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GENESIS OF THE MULTILATERAL TRADING
SYSTEM

- In 1944, Bretton Woods Conference
(United Nations Monetary and Financial
Conference) was convened to discuss

- Post-war recovery of Europe

- Monetary issues, such as unstable exchange rates
and protectionist trade policies

- Delegates from 44 countries discussed

the establishment of

- International Trade Organization (ITO)

- International Bank for Reconstruction and
Development

- International Monetary Fund



GATT 1947 - THE ORIGIN

- In anticipation of Havana Charter to be
adopted in 1948, the GATT was adopted in
1947 by the Contracting Parties. Havana
Charter failed as USA did not ratify.

- General Agreement on Tariffs and Trade, 1947
—Entered Into force: 1 January 1948

—Terminated: 31 December 1995, but
substance lives on as GATT 1994

- “Original” 23 contracting parties, including
India, agreed on substantial tariff reductions



MOTIVATIONS FOR ESTABLISHING MULTILATERAL TRADING
SYSTEM

- Phased opening of markets by
reducing/removing all forms of trade
barriers

- Rules-based system to curb
tendencies of unilateral action by
larger trading countries

- Transparency in the making of global
trading rules

- Predictability in the setting of trade
rules provides ideal environment for
business to operate



RESULTS OF THE URUGUAY ROUND

The Legal Texts - a daunting list of about 60
agreements, annexes, decisions and
understandings. In fact, the agreements fall
into a simple structure with six main parts:

- an umbrella agreement (the Agreement
Establishing the WTO);

- agreements for each of the three broad areas
of trade that the WTO covers (goods, services
and intellectual property);

- dispute settlement;
- and reviews of governments’ trade policies.



WORLD TRADE ORGANISATION

Location: Geneva, Switzerland

Established: 1 January 1995

Created by: Uruguay Round negotiations (1986—94)
Membership: 153 countries (September 2009)
Secretariat staff: 630

Head: Pascal Lamy (Director-General)

X X X X X X

Functions:

Administering WTO trade agreements

Forum for trade negotiations

Handling trade disputes

Monitoring national trade policies

Technical assistance and training for developing countries
Cooperation with other international organizations

X X X X X X



BASIC GATT PRINCIPLES

- MFN (Most Favoured Nation Treatment)

- TRADE TO BE REGULATED BY
CUSTOMS DUTY ONLY

- DUTIES TO BE BOUND
- NATIONAL TREATMENT



ADDITIONAL DETAILS

These agreements and annexes deal with the following specific sectors or
issues:

x For goods (under GATT)
> Agriculture

Health regulations for farm products (SPS)
Textiles and clothing
Product standards (TBT)
Investment measures
Anti-dumping measures
Customs valuation methods
Pre-shipment inspection
Rules of origin
Import licensing
Subsidies and counter-measures
Safeguards

r services (the GATS annexes)
Movement of natural persons
Air transport
Financial services
Shipping
Telecommunications
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WTO MINISTERIALS

x Singapore, 9-13 December 1996

x Geneva, 18-20 May 1998

x Seattle, November 30 — December 3, 1999
x Doha, 9-13 November 2001

x Cancun, 10-14 September 2003

x Hong Kong, 13-18 December 2005

x Geneva, 30 November - 2 December 2009



STRUCTURE OF THE WTO
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WTO AND PUBLIC HEALTH

Objectives of WTO:

"Recognizing that their relations in the field of
trade and economic endeavour should be
conducted with a view to raisinq standards of
living, ensuring full employment and a large and
steadily growing volume of real income and
effective demand, and expanding the production
of and trade in goods and services, while
allowing for the optimal use of the ‘world's
resources in accordance with the objective of
sustainable development, seeking both to protect
and preserve the environment and to enhance the
means for doing so in a manner consistent with
their respective needs and concerns at different
levels of economic development, ..." [emphasis
added]




STANDARDS AND SAFETY

. Article XX of the General Agreement on Tariffs
and Trade (GATT) allows governments to act on
trade in order to protect human, animal or plant
life or health, provided they do not discriminate
or use this as disguised protectionism.

- In addition, there are two specific WTO
agreements dealing with food safety and animal
and plant health and safety, and with product
standards in general. Both try to identify how to
meet the need to apply standards and at the
same time avoid protectionism In disguise:

— The Agreement on the Application of Sanitary and
Phytosanitary Measures (SPS Agreement).

— Agreement on Technical Barriers to Trade (TBT
Agreement.)




Overall, import weighted tariff on industrial products
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NON-TARIFF MEASURES

Trade-related intellectual
Property rights

Technical barriers to trade

Subsidies

Quantitative restrict

Sanitary and phytosanitary
Trade in measures
services

Government purchase




OBJECTIVE OF THE TBT AGREEMENT

Recognizes

That no country should be prevented from

taking measures (technical regulations,
standards, conformity assessment
procedures)

Ensures

That such measures do not create
unnecessary obstacles to trade




TBT AGREEMENT: THE COVERAGE

“All products, including industrial and agricultural
products, shall be subject to the provisions of this
Agreement.”



THE TBT AGREEMENT

It applies to all
+ technical regulations (mandatory)
+ standards (voluntary)
+ conformity assessment procedures

-

But: its provisions do not apply to SPS measures




The TBT Agreement does not cover

4

Sanitary and Services

Phytosanitary
measures

Purchasing specifications prepared by
governmental bodies for production
or consumption requirements of
governmental bodies



TBT NOTIFICATIONS SINCE 1995
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What is the purpose of the SPS

Agreement?

The right to Avoiding
protect | unnecessary
human, animal or barriers to trade

plant life or |
health \@/;

)
@
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SPS Agreement - Basic Right

“Members have the right to take sanitary
and phytosanitary measures necessary
for the protection of human, animal or
plant life or health, provided that such
measures are not inconsistent with the
provisions of this Agreement’



SPS MEASURES

A measure taken to protect:

Human or from
animal health

Human life |[fom

Animal or

, from
plant life
A country from

risks arising from additives,
contaminants, toxins or disease
organisms in food, drink, feedstuff

plant- or animal-carried diseases

pests, diseases, disease-causing
organisms

other damage caused by entry,
establishment or spread of pests



TRADE CONCERNS BY SUBJECT (1995-2008)

Plant Health
27%

Other
4%

Food Safety
28%

Animal Health

41%

O Animal Health
B Food Safety
O Plant Health
O Other

G/SPS/GEN/204/Rev.9 (Adds. 1-3)
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TBT MEASURES TYPICALLY DEAL WITH

Labeling of food, drink and drugs
Quality requirements for fresh food
Packaging requirements for fresh food

Packaging and labeling for dangerous chemicals and
toxic substances

Regulations for electrical appliances

Regulations for cordless phones, radio equipment
etc.

Textiles and garments labeling

Testing vehicles and accessories
Regulations for ships and ship equipment
Safety regulations for toys

= R



SPS MEASURES TYPICALLY DEAL WITH

Additives in food or drink
Contaminants in food or drink
Poisonous substances in food or drink

Residues of veterinary drugs or pesticides in food or
drink

Certification: food safety, animal or plant health
Processing methods with implications for food safety
Labeling requirements directly related to food safety
Plant / animal quarantine

Declaring areas free from pests or disease
Preventing disease or pests spreading to a country






MEASURE - |

Materials that
can be used
because safe
for human
health

SPS




MEASURE - I

Requirement:
no residues
of
disinfectant,
so water not
contaminated

SPS



MEASURE - Iii

Permitted size TBT
of bottle to

ensure
standard

..“'_“._



MEASURE - IV

Permitted

shape to

allow TBT
stacking

and

displaying



MEASURE -V

Government health
warning:
“SMOKING IS
INJURIOUS TO
HEALTH"

Warning:
Objective -
Health

Label appearance:

Typography, colour,
size, position etc.

