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INDIAN PHARMACEUTICAL INDUSTRY:
2006-2007

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,
14 Bn. U.S.$

* 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
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IMPACT OF INNOVATION

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

® Conditions that not so long ago were fatal
can now be managed effectively and
safely.

®* Epidemics are now becoming distant
memories.



EXTENDING LIFE

®* New medicines:

- Helping people to lead healthier more productive lives

- Cutting costs In healthcare by replacing expensive
medical procedures

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



EXTENDING LIFE

* The pace of scientific discovery has increased
exponentially.

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

* Inthe last 10 years, over 300 new medicines
became available, and over 1,000 are In
development today.



EXTENDING LIFE

* Since the new HIV/AIDS drugs of the mid-1990s,
the U.S. death rate from AIDS dropped about
70%.

* New drugs account for 50—60% of the increase
In Six-year cancer survival rates since 1975.

e Advances Iin heart disease and stroke medicines
save over 1 million U.S. lives each year.



NEW MEDICINES INCREASE LONGEVITY

- ACCOUNT FOR 40% OF INCREASE IN LIFE EXPECTANCY
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GLOBAL HEALTH IMPROVEMENT IN 20™ CENTURY

% of improvement

45.6% - Life Expectancy at Birth
40°% 41.7% - Infant Mortality Rate
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and... Now

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

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

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

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



INCREMENTAL INNOVATION

® Some people see incremental changes
IN medicines simply as “me-too” drugs.

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



THE EVOLUTIONARY DRUG INNOVATION PROCESS

— Furosemide

Diuretics _ o o
> Acetazolamide— Chlorothiazide ———Hydrochlorothiazide
— Sulfsalazine L, Amloride
. Sulfacetamide
Sulfonamide

Antibiotics [~ Sulfadimidine
— > Sulfamethoxazole + Trimethoprim

— Sulfadoxine + Pyrimethamine

Prontosil — Sulfanilamide — — Sulfadiazine

Uricosurics

»Probenecid

Sulfonylureas | carhytamide . Tolbutamide —, Gubenclamide




WHY DO WE NEED MORE INOVATION?

Prevention Treatment Cure

HIV/Aids

Tuberculosis

Malaria

Childhood Diseases

Respiratory Infections
Cancers

MNeuropsychiatric Disorders
Cardiovascular Diseases

Diabetes

Respiratory Diseases

Medicines exist = R&D to improve their utilicty for patients
I  Medicines exist > R&D to overcome the emerging challenges, e.g. drug resistance

B o Medicines = R&D to bridge the gap

Source: Various WHO & Industry Sources




INNOVATION FOR NEW MEDICINES

* New medicines play a significant role in the life
expectancy gains.

®* Research indicates that new medicines generated

40% of the two-year gain in life expectancy
achieved in 52 countries between 1986 and 2000.
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PRESERVING INCENTIVES FOR INNOVATION

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



ENFORCEMENT MEASURES AVAILABLE
UNDER THE INDIAN LAW

* A patentee should consider the backlog
generally in Indian courts.

* 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
counter-claims is transferred to a High Court for
decision.



ENFORCEMENT MEASURES AVAILABLE
UNDER THE INDIAN LAW:

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

* High Court may allow the patentee to amend
the application in order to preserve the
validity of the patent.

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



ENFORCEMENT MEASURES AVAILABLE
UNDER THE INDIAN LAW:

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

Contempt of court is a criminal offense, while
patent infringement is a civil offense.

n the event of a contempt of court, Indian law
orovides for imprisoning the authorised
person(s) of the defendant.




ENFORCEMENT MEASURES AVAILABLE
UNDER THE INDIAN LAW:

* Itis also possible to obtain a preliminary
Injunction.

* A preliminary injunction is granted if the plaintiff
shows a prlma facie case and also whether the
balance of "convenience" is in the plaintiff's

favor.



ENFORCEMENT MEASURES AVAILABLE

UNDER THE INDIAN LAW:

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

* If a patentee has not worked the invention in India, then
the defendant could seek a compulsory license under

Section 84(1)(c), if the patent has been in force for more
than three years.

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



ENFORCEMENT MEASURES AVAILABLE
UNDER THE INDIAN LAW:

®* A new change In the law allows for damages

from publication of the application, except for
Black Box applications.

® A company, which has made "significant
Investment" and was marketing the product
pefore January 1, 2005, may continue to do so

put must pay a "reasonable royalty" to the
patentee.




SHORTCOMINGS OF THE SYSTEM:

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

promulgation and enforcement of patents
In India.

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



SHORTCOMINGS OF THE SYSTEM:

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

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

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

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



SHORTCOMINGS OF THE SYSTEM:

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

* The cases can take up to ten years for
resolution and payment of damages on patent
Infringements.

* The pendency of patent cases Is likely to
remain a deterrent for enforcement.



SHORTCOMINGS OF THE SYSTEM:

* No criminal remedy available for infringement of
patents, as opposed to that of copyrights etc.

