn.

Below Poverty line

_

Pharma Industry
role Is restricted
to this sector

Need is Public-
Private Partnership
(PPP)

Formal Sector: Those employed with the Public or Private Sector




IPR Scenario Iin India &

Indian Patents Act 2005




4 )
ldeal IPR Policy for India

SCIENCE &
TECHNOLOGY
AND
R&D

NATIONAL
INTEREST

T INTELLECTUAL

PROPERTY
RIGHTS

AVAILABILITY
&
MEDICINE
PRICES

HEALTHCARE

NEEDS




Patents in India — Historical Perspective

Indian Indian First Second Patents
Patents and Parliament Amendment to Amendment Ordinance
Design Act enacted the  the Patents Act to the passed on
Patents Act Patents Act December
26, 2004
Product Process EMR and Patent term In technical
Patents Patents Mailbox extended to 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 -
4 -

0 @ 2006
30 - o505 26% @ 2005
20 -

11% 11%
10 - 0 0
b M 4 % 3%
0 . I I s O s s
Pharma Automotive Oil/Refining IT Software Elec. Engineering
Equipment
Source: Capitaline Plus

Pharma Spends More Than All Industries Put Together

- /




Rs. Crores

Trends in R&D Expenditure in Indian

Pharmaceutical Industry (1976-77 to 2004-05)

1400

1200 -

1000 -

800 -

600 -

400 -

10.5 1,14.75 29.340 48 50

220260
125 140 160 185

320

400

550

660

11801220

1976- 1978- 1979- 1981- 1983- 1985- 1986- 1993- 1994- 1995- 1996- 1997- 1998- 1999- 2000- 2001- 2002- 2003- 2004-

77 79 80 82 84 86 87

94 95 96 97 98

Years

99

\Source: Organisation of Pharmaceutical Producers of India
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R&D Status of Indian
Pharmaceutical Industry

\Source: Indian Pharmaceutical Industry, ICRA, 2004 /




Research & Development Process In

Pharmaceutical Industry

Drug Discovery Stage
5000-10000 compounds

| |

Pre-clinical Stage
250 compounds

]

Clinical Trials
5 compounds

1 ]

One Approved
Drug

15 Years

KSource: PhRMA




Relative Specialization Index (RSI)

» Relative Specialization Index (RSI)
compares the number of patents
originating from a given country in a
specific technology to the total number
of patents In all areas.




Relative Specialization Index (RSI)

- Pharmaceuticals (2001-2005)

I o
N Denmark
I United Kingdom
I United States
B Australia
I China
Others 1D
Germany ]
Japan NN
Republic
of Korea q
-1.5 -1 -0.5 0 0.5 1 1.5
- Wo 1 — A 008, WQ 1 O 1 1




Patents Filing Trends at the IPO

(from 1995-96 to 2007-08%*)

40000
35000 /
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=== NO. of Patents Filed == Q. of Patents Examined == NO. of Patents Granted

Kmm-ng* provisional figures Saurce: IPO




Domain-wise Breakdown of

Patent Applications Filed at the IPO (2005-06)

General
Chemical

Biotech

Mechnical \ /

Electrical

Drug

Computer/Electronic

\ Source: 2005-06 Annual Report, IPO /




Growth of Patent Applications Filling in

Different Domains (from 2004-05 to 2005-06)

7000

6000

5000
4000

3000

2000
1000

2004-05 [l 2005-06

Source: 2005-06 Annual Report, IPO




Trend of Patent Applications Granted by Domestic
Applicants & Foreign Applicants at the IPO

No. of Patents
o oo
o O
o O
O O

2,000
e . — — oty

I I I I I 1

F & K H P S PP F PSS
ear F S F P F O FFEE
N N S N N S S S S S SN

= [Ooreign Applicants === Domestic Applicants

Source: IPO /

\ 2007-08* prn\/ieinnnl figl res




Patent Applications 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

- /




Key Issues




Indian Patent Law

- Areas of Concern

< Definition of Patentabllity

< Data Protection

*» Scope of Compulsory Licensing
** Pre-Grant Opposition

» Enforcement of Patent Act




~

e
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.”




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

iImprovement

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.

N




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

'éipla’s i—pill
hasmwt cone
throush
safety trials

Aol Skharma
,"\““?,w Deirlj\i, MNMow 183

Top druas maker Cipla has
said it hasmn’t carried out safetry
trials of its mewly lauanched
ermergency CcoOontraceptive i—-pill
brefore markettns it izn Inandi=a.