Human

TBT

(Though the
objective is health,
its not for food)



Thank You



Intellectual Property Rights and
Right to Health: A Human Rights
Perspective

Anand Grover

UN Special Rapporteur on Right to Health
Director, Lawyers Collective
8 October 2009



The right to health under international
law

The right to health is recognized in diverse International Instruments:

« Universal Declaration of Human Rights (Art. 24)

» International Convention on the Elimination of All Forms of Racial
Discrimination (Art. 5(e)(iv) 1965

« Convention on the Elimination of All Forms of Discrimination against
Women (CEDAW). (Art. 11(1)(f), 12, 14(2)(b)) 1979

« Convention on the Rights of the Child: Art (24) 1989

» International Convention on the Protection of the Rights of All Migrant
Workers and Members of their Families: arts. (28, 43 (e), 45(c).) 1990

« Convention on the Rights of Persons with Disabilities: art. 25 (2006)
 |CESCR Art. 12
« The Charter of Fundamental Rights of the European Union (2000)

« European Convention of the Protection of Human Rights and
Fundamental Freedoms (1950)



International law: Domestic Law

In Monist systems on ratification, International
Law is enforceable at law in local courts

In Dualist systems apart from accession, the
country has to adopt domestic legislation to
make the law enforceable

However, in a number of countries, International
instruments once they are signed on to:

Allow the courts to interpret domestic law in
harmony with the international instrument

Apply principles in the absence of contrary
domestic legislation even if there is no
domestic law




International Covenant on Economic, Social

and Cultural Rights (ICESCR)
ICESCR Art. 12
Article 12.1 provides the definition of the right to health

« 1) “The States Parties to the present Covenant recognize the
right of everyone to the enjoyment of the highest attainable
standard of physical and mental health.”

« 2) The steps to be taken by the States Parties to the present
Covenant to achieve the full realization of this right shall include
those necessary for:

— the provision for the reduction of the stillbirth rate and of
infant mortality and for the healthy development of the child;

— the improvement of all aspects of environmental and
industrial hygiene;

— the prevention, treatment and control of epidemic,
endemic, occupational and other diseases; the creation of
conditions which would assure to all medical service and
medical attention in the event of sickness.”



Progressive realization: Available resources

» The right to the highest attainable standard of
health is to progressively realized

« While the highest attainable standard of mental
health does not have to be achieved immediately,
at a minimum State parties must show that they
are making every possible effort to promote and
protect the right to health, especially mental health

« They must show that they are maximum use of the
available resources TODAY towards the
progressive realization of the right to health

e This wou_ld also mean use of International
Cooperation




Non-retrogression

Coupled with progressive realization is the
principle of non-retrogression

There can be no steps backwards

Both impose the obligation to have benchmarks
and indicators which allow for monitoring

However certain issues, e.g. Non-discrimination,
non-consensual treatment: No question of
progressive realization

These are immediately applicable



The right to health framework

Non-discrimination : Universal Human Right Norm

« Definition: “On the basis of Disability” means any distinction or
restriction on the basis of disability which has the purpose or
effect of impairing or nullifying the recognition, enjoyment or
exercise on equal basis with others, of all human rights and
fundamental freedoms in the pol/t/cal economic, social,
cultural, civil or any other field. It includes of all forms of
discrimination including denial or reasonable accommodation
(CRPD: Article 2)

« Human rights treaties were developed with a key to consider
rights on a basis of non-discrimination.

- Non exhaustive grounds include: race, color, sex, language,
religion, political or other opinion, national or social origin,
property, disability, birth or other status

« States have an obligation to make health services available
on a basis of non-discrimination and equality.



The right to health framework

General Comment 14 (2000), establishes a
framework for the realization of the right to health.
Underlying conditions
— Safe drinking water and adequate sanitation
— Healthy nutrition
— Health related education and information
— Healthy working and environmental conditions
— Housing, Unemployment, Income support
And Determinants of health
— Addressing poverty
— Gender equality
— Non-discrimination and social inclusion



The right to health framework:
Freedoms

 From non-consensual medical treatment (e.g.
medical experiments and research or forced
sterilization. This therefore includes- right to
control one’s health and body. With people
living with mental health difficulties, health care
providers must ensure to respect the individual
autonomy and dignity of such persons.

 From torture and other cruel, inhuman or
degrading treatment or punishment

 In Mental Health: Involuntary treatment????



The right to health framework

Elements of the right to health

Mental health services, goods, and facilities must
be:

« Available: Health care facilities, health care
providers available in adequate numbers

« Accessible: Physically and geOgraphically;
economically (affordable); non-discriminatory;
Information relating to be made available

« Acceptable: Respectful of culture and medical
ethics

« Good quality



The right to health framework:
Entitlements

"0 Appropriate Health Care Services

‘0 Community based services

"0 Availability of health care institutions
0 Access to essential medicines

‘0 Adequate health care providers

"0 Provision of health-related education and
information especially regarding health




The right to health framework: State Duties

Respect: states must refrain from interfering directly or indirectly
with the right to mental health

Protect: States must take measures to prevent third parties from
interfering with the right to mental health of its peoples.

Fulfill: states required to adopt appropriate legislative, judicial,
administrative etc., measures towards the realization of the right
to mental health.

Fulfill Includes the following:

Facilitate: states need to take positive measures that enable and assist
individuals to enjoy the right to mental health.

Provide: states need to provide a specific right to individuals, if they are

unable for reasons beyond their control, to realize the rights themselves :

gpe_ci_fic support for person living with mental disability to take
ecisions

Promote: states need to undertake actions that create, maintain and
restore the health of their people. E.g. Through research and provision of
information.



Right to mental framework: entitlements

Participation: Community based model

The service users, the persons living with mental health difficulties,
participate in health-related decision making at the national and
community levels.

It has been demonstrated that:

« community care has a better effect than institutional treatment on
the outcome and quality of life of people living with mental health
difficulties

« Shifting people from mental hospitals to care in the community is
also cost-effective and respects human rights.

« Mental health services be provided within the community, with
the use of all available resources. Community-based services
can lead to early intervention and limit the stigma of taking
treatment.

« Service users are participants (SUBJECTS AND NOT
OBJECTS) in the whole process of service provision and
decision making



Right to Health framework

Proportionality
If any restrictions are to be imposed they must:
“*+ Use the least restrictive approach

“+*Be proportional to the objective sought to be
achieved

Monitoring and Accountability
» Integral to the success of realization of the right
» Duty bearers: States are held to account

* Independent body with sufficient powers to
monitor and account

= This body must include persons living with mental
difficulties




Rights Based (Evidence) Approach to
Health

Rights Based Approach is different from the Right to Health framework

Rights Based Approach (RBA) appreciates that there is inequality in
society; this inequality results in deprivation of rights of persons,
including the right to health

RBA postulates that in order to realize the the Right to Health States
have to promote the rights of persons deprived of those rights

Shown to work both anecdotally & epidemiologically

Anecdotally: Sonagachi sex workers project: Empowering sex
workers on their civic and other rights empowered them to
negotiate safe sex and negotiate condom use with their clients
increased from 3% (1992) to 90% (1998) resulting in STD fell from
25% to 11%; HIV sero-prevalence rates raised from 5% to &%

This is now supported by epidemiological data from South India, in
Tamil Nadu where sero-prevalence in women aged 15-24 yrs, tested

nationally at ante-natal clinics shows a decrease of 54% between
2000-2007.(Lancet Report, 26 July 2008)

Community Empowered and Community Driven Approach key in HIV



WHAT IS A PATENT?

Patent is an exclusionary monopolistic right

It is given to inventors for a specific period.

Why: To reward inventions and to induce R&D investment.
In return the inventor discloses the invention to the public.

Monopoly means => No Competition => results in monopolistic
prices for patented drugs.

Competition => helps in lowering the cost of drugs.



WHAT IS A PATENT?

Types of patents: product and process.

Negative right to exclude others from act of making,
using, offering for sale, selling or importing for those
purposes that product in India.