* |Leads to insufficient remedy In the infringement
Sults.

e The lack of criminal remedies fail to deter
potential infringers.

* The patent regime also suffers from certain
serious administrative problems.



SHORTCOMINGS OF THE SYSTEM:

* The speed at which a patent application is granted
still remains largely slow.

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

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

* The inadequacy of the enforcement machinery and
the slow judicial process Is a great problem.
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'PATENT ROW

Cipla gets HC breather to sell
copycat version of Roche drug

version of the lung
cancer drug was denied

By Bunsis SpmivasTava
I s livrmin . coon

i DAL

n & judgement cheered by

public healih sdvocanes, the

Deihi high coort refused o
restrain indinn drog maker Clp-
la Lid from selling cheapesr cop-
fen of o potented lung cancer
drig, gquashing a plea from s
jpatent helder, Swiss doug mak-
vt F. Hoffman La Roche.

The ruling stated that lreepa-
rable damaoges would scome to
the patlisnm who will have their
livess cut short bf o chenper vier-
slsn ol the drog was denled o
them, The Hilgation was belng
=Een as a fesi case on how
=tricily vhe Indian couars will
rémd the patent law and rights
granied dhder IE versus the wid-
o7 public healith concems in a
situsiion when a pakeni had l-
ready been granted,

Az part of the verdict, deliv-
ered on Wednesday by justice
Favinder Bhat, Cipla has been
allowed o manufaciure and
well coples of the dnag, erin-
tnib, sold as Tarcewva by the
Swies company e India :’:I‘pl.
has also heen instrocted by the
court w matntaln “faithiul ac-
counts”™ of camings from the
drug in case there s an adverse
ruling Inter and damages neesd
1 be pald.

Cipla's chaleman Yol Ha-
mebd sold it wis "a boon for
cancer poticils o Dndis wihio
need alfordalle drugs®

Hailing the ruling as “excel-
fent mws™, Cancer Patient Abd
Azsoclatlon president Y. K. Sa-
pru sald “the hurman approach,
the fact that harm w padents
wias recognized o the ruling, is
n welcame move,”

Hoche got o patent for eria-
tireth in February 2007 and, Lot
or that year, ignoring the pa-
tent; Cipla announced ihat i
wiws godng ta el the doog ander
the label Eddecip al Ral 600 g
takhled, or one-third of Roche's
price, Hovhe then swed Cipla
for allegedly infringing on s
patent

Cipla's move, seen os bebng
rizky hy saine, hinged on ihe ar-
ument that Roche's peten was
invalid as ihe drug wos a
tweaked version of an oldec
drug and that s prices were
out of reach for mios Indian pa-
thends. Roche was comiesiing it

-

Cauthous wtep: A file phoda of Cipla s Karkumish plant. The firen bas been instructed by e Defhid Righ oot
P el Lindr Tui”l,l'hi rJrrlelrv'Jlfrrum'nE\.l _rnn.-u the Tediey emmcer !rrrq'll i carad Fliere s i oslierse nl]’iuq burter,

ai “plivkn and simple indemmn-
y" case, as s counsel Ab-
hiskeh Singhvl safd during the
hearings, and wanted it rights
to ba protecied as per the pa-
temt law, While the injunction
haes Been dediied, the hearing
o the revocation of pateni-—
fletd for by Crpla=widll go o,

Gilrish Telang, managiong di-
recior of Roche's Indlan arm,
Roche Scientific Co. {Endia) Pvr,
Ligd, expressed dinappointment
at the ruling. "1t is @ disappakn-
ment because we have a pateni
wnd patent showild be reagiect-
ed. That hias mot come by with
thie refusal of the injuncton,”
he sald, while declining 1o say il
Roache will appenal

Accardirg 1o a report by the
Bsdian Counell of Medical Re-
senrch, af least 90,000 men nnd
THME women are diagnoesed
eich year inIndin with cancer

of the lungs and bronchitis. Sa-
pru estimates thal acany point
ol tme, there would be more
than 104,000 patierts with lung
cander in Bndin
Annther expert deallng close

Iy with the Roche Htigatiodn.
wiliee elldd not want o be identd-
fied, snid: "What was the wie af
amending rhe Patent Ao in
2005 M the poteny Bs non to be
respected? . A bemchmark: for
pricing i« not fxed by the pa-
tent office when a patent s glv-
en, v wity |s thot a valld graond
nowT” Morfeover, sdded the e
piert, this wis an infringement
twsult and not o writ petition
where lasues of public Interest
are consldered thoroughly

L5’ stand on patent ksue *PLL
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Corporate Bureau
Mumbai, Mar 19