Wvhen asked, Cipla’®s mwed-
ical services director Jaideep
(Gogtay saicl thhe company had
ot urndertalken safety irials i
rhe countryv ““We had provided
the safervdata of a siTnmilardrus
marketrted in Europe.™

Druas Controller General of
Indcdiza W WVenkateswarliuna sadid,
“Thee company must have done
climrical trials but I do ot have
thhe details.”™ When inmdforznmxed
thhat thhere were mno safety trials
onIndianwomen., hesaid., “The
DOGIL can approve a diwug with -
ot saferv data on local popula-
tiomn if there are safety data
available for sirmilar druass in
orhercountries.”™

“Secthon 122 of thhe DDauass
and  Cosinetics Rulessasws, ifthe
amountofactiveingredientins
fFfixed-dose combination o
cleared medicines is altered | it
hras to be deemed a mew dras.
So, safervtrials need to be done
before markerings 77 CMW Gulacs
edivtor, MMionthly Index 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’




4 )

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).




Regulatory Data Protection — Is

‘Evergreening’ ... A Misconception

20 Years Scenario 1
P>
5 Years
P>
Date of filing Date of expiry of
of patent for Tele o patept for Invgntion 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.

- /




Regulatory Data Protection — Is

‘Evergreening’ ... A Misconception

20 Years Scenario 2
>
S Years
>
N Date of expiry of ‘

Date of filing patent for Invention
of patent for 1 and introduction of
invention 1 generics

Date of Date of expiry of

mandatory mandatory Data

Data Protection Protecti.on 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

KOf the Innovator for a specified period. /




Pre-Grant Opposition by Representation

< ODbjectives:
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’.




Recommendations:

1.

2.

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

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

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




The Economic Times

Cipla to oppose
60 drug patents
of global cos

Files Pre-Grant Opposition For 50 Drugs

Khomba Singh
REW DELHI

DRLUICG major Cipla. swhich has been ar the Iorefrono of Hehicing dooag
patents inthe domestic market, has fAled pre-grant oppositions foc over 50
drugs in varous patentolfices indndis. Ifthe pre-grant opposinons arde suc-
cessiull irswill prasvie the way Torin schuctionof cheap drogs i thie courinry.

Cipla head of RED Gopalakrishinan told BT, “The coingpany plans o clial-
T Oovier &0 dinog patents of global
g in cardiology, onoologny. anti-
Bacterial arcl peayct i e T, VWie
B Tilled pore-grarm. applications Ton cl“la 'Ilus
abut 20%: of them.” He, howwesver

déclinned 1o share the dotails of the nalﬂ“l nlﬂas

patent challenees. Althrough the esact

nurmler of dr praterit appdications n_mt dﬂ'ﬂ: maker
are nol knosynn, acoording to dncdosry Cipla has filed pre-grant

estimanes, thene are abonat 10,000 oppositions for over
Lrnchial. bl 50

companices have | 1oouiick s Fle d""ﬂ-ﬁ" G‘Dbaldﬂmﬁﬂﬂlﬁ
patent applications fora Large numles had filed patent
of difugs sinoe India beocane TRIPS applications for num-
cormipliiant it 1995, Droag MNCs such i :
as Morck, Gilead, Novars, Phzon Alb- ?;T:; e !'?'d]a _hecame
botand Aangen, ameong othe s Fuoawve ~compliant in 1995,
been filing applications i I - - g g e —
he Mumbail-bas -

also Tigheings twvweo Dghaing oo
es against Roche antl-cancoer drog
Tarcesa and Gilead = antl-HIV drug
Vircad. India-based patent lawvwyors
arnd healthoare groaps say that st
of these applications do oot merita
pratent in Endia. TADour 0% -7 0%
of these pab=at ol 1 are for new
et bhiod of Treatmment or meww LR L Ly
ol a known drug swhich cannat be
pranisd paic ( i vinalemses s
s sk ke ¥ cupatic benos
fit. ~ say= Mumbai-based patent at-
tosrneys Ceiopa Bair - :

1n omcology alone, global ocomnpanies have filed over <00 claims [or patent
protection., Other drog toajors are | = fledd sevaral oppositions, Orl-
e Indian company have also cha e patenisof global RUSCs., Ahrmedalacd -
Baged Torrent Pharmaceuticals (s leamt o have filed about 4% oppositions. Bae-
sicles Indiuny generic drngmakers, a liose of healthcare o ancl MO Os arc also
aggressivaely challenging exclusivity attcmipis u[;:i:.a:uw‘ ¥ ‘-'l“"-l-"'l"'i‘-'-“'-

o .
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Compulsory 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 supports
Innovation Is more important than ever.