Territoriality: Limited to jurisdiction of granting country

Granted or refused according to laws of a particular
country

No international or cross-border patent



PATENT LAW AND IMPACT

« Patents and Designs Act, 1911
— Product and process patent protection
— Term of patent: 16 years

« Patents Act, 1970 (For pharmaceuticals and agrochemicals):
— No product patent protection, only process patent
— Process patent for best process known to inventor
— Maximum term of patent: 7 years

« (Consequence:
— No monopoly on pharmaceutical products

— Indian pharmaceutical companies used alternate, non-infringing
processes to manufacture drugs

— > 1 manufacturer of drug - competition - lower prices
— Prices of medicines in India are the lowest in the world.
— Indian companies supply generic drugs to other countries



INDIAN PHARMA GROWTH

Year Bulk drug | Formulation

production | production
(Rs million) | (Rs million)

1947 100

1960 700

1970 2500

1974-1975 | 900 4000

1984-1985 | 3650 18,270

1990-1991 | 7300 38,400

1994-1995 15,180 79,350

1999-2000 37,770 158,600

2003-2004 77,790 276,920

Source: Sudip Chaudhari, The WTO and India’s Pharmaceutical Industry




INDIAN PHARMA: EXPORT GROWTH

(USD million and %)

Year Total Total Trade Trade balance
exports imports balance | as % of exports
(col2/ 3)
1973-74 47.9 43.8 4.1 8.5
1975-76 48.7 53.0 -4.3 -8.9
1979-80 87.9 148.2 -60.4 -68.7
1985-86 158.9 218.6 -59.7 -37.6
1988-89 322.9 308.6 14.3 4.4
1989-90 514.6 391.7 122.9 23.9
1995-96 698.7 558.1 140.5 20.1
1999-00 1668.5 346.6 1321.9 79.2
2003-04 3177.3 686.7 2490.6 78.4

Source: Sudip Chaudhari, The WTO and India’s Pharmaceutical Industry



Graph 1: Sample of ARV triple-combination: stavudine (d4T) + lamivudine (3TC)
+ nevirapine (NVP). Lowest world prites per petient per year,

The Effects of Generic Competition  June 2000-June 2006
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Generic competition has shown to be the most efrective means of lowering drug prices.

—

Courtesy : Médecins Sans Frontieres



NEW DRUG APPROVALS
11989-2000]

= No therapeutic
benefit over
existing 76%

m Therapeutic benefit
246

* 1,035 new drugs approved by US FDA (1989-2000)

* Only 15% of new drugs approved in 1989-2000 were highly
iInnovative priority NMEs.

» India estimates 12,000 pharmaceutical applications have been filed
mostly relating to incremental improvement over existing old drugs.

“Changing Patterns of Pharmaceutical Innovation”, National Institute for Health Care,
Management Research and Educational Foundation, May 2002



TRIPS REGIME

Minimum standards of intellectual property
protection with effect from 1 January 1995.

What is patentable?: Invention which

— IS new,

— involves an inventive step and

— IS capable of industrial application. [Article 27]

— However, these terms have not been defined in
TRIPS. These are the are flexibilities for member
states.

Prc])tection to both products and processes [Article
27

Period of protection: Minimum 20 years [Article 33]
TRIPS is not a stand-alone agreement and has to

be seen within the broad framework of international
law.



TRIPS AND DOHA DECLARATION

« Does not override existing international obligations under
ICESCR and ICCPR, which include

— Right to life, right to food, right to health
— Right to enjoy the progress of science and technology

» Doha Declaration on TRIPS Agreement and Public
Health, 2001

— Reaffirms the right of WTO Members to use the
flexibilities under TRIPS

— TRIPS to be interpreted as per objectives (Article 7)
and principles (Article 8)

— TRIPS does not and should not prevent countries
from taking measures to protect public health.



EVERGREENING

Pharmaceutical companies obtain patents on different
aspects of the same drug to extend their monopoly e.g:
formulations, salts, esters, dosages, combinations,
crystalline forms, pro-drugs despite the fact that the
therapeutic substance is the same etc.

— Combivir: Combination of Zidovudine and Lamivudine

— Imatinib base to Beta crystalline form of Imatinib mesylate

— Interferon and pegylated form of interferon

Due to this, a single drug has multiple patents - patent
thickets

This prevents introduction of generic versions of the drug
even after the expiry of the original patent.

RESULT: Denial of access to cheaper generic versions



INDIAN PATENT LAW
AMENDMENTS

26 December 2004: Ordinance was promulgated to extend product
patent to pharmaceuticals.

March 2005:

— Parliament deliberated the issue of pharmaceutical patents and
acknowledged problem of evergreening.

— Patents (Amendment) Act, 2005 passed.
Introduced 20-year product patents for pharmaceutical products.

TRIPS flexibility was used and included key protections:

— Section 3(d) amended to exclude patentability of new forms of
known substances unless there is significant enhancement of
efficacy;

— Pre-grant opposition retained;
— Post-grant opposition introduced.



OBJECTIVE OF SECTION 3(d)

* To prevent evergreening: What are not inventions
[Section 3(d)]

— the MERE DISCOVERY OF A NEW FORM OF A
KNOWN SUBSTANCE which does not result in the
enhancement of the known efficacy of that substance OR
the MERE DISCOVERY OF ANY NEW PROPERTY OR
NEW USE of a known substance ...

Explanation. “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.




IMPACT OF PATENTS ON ACCESS — GLEEVEC
CASE

2003: Novartis granted exclusive marketing rights for Gleevec, an
anti-cancer drug.

January 2006: Indian Patent Office rejects Novartis’ patent
application on the basis of section 3(d), lack of novelty, inventive
step and convention country application.

June 2006: Novartis challenges section 3(d) as violating TRIPS
Agreement and Constitution of India. Efficacy is vague.
August 2007: Madras High Court upholds section 3(d).
‘Efficacy’ not vague, but therapeutic efficacy

Enacted to provide easy access to life saving drugs and to

meet the constitutional obligation of the State to provide good
health care to its citizens.

June 2009: IPAB held Novartis was not entitled to a patent on
imatinib mesylate on the ground that section 3(d) — significant
difference in therapeutic efficacy — standard not satisfied

August 2009: Novartis filed SLP in Supreme Court challenging the
patent rejection by IPAB.

Novartis wants a reinterpretation of section 3(d): Efficacy: Any
improvement.



SECTION 3(d) - CHALLENGES

According to US India Business Coalition

65% of the new drug approvals in the US is for incremental
iInnovations

Leading Indian Pharma Companies are investing approx.
12-18% of gross revenue in R&D

Knowledge Commission: 76.4% of inventions of Indian
companies are incremental innovations (37.3% are
breakthrough: not new NCESs)

To invent & develop a new drug costs over USD 1 billion

Incremental innovations are an incentive for the pharma
industry.

Section 3(d) is the hurdle for patenting of incremental
Innovations in India.

Therefore, section 3(d) should be deleted from the Patents
Act



SECTION 3(d) — CHALLENGES

Mashelkar Committee

Technical Expert Group [TEG] headed by Mashelkar set up
by Government after assurance to Parliament:

Terms of reference of TEG :

— Whether patenting with respect to pharmaceutical substances should
be limited to NCEs

— Whether micro-organisms can be excluded

Revised report states that limiting patenting to NCEs might
violate TRIPS (on what basis? no reasoning is afforded)

Incremental innovations are a norm in the pharma industry
should be permitted (this was not its mandate)

Comment on section 3(d) though not mandated??

What US India Business Coalition says openly, Mashelkar
committee says indirectly.



SECTION 3(d) —~IMPLEMENTATION

« Patent offices are not implementing 3(d) according to the
Madras High Court or the IPAB judgment in the Novartis
case.

« |PA study: Study of 67 patents granted prima facie did
not satisfy the test under 3 (d) and/or 3 (e)

« Study by IPR law depatrment, NUJS, Kolkata [based on
information from patent office website]:
— 9,719 patent applications for drugs 2005 to 2008; 2734 granted;

— 58 opposed: 34 Oppositions (Pre-grant and Post grant); 24
others

— Of 58, 41 patent applications were rejected; 27 under section
3(d)
* Pharmaceutical patent applications: about 12,000 (2007,
LCHAU).