In what could be a setback to
multinational  pharmaceutical
companies, the Delhi High Court
has allowed Indian firm Cipla to
mnufaemmdseﬂlnmpm
version of the patented drug,
Tarceva, inIndia. The patent hold-
et;smp majorHoffmann

generic version of the lung cancer
drug at one-third the price of
Rﬂche’spatemaddmg.
Delivering the verdict, Justice S
Ravindra Bhatt directed Cipla to
keepmamuuntafsalafnrdeud
ing damages if Roche wins the
case, Noticing the price differ-
ences, Justice Bhatt said Indian
cancer patients would be affected

cer drug arlumuh {hpla sells a

if the generic drug is withdrawn
from the market. '!‘.I:emmentwuh
Roche's Tarceva re costs
over Rs 1 lakh a month. The
once-a-day tablet costs about '
Rs 4,800, while Cipla’s copycat
ve:sionms&ﬂsl 600.

i —

YK Hamied, cimltmanof(}:p]a,-

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 apphcatiunsun life-

savingdrugs.”

E: Clpla can sell Roche drug genenc

Caﬁr Patients’ Aid Mm:mdun
(CPAA), told FE, “The judiciary
has acted in the right way. They
suppmtadﬂaﬁhumanbelngs right
LR TR
Thereareabout30,000-40,000
lung cancer patients in India who
cannot afford high-priced cancer
drugs, Sapruadded. ‘d

=T
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Court allows Cipla to
market disputed drug
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CURRENT STATUS

India still remains weak in many areas largely due to
Inadequate laws and ineffective enforcement.

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

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

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



THE WAY FORWARD

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

1. Remedy through Judicial process
- Overburden system may result in
long pending disputes
2. Remedy through Regulatory process
- Could help pre-empting disputes in
most cases



STRENGTHENING REGULATORY PROCESS

 DCGI to ensure that marketing approvals shall
not be granted to biosimilar and generic
versions of products patented in India during
their patent life

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



STRENGTHENING REGULATORY PROCESS

If a patent Is granted in India for a particular
drug and if the marketing approval for
biosimilar or generic versions of a patented
drug has already been issued before grant 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
authorisation holder to CDA / DCGI.



Financial Express
(20.3.2008)

ﬁz_mma_; MNCs ask DCGI fo liaison with patent offices

Reghu Balakrishnan lowed Cipla to manufacture the DCGI must contain the de-  drop of Delhi HC verdict,” they
Murbal, Mar 19 ; and sell agenericversionofthe & tails of whether any patent ap-  said,
Roche's cancer drug, Tarceva, plication has been grami:dnvu However, Gopakumar Nair,
InthebackdropofWednesday's  inindia. _ the same molecule,” he added.  Mumbai-based patent attomey,
Delhi High Court verdict that al  Tapan Ray, director general, Murfssn'mjnrhad beengrant- paintsoutthatthe MNCs' demands
lowed Cipla to manufacture and n of Pharmaceuti- " ed patent for Erotinib hy- amwnotviable. “InUS, thereisa re-
sellapatentedcancerdruginindia,  cals Association of India (OP- drochloride by  Commoller quirement for crangebook listing
multinational pharma companies  PI), the body for MNC having General of Patents, Trademarks:  of patent before applying for the
plan to urge the Drug Controfler  presence in India, told FE, “ln and Designs, New Delhiin Feb-  marketing approval of a drug. But
Generalofindia(DCGNmimprove  Cipla'scase, theDCGThasgiven S S5 ruary 2007, inIndtathereisnolawto insistthat
its co-ordination with patent of-  the marketing approval with- — #ejala b “This is & procedural DCGI should be aware of the
fices across the country: Cipla has  outerosscheckingwhather any flaw. When the DCGI comes  patentsgranted before "
been granted marketing approval product patents have. been to know the product patent  The Orange Book with the US
for Erlotinib, copycat version of grantedoverthedrug, has been granted overthesame  FDA contains the approved drug
Roche’s Tarceva, as DEGI wasnot  DCGlgavethe marketingap- molecule, the DCGI must list by active mgredient, propri-
awarethatRochehadbeengranted p'qyalomﬂnﬂ:‘ghyvl;iaﬂigpmqnt ﬂlﬂl ask the genﬂ:[c player to with-  etaryname, applicantholderorap-
patent for Tarceva, MNCs argue.  for Erlotinib had been granted mmtm M'“ draw the drug from the market.  plicant number, The dam s
the injunction filed  to Roche by Delhi patent office badbemgmnbadpm ‘W have already brought the s updated concumrently with the
- Swiss Hoffmann La  one year back." The mu  ‘sue in DOGL's notice, However,  publicationoftheannualeditionor
e, the Delhi High Cﬂuztal nppl;wdunl!:r:ssuhmtmdm wemtmmmfamindubmk cumulativesupplements, .A




PHARMACEUTICAL |.P. INDEX

TO BENCHMARK INDIA

Based on 5 Criteria

Term of Exclusivity
Scope of Exclusivity
Strength of Exclusivity

Barriers to full I.P. Exploitation

a kO D PRF

Enforcement

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



PHARMACEUTICAL I.P. INDEX

India 1.80

Country l.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

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