~




Enforcement Measures Avallable

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 Avallable

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
Infringement suits

< Lack of criminal remedies fall to deter
potential infringers
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PATENT ROW

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 Bunsia SnmivasTava
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€: Cipla can sell Roche drug generic

Corporate Bureau
Mumbai, Mar 19

In what could be a setbac]-: to
multinational  pharmaceutical
companies, the Delhi High Court
has allowed Indian firm Cipla to
manufacture and sell a copycat
version of the patented drug,
Tarceva, inIndia. The patent hold-
er, Swiss pharmamajor Hoffmann
La Roche, had earlier filed for a
temporary injunction to block
Ciplafromlaunchingtheaniti-can-
cer drug erlotinib. Cipla sells a
generic versionof the lung cancer
drug at one-third the prce of
Roche'spatenteddrug.

Delivering the verdict, JusticeS
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

BREAKING THE SEAL

» Cipla can produce and sell
copycatversion of Roche's
patented drug, Tarceva

» The once-a-day Tarceva
costs Rs 4,800 while Cipla's
version costs Rs 1,600

» HC said cancer patients would
be affected if generic drug is
- withdrawn

) Cipla hastokeep a:muntuf

sales till the case is finally
settled issue and listing

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

once-a-day tablet costs about '

Rs 4,800, while Cipla's copycat
versioncostsRs1,600.

YK Hamied, chairman of Cipla,
termed the verdict as a victory
for cancer patients in India. “We
supply the drugs at the cheapest
rate. We continue to challenge
trivial patent applications on life-
savingdrugs.”

In January this year, Roche filed
a patent infringement suit against
Cipla in the high cour, following
Cipla'slaunchofthe ger ersion
of Tarceva. Roche, has been
granted a product for
va, canenjoya 20-year monopolvif
itwinsthe patentoppositions.

Meanwhile, the Hyderbad-
based Natco Pharma has applied
tothe Delhi patentoffice seeking a
compulsory licence on Tarceva to

m:he 4L ;‘gegn‘t

exgu While thepatient sassociations
welcomed the HC verdict, YK
Sapru, founder-chairman of the
Cancer Patients’ Aid Association
(CPAA), told FE, “The judiciary
has acted in the right way. They
supported thehumanbeings'right
tolive.”

Thereareabout30,000-40,000
lung cancer patients in India who
cannot afford high-priced cancer
drugs, Sapruadded.
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lows Cipl

to

market disputed drug

Roche given four weeks to reply to counter-claim
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Roche files two
petitions against
Clpla copycat drug

JOi; ~ MATHEW
New Delhi, 26 September

he Indian arm of Swiss diug

maker F Hoffman-La Roche
Scientific has filed two separate
petitions againsrt Cipla in the
Bombay High Court alleging
patent and trademark in-
fringements over its anti-in-
fection drug "Valcyte'.

The first petition alleges that
Cipla Ltd, India’s second largesi
pharmaceutical company, vio-
lated Roche's patent by launch-
ing a generic version of Valcyte.
The second petition says Cipla
violated the Swiss drug mak-
er's trademark by launching the
product in a phm’mru ally sim-
ilar name, '"Valcept”.

A generic is a drug that is
chemically equivalent toan in-

THE PEITI'IONS ALLEGE
THAT CIPLA VIOLATED
ROCHE'S PATENT by
launching a generic
wersion of Valoyte and also
with a phonetically similar

novators medicine and the drug
i€ not protected by patent.

According to legal sources
tracking the development, the
trademark infringement suit
was filed last week and the case
against alleged patent right
violations early this week.

Roche officials confirmed
the development but declined
to provide more details, When
contacted, Amar Lulla, joint
managing director of Cipla, re-
fused to comment.

This is the second product
in which Roche and Cipla are
locked in a legal battle on patent
issues. The Delhi High Court is
expected to give iits verdict on
the first case — invelving
Roche’s cancer medicine Tarce-
va — in two months.

Continued on Page 2
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Roche sues Cipla over
Valcyte patent breach

Second Instance Of Swiss Co Dragging Cipla To Court

Khomba Singh
NEW DELH]

SWISS major Roche has moved the Bombay

High Court (HC) against do-
mestic major Cipla for al-
legedly infringing both the
patent and trademark of its
patented drug Valeytein In-
dia. Cipla had recently
launched the low-cost ver-
sion: of the drug under the
brand name Valcept.