FREE TRADE AGREEMENTS
(FTAS)

FTAs are bilateral and regional trade agreements generally
between two countries.

Due to the reluctance of the multilateral system in the WTO
to introduce new changes providing higher levels of IP
protection, the US has chosen to rely on the bilateral
approach.

These agreements:
— Restrict TRIPS flexibilities and/or
— Introduce TRIPS-plus provisions

These measures are termed as TRIPS- plus provisions- as
these are not covered by the TRIPs agreement.

These bilateral agreements require higher IP standards.
Lack of transparency in FTA Negotiation.



DATA EXCLUSIVITY (DE)

Article 39 of TRIPS requires protection of data submitted to regulatory
authorities for approval of pharmaceuticals and agrochemicals.

Multinational pharmaceutical companies have been lobbying with the
Government for DE which will restrain the drug regulatory authority from
relying on test data submitted by pharmaceutical companies to approve
generic versions of the same drug.

DE will allow monopolies to be created even in case of non-patentable or
off-patent drugs.

It may also extend the monopoly beyond patent term in some cases.

Satwant Reddy Committee Report (2007): With respect to pharmaceuticals,
— Provide minimum standards of data protection during a transitory period.

— In the post-transition period, higher standards of data protection can be
considered for “new chemical entities”.



WHAT IS PATENT LINKAGE?

Patent Linkage links the patent system to the drug regulatory authority system.

How it works

— Dfrgg Controller asks those applying for marketing approval for patent status
of drugs.

— If applicant reveals that the drug is patented, then the Drug Controller will
not proceed with application (unless patentee consents)

Effect

— It delays marketing approval of generic drugs in the market until after patent
expires.

Objective
— To prevent the registration and authorisation of generic versions of a
patented drug for marketing until the expiry of the patent.

No such system exists in India.
Not required in TRIPS. This is a TRIPS-plus provision.

Requirement of patent linkage is a standard clause in many bilateral FTAs
negotiated by US.

— US FTAs with Singapore, Chile, Morocco, Bahrain



EXTENSION OF THE PATENT TERM
» TRIPS provides for a 20-year patent
protection term

* FTAs require: Increase the term of Patent
for more than 20 years

» Significant impact on access to medicines
* Pose burden on national health budget

 For instance, United States-South Korea
-TA
— A four-year extension would cost US$ 722.5

billion on the national health insurance for
South Korea.




ENFORCEMENT OF IPRs

« TRIPS Plus provisions :
— Civil remedies:
« Compulsory damages

« Expands injunction to intermediaries whose services are used to
infringe IPR (eg bulk drug supplier),

« Imposes obligation on intermediaries to disclose information
— Criminal sanctions for infringement of all IP rights, including patents.

 Applies not only to import, but to export, re-export, goods in
transit

 Action by State is mandatory
— Border Measures
* Includes patents

 Applies not only to import, but to export, re-export, goods in
transit

 Action by State is mandatory
« Criminal sanctions include:

— Imprisonment, monetary fines, confiscation of equipment and
products, destruction of goods to permanent closure of involved
establishments.

— Grant of patents are never conclusive and have been challenged
and found invalid.



Competition Law / Policy
An Introduction to various aspects



Forms of Competition & market

* Perfect competition
 Monopoly
 Monopolistic competition
* Oligopolistic competition

*Pharmaceuticals an imperfect market



Hurdles to competition

1. Collusive agreements (cartels)
2. M&As

3. Abuse of dominance

4. Unfair trade practices (UTPs)



Collusive agreements

* Horizontal agreements (hard core cartels)
— Price fixation
— Market allocation
— QOutput restriction
— Bid rigging
e Vertical agreements
— Refusal to deal
— Tie-in arrangements
— Exclusive dealing
— Resale price maintenance
— Territorial allocation



M&AS

e M&AS
— Horizontal
— Vertical

— conglomerates

* Horizontal — could have competition concerns
— If results in monopoly, or

— If the outcome is a dominant player



Abuse of dominance

* Abuse, not dominance per se, a competition
concern

* Possible abuses:
— Excessive pricing
— Refusal to deal
— Tie in sales
— Exclusive dealing
— Exclusive territories
— Predatory pricing
— Raising rivals cost



Unfair Trade Practices

* False or misleading information etc.
* Generally dealt in consumer protection law

 Few competition regimes deal with this



Indian competition regime

MRTP Act — becoming extant - New Competition
Act, 2002

FM, Budget speech, Feb99: “The MRTP Act has
become obsolete in certain areas in the light of
international economic developments relating to
competition laws. We need to shift our focus
from curbing monopolies to promoting
competition...”

Oct’99, Government constituted a High Level
Committee on Competition Policy & Law under
chairmanship of SVS Raghavan



Indian competition regime...

May, 2000, Raghavan Committee submitted its report
to Government

It recommended enacting new competition act, set up
CCl, repeal MRTP Act and wind up MRTP Commission

Subsequently a Drafting Group under Dr. S.
Chakravarthy was set up to draft a Bill taking into
account the Raghvan Committee report

The Competition Bill of India, 2001 was introduced in
the Parliament and was referred to Parliamentary
Standing Committee

The Competition Act, 2002



Competition Act, 2002
highlights

Hard core cartels prohibited per se

Regulation of M&As have threshold; noticification
optional

Abuse of dominance and not dominance pre se
frowned upon

Higher penalties; however no criminal penalties
UTPs dropped; passed on to CPA

Emphasis on competition advocacy
Constitution of competition fund




International competition regime

* Reasonable interface b/w trade & competition
— Market access for imports
— Market power in export market
— Foreign investment

— Intellectual property rights



International competition regime...

* No one regime, but efforts were made

e Havana Charter — after WW I
— Tended to establish ITO

— Art. 46: “each member shall take appropriate
measures and shall cooperate with the
Organisation to prevent, ..., business practices
affecting international trade which restrain
competition, limit access to markets, or foster
monopolistic control...”

— ITO never came into existence



International competition regime...

* |n 1958, Contracting Parties of GATT - Group of
experts - to recommend — whether and to what
extent they should undertake to address the issue
of RBPs in international trade.

* |n 1960, CP of GATT, based on EG’s report,
adopted Decision on Arrangements for
Consultation on RBPs: at the request of any CP, a
CP should enter into consultations on harmful
RBPs in international trade on bilateral or
multilateral basis. (invoked only thrice in 1996)



International competition regime...

 The competition issues were also raised
during Uruguay Round — no consensus

 Competition related provisions in WTO acquis:
— GATS articles 8 and 9
— TRIPS: Articles 8, 40 and 31
— TRIMS: Article 9
— Others: Agreement on Safeguards, TBT, SPS, GP



International competition regime...

* Working Group on Trade & Competition (WTO)

e 1996 Singapore WTO Ministerial Decln, para20:

— Establish a WG to study issues raised by Members
relating to interaction b/w trade & competition policy,
including anti-competitive practices, in order to identify
any areas that may merit further consideration in the
WTO framework.

...to ensure that development dimension is taken
fully into account...

Nothing concrete has come out from WG,
participation was less (EU and Japan are/were most
enthusiastic; US does not really backed it up)



International competition regime...

* Doha, 2001, recognized the case for a
multilateral framework to enhance the
contribution of competition policy to
international trade and development...

* |nJuly 2004, GC of WTO decided that trade
and competition policy would no longer form
part of the Doha Round



Contemporary relevance
~ of India’s Medical
Heritage




7{-{ Two Streams

eThe Indian medical heritage flows in two streams,
one folk (Prakrit) and other scholarly (Samskrit)
which is codified.

e Revitalisation of India’s medical heritage calls
for putting new life into both streams and not only

support for the codified knowledge systems.



_;r ‘Relationship between folk and
L codified streams

There are two key Sanskrit words that describe the relationship.
These are pra-krit & sams-krit.

The word prakrit refers to empirical knowledge that is ecosystem & ethnic
community rooted.

It is not learnt from books. It is received through observation from prakriti
or nature.

The range of the prakrit knowledge traditions includes not only health
practices but also vernacular languages, arts, music, weaving, agriculture
and architecture.

The prakrit knowledge holders are self-taught, the teacher is nature. Prakrit
knowledge is practical and functional. It does not depend on higher
knowledge of principles and laws of nature.



‘;{:{'-H'I'Relationship between folk and
codified streams

Sams-krit refers to such phenomenon (krit) that has been refined or
modified, (samskar — from the prakrit state) and developed through
abstraction, theorization & generalization into a sophisticated
knowledge system.

It refers in Indian tradition to the various codified bodies of
knowledge or shastras like linguistics and grammar (vyakaran), the
fine and performing arts (shilpa, sangeet, natya, nritya etc.,),
agriculture (krishishastra), architecture (vastu shastra) and
healthcare (ayurveda).

This knowledge 1s sophisticated because it distills principles (tatvas)
rules or laws (shastra) and their applications (vyvhar).



‘;{:{'-H'I'Relationship between folk and
codified streams

In Indian society the samskrit traditions have always enjoyed a symbiotic
relationship with the prakrit just as samskriti is derived from prakriti.

Thus the folk health traditions and Ayurveda are interconnected. The
former are rich in practice and the latter have both sophisticated theory as
well as practice.

One should not therefore plan for the revitalization of India’s medical
heritage without envisaging the development of both its prakrit (folk)
and Samskrit (scholarly) traditions.
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Example of Tulsi

Folk Codified

Knowledge Knowledge

Tribals use it | Reduces

for curing anabolic and

itching due to |neurological

insect bite activity,
Increases

inflammation
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There are estimated to be one million specialized carriers of folk medicine.

Profile of folk medicine

Their number is larger than all the para-medics on the pay —rolls of the government.
They have no legal status but enjoy a definite social legitimacy in their own localities.

These specialized carriers are birth attendants (6,00,000) bone-setters (60,000) herbal

healers (1,00,000) healers who treat “visha” (60,000) i.e. poisonous snake, scorpion
bites and rabies; and vets (60,000).

These carriers are seen across the length and breadth of the country, from Ladakh in the
trans-himalayas down to Kanyakumari and across central India up to the North East.



A Oral transmission-Incredible
pedagogy

The transmission of folk knowledge 1llustrates a
remarkable learning system.

There are no institutions promoting or co-coordinating
the transmission of knowledge.

Yet a million specialized carriers and several millions of
households geographically spread out across the country
learn about properties of medicinal plants, bone-setting,
midwifery, management of poisonous snake bites and
such complex subjects.



7{-{ Protile of coditied medical
knowledge

The codified stream consists of medical knowledge systems like Ayurveda, Siddha,
Tibetan & Unani.

There are currently 6,00,000 licensed practitioners of the codified system who are
recognized and registered by the state governments under the Indian Medicine
practitioners Act.

The codification of the ayurvedic knowledge system has been going on from 1500
BC to 1900 AD.

It is documented in an estimated 100,000 medical manuscripts covering eight fields
of medicine viz; Kaaya chikitsa (general medicine), Bala chikitsa (paediatrics),
Gruha chikitsa (psychiatry), Oordhwanga chikitsa (ENT & Eye), Salya chikitsa
(surgery), Damshtra chikitsa (toxicology), Jara chikitsa (rejuvenation) and
Vajeekarana chikitsa (virilification).

[



ﬂ:{'-HfNatural resource base of Indian
Medical Heritage

Both the folk and codified streams extensively use
natural resources.

Together they know of the medical uses of over
6000 species of native plants, around 400 species
of animals and about 70 minerals and metals.



Natural resource base of Indian Medical
Heritage

Examples of Medicinal Plants

FRLHT

Phyllanthus emblica .
Bacopa monnieri

Tinospora cordifolia Moringa oleifera

Punica granatum — A-qdirachta indica



+mm Natural resource base of Indian Medical
‘(F'{ LHT Heritage

Examples of Medicinal Animals

Earth worm




Natural resource base of Indian Medical Heritage

FltL R Examples of Medicinal Metals and Minerals

Iron

Cinnabar
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Theoretical foundations

The codified stream has sophisticated theoretical
foundations.

It has dynamic and systemic theories of
physiology; pathogenesis; pharmacology and
pharmaceuticals.

Different from the structural theories of western
bio-medicine.
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The Epistemology of Ayurveda

In order to appreciate and realize the contemporary
relevance of India’s medical heritage, it 1s extremely
important to take note of the fact that the ways of
knowing (epistemology) about nature in traditional
Indian health Sciences.

Due to a euro-centric appraisal of Ayurveda a
simplistic conclusion is that because the Ayurvedic
knowledge system does not fully correspond, with the
methods and categories of Science, it must therefore
be inherently deficient.



‘;F'“-Hf"The comparative Epistemology
of Ayurveda and Science

The differences between Ayurveda and western biomedical science
arise due to their fundamentally different epistemologies.

They both use the same six human instruments of knowing that all
human beings are endowed with namely the five senses and the mental
faculty, but they use them differently.

The depth, range and scope of knowledge they therefore discover are
different. Science has an incredibly detailed knowledge about parts of
physical and biological Nature, like sub-atomic particles, atoms,
molecules, cells, tissues, organs

The Traditional Knowledge Systems have an amazingly holistic
knowledge of the physical, biological and spiritual fields in Nature
(atman, dik, kal, manas, akash, vayu, agni, jal, prithvi).



FRLHT

The Epistemology of Science

Science studies Nature from the standpoint of an observer (Scientist)
separated from the observed (Nature).

The five senses are employed, alongside an ever-increasing range of
extremely sophisticated scientific tools that dramatically extend the range
and depth of the senses, to gather sensory data about Nature.

Nature thus discovered by Science is limited to that aspect that is available
to the senses. It is a hugely diverse physical and biological world that
appears in terrestrial, subterranean, aquatic and extra-terrestrial space.

This sensory data about the physical and biological world is then analyzed
with the aid of the intellectual faculties of the mind, using tools like Logic
and Mathematics and coherent conclusions are arrived at.



FRLHT

The Epistemology of Science

In this observer-observed frame one is bound to obtain partial views of
Nature

From the standpoint of an observer separated from the observed, the
scientist can never view the whole.

A part can only view another part. The parts of physical and biological
Nature thus discovered while being detailed in terms of their structure,
functions and their dynamics of change nevertheless provide an
incomplete understanding of the whole.

Epistemologically, Western Science is thus characterized as being
reductionist.



?F'“-""‘ Holistic framework of Ayurveda

The Traditional Knowledge Systems do not only adopt the observer-
observed frame for the study of Nature.

The scientists immerse themselves into Nature and study it by
becoming one with it.

Oneness cannot be achieved by the senses because they are naturally
compartmentalized. The eyes can not hear and the ears can not see.
Each sense organ is restricted by Nature to its particular domain.

Oneness is therefore achieved with the aid of an advanced application
of the mental faculty. In this application the mind of a frained seeker of
knowledge (rishi) is rendered still and silent.

The application requires rigorous training (sadhana). It is the still,
silent, state of mind, empty and free of thought, that is referred to as the
oneness state because in this state it naturally experiences oneness and
acquires the natural insight to see fields or whole phenomena
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Outline of Ayurvedic Biology a field theory

Five Tastes of Dominant Key Bio-physical and bio Biological Actions of five
states/field | materials Sensory chemical Properties of states
s of matter dominant in attributes of | different states
particular the five
states of states
matter
Parthiva/ Sweet Smell Guru, Tissue building, growth,
solid state Astringent (Nose) Heavy; Difficult to digest, Weight, Compactness,
difficult to disintegrate in Stability, Strength,
cellular metabolism
Apya / Sweet Taste Sita, Improving tissue quality.
Liquid state Astringent, (Tongue) Slow thermodynamic Moistening, Oleation, binding.
Sour changes, promotes cellular
Salty integrity, conjugation and
binding, increases life
span of cells and supports
anabolic activities in
general
Tejasa/ Pungent Vision Usna, Metabolism, Lustre,
heat/ Sour (Eyes) Releases and conducts Complexion,
plasma Salty heat, increases cellular
stage metabolic rates and
improves fluid movements,
causes perspiration and
decreases life span of cell
life. Supports catabolic
activities in general.
Vayavya Astringent Touch Laghu, Neurological functions
/Gaseous Bitter (Skin) Light; Easy to get
stage disintegrated and absorbed
in various metabolic stages
Akasiya / | Unmanifest Sound Sooksma: Subtle, Spreads | Neurological functions
ether, space (Ear) rapidly at micro level in

intercellular

P T h o

space, and




‘erRecent contributions of India’s
medical heritage

During the last century both the folk and
codified streams like Ayurveda have been
making small but strategic contributions to
healthcare.