This is the second time
that Roche has taken Cipla
to court. In the earlier in-
stance, Roche had contest-
ed the launchof a generic
version of its lung cancer
drug Tarceva. That case is
pending in the Delhi
High Court.

When contacted, Cipla
joint MD Amar Lulla said, I
don’t have the details but
Roche hasfiled a patentand
trademark case against the
company.” Roche India MD
Girish Telang said he could
not comment over phone.
Valgandicloviris used to pre-
vent eye infections in peo-
ple who have less immune
power, such as people living
with HIV and AIDS,

Industry sources said that Cipla has beenem-
boldened as the Delhi HC had refused to give in-

junction in the

pending Tarceya case. “Besides

the patent infringement, Cipla’s drug name is

phonetically similar to Roche’s patent protected

drug,” the source addeéd.

Industry  sources say
— Cipla’s drug Valceptis priced
at Rs 245 per tablet, com-
pared to Roche’s maximum
retail price for Valcyte at
over Rs 1,000, Cipla had
filed its generic version of
Tarceva at about one-third
the price of Roche’s patent-
ed drug. The Delhi HC had

refused 10 grant injunction

BITTER PIL

* Roche alleges violation of

patent and trademark of its

patented drug Valcyte

Cipla had recently launched
low-cost version of the drug
under brand name Valcept
Valgancidovir is used to
prevent eye infections in
people who have less
immune power, such as
people living with HIV & AIDS

the section 3(d)

against. Cipla's drug citing
public interest, given the
significant price difference
between the two drugs.
Patent expert Shamnad
Basheer says that Roche re-
ceived the patent for the
drug in June last year from
the Chennai patent office.
However, Indian compa-
nies Ranbaxy, Ciplaand pa-
tient group Delhi Network
of Positive People (DNP+)
living with AIDS have filed
post-grant opposition
against the drug. They say
that Roche’s drugisan obvi-
ous compound, which can-
not be granted patent under
of the Indian patent law. The de-

cision on the post-grant opposition is still pending;
Mr Bashersaid in his blog.
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How to Address?

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

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

<% Protect iInnovators’ data.

» Ask applicants to generate their own data for
patient safety.
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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.




IPR & Investment

Protection of IPR a MUST for Investment

16,000 - Period Investment 15,200
Rs Mn

1975-80] 3,050
12,000 1 1"1980-85] 1,200
10,000 1 11985-90| 2,000
8,000 1 [1990-95| 5,300
6,000 1 [ 1995-00| 15,200
4.000 - 3,050

2,000 ~

14,000 -

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 only 15 7% Empirical evidence
2.3% of the suggests ~15% of new
Indian pharma 8.3% q) . patented drugs are NMEs
market | consists with significant therapeutic
of drugs that advantage_
have no
therapeutic
equivalent. _ Therapeutic

> 97.7% of the Equivalents will exist.
market will be 76%
generic or the
products will
have therapeutic
areas. I

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

Modern Medicines

< Robust Healthcare Infrastructure.
< Improved Healthcare System and Delivery.

< Introducing a sound Healthcare Financing
Model for all.

<+ Meet unmet need through robust IPR
regime.




The Way Ahead...

Ensuring Access in Control
Free Pricing Regime....

350 Mn. access
to medicines

—* Free Market Price

650 Mn.
(no access to
medicines)

2-pronged Negotiated prices for
Approach Government procurement

. Public Private Partnership

initiatives




Promote Health Insurance

NG

¢ Hasten reforms to attract players.

NG

*%* Mandatory insurance Iin organized sector.

NG

** Health insurance for farmers, labourers.




IP Index




Pharmaceutical I.P. Index to

Benchmark India

Based on 5 Criteria

Term of Exclusivity

Scope of Exclusivity

Strength of Exclusivity
Barriers to full |.P. Exploitation

On sl INE

Enforcement

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




N

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




Intellectual Property Protection Strongly Influences

Pharmaceutical Companies’ Investment Decisions

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

100% Lo
95%-
90% - 88%
86% =
85%-
80% -
75%- . '
Germany Japan U.S.A.

* Chemical and Drug Companies

N

Source: Mansfield, Edwin, Intellectual Property Protection, Direct Investment
and Technology Transfer, International Finance Corporation, 1995




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

when we created them.”

- Albert Einstein