These contributions signal the potential of
India’s medical heritage



‘erRecent contributions of India’s
medical heritage

In a recent Science Initiative on Ayurveda, the
Government’s Department of Science and
Technology has supported basic research focused
on subjects such as

The genomic basis of Ayurvedic phenotypes,

Metabolic and immunologic correlates of the
traditional procedure of detoxification
(pancakarma),

Microstructure of metal-based Ayurvedic drugs in
powder form.



‘erRecent contributions of India’s
medical heritage

The folk stream has also demonstrated its potential.

Recent studies establish beyond doubt that the folk practice of
storing drinking water in copper vessels is probably the world’s
cheapest solutions for microbial purification of water.

Within 16 hours of contact with copper Escherichia coli,
Salmonella, cholerae bacteria are completely destroyed.



‘erRecent contributions of India’s
medical heritage

Studies by a Nobel laureate have established that the dried
powder of the whole plant Phyllanthus Amaras used largely
in the folk tradition for hepatic disorders, is effective against
viral hepatitis.

Pre-clinical studies show that the aqueous extract of the tree
Holarrhena pubescens commonly used by folk communities
for treatment of diarrhea prevents colonization of the gut
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Since India’s first five year plan (1947-1952) right up till
the current ongoing 11th five year plan (2007-2012), the
Indian Systems of Medicine (ISM) have received around
3% of the national health budget.

Critical policy gaps

With this scale of investment the fuller potential of
Ayurveda and other Indian system of medicine (ISM)
may not be realized.

The challenge 1n this regard is to raise the scale of
government investments on the traditional systems of
healthcare to around 20-25% of the national health
budget.



?r Why traditional medicine has
been neglected

Despite the spectrum, depth and widespread practice
of Indian systems of medicine there are still scientists
in India and other countries who believe that
traditional medical knowledge is irrelevant for
contemporary needs.

This clouded view probably has its origin in colonial
and post colonial history when deliberate attempts
were made to distort the value of non-European
indigenous knowledge systems as part of a political
strategy of domination.
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The skewed story of small pox

In the context of healthcare it 1s worth recollecting
the implementation of the colonial strategy in the
story of small pox.

Incomplete versions of the contemporary history
of western medicine in India inform us that one of
the biggest contributions of western biomedicine
1s the eradication of small pox through the
application of the Jenner vaccine.
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However this history fails to inform what was reported in
the account of the British physician Dr. J. Z. Holwell, FRS,,.

The skewed story of small pox

Around 1758 this is what Dr. Holwell concluded about the
indigenous small-pox procedure in his report to the college
of physicians in London.

‘When the before recited treatment of the inoculated is
strictly followed, it is next to a miracle to hear, that one in a
million fails of receiving the infection, or of one that
miscarries under it.



@
FFRLHT

Inoculation against the smallpox was widely practiced, in
India, till around 1790.

The skewed story of small pox

It was subsequently maligned and banned by the colonial
administrators from around 1802.

This story of small pox suggests that modern Indians have
been fed with a one sided version of the modern history of
the medicine which appears to have exaggerated the
achievements of western medicine 1n respect of its
contribution to the eradication of small-pox.



«‘”F'“-Hf" Confusion regarding the relationship
between the traditional and modern

In colonial times the indigenous intelligentsia of not only
India but dozens of colonized countries were misled into
believing that modernity was no longer to be a natural
evolution from their own past into their present

It had to be imported from the advanced west.

This belief even persists today in many minds which have
not awoken from the colonial stupor.
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Confusion regarding the relationship
between the traditional and modern

Just as the past and present lie on a continuum
and the present evolves from the past so does the
modern evolve from the traditional

Modernity could in fact be aptly described as
“evolving tradition”.



‘;F,{LHI,. Confusion regarding the
relationship between the traditional
and modern

In this perspective of modernity, there can be no uniform
model of modernity.

It must evolve as a multi-cultural process with a diversity of
models, world-views, life-styles products and services.

It 1s such cultural diversity that can spur civilizational
evolution which today has been somewhat arrested due to a
mono-cultural superimposition.



‘rﬁwThe promise of new models of
modernization

Scientists & planners concerned with modernization need to
understand that while all societies can share, adapt & even
borrow and learn from each other, the core of their
modernity must derive from their own roots.

Therefore the building of knowledge societies in the 21st
century should not be viewed as a mono-cultural process but
rather as a multi-cultural program wherein many different
flowers bloom.
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The Tran-disciplinary challenge

Is there a Framework for Integrating Ayurveda
and bio-medical Sciences?

This question 1s equivalent to asking the question
can the whole and its parts be related?

Or the question, are fields and the several
structures contained therein related?
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The Tran-disciplinary challenge

It is obvious that the whole and part are related

The key point to be understood is that the relationship is not
one to one because the whole is not equal to the part and nor
do the sum of parts add up to remake the whole.

One should therefore not be seeking equivalence in
developing this relationship otherwise one will either reduce
the whole to a part or assume the part represents the whole
and thus develop a distorted understanding.



7{-{ The promise of bridging
Ayurveda and Bio-medicine

The collaboration between bio-medicine and Ayurveda can
be very fruitful.

There are incredible details of parts that biomedical sciences
uncover that can enrich the understanding of the whole

Similarly there are new perceptions, insights and non-
sensory dimensions that are revealed in a holistic view that
can fundamentally alter the partial outlook.



7{-{ The future of healthcare

What is the key challenge facing India’s medical heritage
in the 21st Century?

Recent health seeking behavior studies clearly suggest that
consumers all over the world realize that no single system
of healthcare has all the answers to their health needs.

Western bio-medicine excels in surgery, and in the
management of acute conditions

Traditional systems like Ayurveda appear to have balanced
solutions to the management of common ailments, chronic
metabolic disorders and for prevention and well being.



7{-{ Integrative medicine: a new
model for 215 century

A new model of integrative health-care delivery
which includes Complementary and Alternative
Medicine (CAM) is thus emerging on the world
stage.

It appears that in future medical education,
research and health services will need to prepare
themselves for a regime of integrative medicine as
the strategy for universalisation of health care.
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School on Trade and Public Health

Data Exclusivity: An Economics Perspective

Madhukar Sinha
Wednesday, October 07, 2009
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Programme

Pricing in the absence of competition
Pricing strategies for products
Data security vs. Data exclusivity

Recommendations of the Satwant Reddy Committee
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Price and Costs
Price = Cost + Margin

Costs

C=c +tC,*+..+C
2C=C
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Studies

Price and Costs

Price = Cost + Margin

Factors of production

Land Labour Capital Entrepreneurship

I

Rent Wages Interest Profit
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Studies

Price and Costs
Price = Cost + Margin

» Competition => Just payments => Margin— (

Land Labour Capital Entrepreneurship

b

Rent Wages Interest Profit
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Price and Costs
Price = Cost + Margin
What about intellectual property?

Land X
Labour X
Capital X

Entrepreneurship X
Knowledge \
Knowledge as a new factor of production?
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Price and Costs
Price = Cost + Margin

Disclosures in the Profit and Loss A/c of the firm

Rent v
Wages \
Interest \
Profit \
Intangibles ?

Hence, Price = Cost +=Marginr—
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10 Price and Costs

o Revenue= Price x Quantity
TI'= Total Revenue - Total Cost

T, ., at: MR=MC and P=AR

AC

Price
Cost

m

Quantity > Quantity >

Q

Thursday, October 22, 2003 Economics of Data Protection and exclusivity
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Price and Costs
Price = Cost + Margin

Barriers to entry=>Single Seller=>Margin>0
Large Single Seller=> Large Buyer in market for factors of production
Large Buyer=> Prices paid would be negotiated downwards
Single Seller=> Margin>>0

Incentives to restrict access to market by competitors very high
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Thursday, October 22, 2009

Pricing Strategies

Bases

Costs — Fixed and Variable
Competition
Company objectives
Positioning Strategies
Target Group and Willingness to pay

Ability to pay?

Economics of Data Protection and exclusivity

10
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Pricing Strategies

Bundle Premium
Cost-plus Product line
Discrimination Product — Optional

Economy Product — Captive
Geographical Promotional
Limit Psychological
Loss Leader Skimming
Penetration Value
Predatory Versioning

Thursday, October 22, 2009 11

Economics of Data Protection and exclusivity
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Thursday, October 22, 2009

Time —

Economics of Data Protection and exclusivity 12
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Data Security

Keep data from corruption
An issue of privacy

Trade Secret?
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Data Exclusivity

Data is revealed for Statutory purposes

Regulatory Authority is privy to the data

Demand: Do Not Reveal Data

Since data is the basis for working of the patent
Since competition is enhanced
Since incentive is lost

Since future innovation would be threatened
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Satwant Reddy Committee

Report
On
Steps to be taken by
Government of India
in the context of
Data Protection Provisions
Of
Article 39.3 of TRIPS Agreement
315t May, 2007

Retired on
31 May 2007

Thursday, October 22, 2009

Economics of Data Protection and exclusivity

15
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Satwant Reddy Committee

‘new chemical entity’, ‘considerable effort’ and ‘unfair competition’
Mentioned but not defined
Hence flexibility in interpretation

Data protection possible in two potentially simultaneous forms
Trade Secret
Data Exclusivity

Two opposing arguments

No need and No obligation under TRIPS for fixed period data protection
Needed

Globalisation, China has, risk of unfair use, patented and non-patented, fakes
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Satwant Reddy Committee
Different requirements of data protection in different fields

Pharmaceuticals
Drugs and Cosmetics Act, 1940 and Rules, 1945
Doha Declaration Part 4
Amendment of Article 31 () of TRIPS re compulsory licence by exporting country

Traditional Medicines
Drugs and Cosmetics Act, 1940 and Rules, 1945
Efficacy and background data reliance on classical texts

Agricultural Chemicals
The Insecticides Act, 1968
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Satwant Reddy Committee

Protection in other countries

Exclusivity
USA: 5 years — Pharmaceuticals (+3 for new indications), 10 years — Agro-chemicals
EU: 10 years — Both (+1 for new indications)
Canada: 8 years for both
Japan: 6 years for both
China: 6 years for both

Brazil: Only Agro-chemicals
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Satwant Reddy Committee

Recommendations

Traditional Medicines — Fixed period of 5 years
New use or new dosage
Standardisation of products

Safety or efficacy or stability or quality or process standardisation
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Satwant Reddy Committee

Recommendations

Pharmaceuticals

Long term benefit for India in higher standards of protection

Divide period into Transitional and Post transition



Satwant Reddy Committee

Recommendations
Transitional Period
Only minimum obligations under 39.3 to be met
Applicants to declare trade secret that needs protection
DCGI obliged to keep such undisclosed information secret
Fraudulently obtained data in later applications to be treated as unfair commercial use
Non-disclosure agreements with leaving employees
Spell out liability of use of data by third party without consent
Central Government to have power to disclose trade secret under exceptional circumstances
Define ‘several years’ under D&C Rules for drugs approved and marketed abroad

Data management recommendations
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Satwant Reddy Committee

Recommendations

Post -transition
Use definition of a new drug under Rule 122 E of D&C Rules as that for NCE
or

Use a new definition

“A drug based on a new chemical entity which had no prior application for approval of the same
drug in India or where the same drug or chemical entity was not previously known to commerce.”

However, exclude — new indications, new dosage, new combinations, 3(d) items
5 years of data protection to proprietary test data given by Originator
No final approval for subsequent applicants using same data
Exemptions
Drugs for life-threatening diseases like HIV-AIDs



.Ce“nWEforlc’.

Studies
e W B

Satwant Reddy Committee

NSG’s views — Annexure 2
Certain other points made which were considered by the Committee

Mandatory provision for ensuring the safety and quality of drugs
Power of the DCGI to demand undisclosed information for drug approval for manufacture or import

Limit the data requirement to new drugs that are introduced first in India and not available in the market
anywhere in the world

Liability of persons in the office of DCGI under the Official Secret Act, 1923
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IP Enforcement and Access to
Medicines

K M Gopakumar
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What 1s IP Enforcement
IP rights are private rights

General remedy : Civil Suit

Exceptional case: Criminal Remedy

Mechanisms for IP Enforcement
— Administrative mechanisms (Customs, Police)

— Judicial mechanisms

State Enforcement : Use of public Money
for the enforcement of private right




IP Enforcement under TRIPS

 TRIPS Agreement prescribes minimum
standrads

— IP protection standards
— Enforcement standards

e Enforcement of IP under TRIPS

— Cuvil procedure
— Border measurers

— Criminal procedure only for the commercial
scale infringement of trademark and copyrights




TRIPS : Preamble

- ensure that measures and procedures to
intellectual property rights do not themselves
become s ( Preamble )

- (c) the provision of effective and appropriate
means for the of trade-related
intellectual property rights, taking into account

; ( Preamble)




TRIPS: Objectives

e The protection and
intellectual property rights should
contribute to
and to the
transfer and dissemination of

technology, to the mutual advantage of
producers and users of technological
knowledge and in a manner conducive
to social and economic welfare, and to
a balance of rights and obligations.




General Obligations on
Enforcement

— Avoid creation of barriers to trade
— Fair and equitable procedure
— Reasoned and writing decision

— Opportunity of review of administrative and judicial
decisions

— No obligation to create special courts

— No obligation for resource allocation for IP
enforcement




Specific Obligations

— No compulsory injunction in case of
Government use

— Damage 1s within the judicial discretion

— Judiciary has also the authority to order
expense to the right holder

— Criminal remedy 1n case of willful trademark
counterfeiting or copyright piracy on a
commercial scale.




Border Measureres

— Mandatory to apply in case of importation
— Optional 1n case of export goods

— Applies only 1n case of trademark and
copyrights

— Initiated upon the application of right holder
having valid grounds to suspect to the udicial or
administrative authorities




...Border Measures

— Compensation to the importer incase of
wrongful detention

— Ex officio actions are optional

— De Minimums imports are exempted




TRIPS Plus Standards on
Enforcement

New concept of IP Infringement and 1ts
criminalisation

Special

Special

| administrative unit

| courts

Special

| IP enforcement units within police

and customs

Legal reconnection of private sector
enforcement

Enhancement of damage and penalty




TRIPS Plus Standards on
Enforcement

e Separate legislation ( Ant1 counterfeit)
e Treating infringement of IP as a crime

e Separate agency for the enforcement of IP




TRIPS Definition of Counterfeit

e counterfeit trademark goods” shall mean
any goods, including packaging, bearing
without authorization a trademark which 1s
1dentical to the trademark validly registered
in respect of such goods, or which cannot
be distinguished in its essential aspects
from such a trademark, and which thereby
infringes the rights of the owner of the
trademark 1n question under the law of the
country of importation;




New Concept of Counterfeit and
Piracy

e “‘are used to describe a range of illicit
activities linked to intellectual property
rights infringement . The work that the
OECD 1s conducting focuses on the
infringement of IPRs described in the WTO
Agreement on Trade Aspects of Intellectual
Property Rights . It includes trademarks,
copyrights, patents design rights, as well as
a number of related rights™




TRIPS Plus Border Measures

— Covers all IP rights including patents

— Applies to exportation , re—exportation, entry or
exit of customs territory-Goods in Transit ( EU)

For e.g. Seizures of medicines in EU 17 seizures
in 2008 1n Netherlands.

— Mandatory ex—officio action ( Japan )

— No exception to de-minimums




IP Enforcement : Emerging
Scenario 11

Domestic 1mitiative

Bilateral agreements

Free Trade agreements (FTAs)
Plurilateral negotiation ( ACTA)
Multilateral organisations

Regional initiatives




IP Enforcement and FTAs

Expands criminal remedy to patents (Japan)
Compulsory damage ( EU)
Pecuniary damage ( EU)

Expands the scope of injunction against
intermediaries whose services are used by a
third party to to infringe an IPR ( EU)

Interlocutory injunctions (EU)




IP Enforcement and FTAs

e Compulsory payment of legal cost to un
successful party ( EU)

e Obligation to disclose information on
intermediaries (EU)




Multilateral Initiatives

WCO -SECURE

UPU

WHO-IMPACT
INTERPOL-IP Crime Unit

WIPO-Advisory Committee on
Enforcement

WTO- TRIPS Council Request




WHO and IP Enforcement

* Projecting counterfeit drugs as a public
health 1ssue

e New i1nitiative 2006 : International Medical
Product Anti-Counterfeit Taskforce (
IMPACT)

e WHA Resolution on counterfeit medical
product (May 2008)




IMPACT: Structure

e A multi-stake holder initiative with govt.
institutions, international organizations,
private sector and civil society organisations

(WCO, Interpol )
General Meeting
Planning Group

Working Group
Secretariat : WHO




IMPACT: Major Outcomes

Principles and elements for national legislation
against counterfeit medical products

Text proposing revisions to WHO good
distribution practices

Best practices for pharmacists and other healthcare

providers for updating the FIP/WHO Good
pharmacy practices (GPP)

Guide to 1nvestigating counterfeit medical
products and other pharmaceutical crime

Anti-counterfeit technologies for the protection of
medicines




Issues of concern 1

e Private sector driven international norm setting

e Non transparent and non participatory
international law making

e WHA Draft Resolution

to establish and enforce legislation and
regulations that prevent counterfeit medical
products to be manufactured, exported, imported
or traded in international transactions and the
regulated distribution system, taking into account
the principles and recommendations developed by
the International Medical Products Anti-
Counterfeiting Taskforce




Issues of Concern II

e [P Enforcement agenda

“Trade in pirated and counterfeited goods
threatens health, safety and security of
consumers worldwide particularly in poor
countries. In this regard we welcome work
on the WHO initiative to implement

international medical product anti-
counterfeiting Taskforce (IMPACT)




...Issues of Concern II

o “FEfforts to protect public health from injury
associated with counterfeit goods can complement
and augment strategies to protect intellectual
property rights. The fact that some interventions
protect intellectual property rights does not negate
their importance to the protection of public health
and safety (Michele Forzley, Counterfeit Goods
and the Public’s Health and Safety Counterfeit
Goods and the Public’s Health and Safety )




Issues of Concern 111

* Expanded the scope of counterfeit definition

“The term counterfeit medical product
describes a product with a false

representation (¥ of its identity *) and/or
source'©). This applies to the product, its
container or other packaging or labelling
information. ...”




...Issues of Concern III

e Violations or disputes concerning patents
must not be confused with counterfeiting of
medical products




Issues of concern IV

* NTBs
e Entry barriers

e TRIPS Plus enforcement measurers




...Issues of Concern 1V
Examples

e Establish liability of Internet Service
Providers

e Regulate manutacture of active substances
and of certain experiments that may pose
public health risks

* Regulating international trade of labels and
packaging materials for medical products




Sei1zure of Goods 1n Transit

e 177 seizures of medicines 1n transit 1n 2008
alone 1in Netherlands alone

e Action 1s taken under the EU Regulation of
IP Enforcement

e It violates TRIPS Agreement




IP Enforcement 1in India

TRIPS Plus Border Measures

Liberal 1ssuance of preliminary injunctions
FTA engagements

Conflicting stand 1n multilateral foras

Vested interest among apex trade bodies




Implications for A2M

e Compromises access to medicines in India
and other developing countries

— Aftects through the strong enforcement
provisions on trademark and patents

— Criminal remedy against patent infringement
— Border measures on exports
— Border measures on de-minimums

— Expanded scope of injunctions 1.e against
intermediaries thretns bulk drug supply




INTRODUCTION TO PATENT
LAW

Scope and Rationale
Subject Matter

Novelty

Non-Obviousness

Utility

Procedure to File a Patent



Scope and Rationale

e A patent is the grant of the exclusive right to protect an
invention by ensuring that no other person may make, use,
distribute or sell any commodity which uses this product or
process.

 Bishwanath Prasad Radhey Shyam v. Hindustan Metal
Industries ((1979) 2 SCC 511), held that “the object of patent
law 1s to encourage scientific research, new technology and
industrial progress. Grant of exclusive privileges to own, use
or sell the method or the product patented for a limited period,
stimulates new inventions of commercial utility. The price of
the grant of the monopoly is the disclosure of the invention at
the Patent Office, which after expiry of the fixed period of the
monopoly, passes into the public domain.”



Sources of Patent Law

The sources of patent law are the national laws on the subject and
no global or international patent law exists. This 1s not to say that
there 1s no existing international legal framework.

The multilateral treaties which seek to harmonize the law of
patents are —

. Substantive patent law: Paris Convention, 19679 and the Trade
Related Intellectual Property Rights Agreement, 1994 (better
known as the TRIPs Agreement). Most recently, countries across
the globe are trying to reach a consensus in relation to the
Substantive Patent Law Treaty (SPLT).

. Procedural patent law: Patent Law Treaty, 2000 and the Patent
Cooperation Treaty, 1970, which provide for the maximum
formalities 1n the application procedure and a unified
international application process respectively.



The Criteria of Patentability

Article 27 of the TRIPs Agreement stipulates that in order to be granted
a patent the invention must involve an inventive step, be capable of
industrial application and should not fall within the specified categories
of excluded subject matter.

The logic behind stipulating these criteria for granting patent protection
was made clear in as early as 1883 by Justice Bradley in his decision in
Atl. Works v. Brady (107 U.S. 192 (1883)), wherein he stated that:

“The design of the patent laws is to reward those who make some
substantial discovery or invention, which adds to our knowledge and
makes a step in advance in the useful arts. Such inventors are worthy of
all favor. It was never the object of those laws to grant a monopoly for
every trifling device, every shadow of a shade of an idea, which would
naturally and spontaneously occur to any skilled mechanic or operator
in the ordinary progress of manufactures. Such an indiscriminate
creation of exclusive privileges tends rather to obstruct than to
stimulate invention.”

4



Subject Matter

e Article 27 of the TRIPs and Sections 3 and 4 of the Indian
Patents Act deal with these criteria.

e In relation to pharmaceutical products three kinds of
exclusions are relevant:

(a) Inventions which violate the ordre public or morality of a
member state including to protect human, animal or plant life
or health or to avoid serious prejudice to the environment;

(b) diagnostic, therapeutic and surgical methods for the treatment
of humans or animals;

(c) Plants and animals other than micro-organisms, and
essentially biological processes for the production of plants or
animals other than non-biological and microbiological
processes.



Subject Matter |

e Section 3(d) renders ‘the mere discovery of a new
form of a known substance which does not result 1n
the enhancement of the known efficacy of that
substance or the mere discovery of a new property or
new use for a known substance or of the mere use of
a known process, machine or apparatus unless such
known process results in a new product or employs at
least one new reactant’.

e In light of the judgment of the Madras High Court
Novartis Case the expansive scope of the Section 3
exception has been sustained as far as domestic law 1s
concerned.




Subject Matter Il|

e The list of non-patentable subject matter provided for
in these provisions 1s exhaustive in nature as there 1s
no express statutory wording to the contrary.
However, the nature of the list 1s such that it 1s
possible to interpret the grounds 1n a broad manner.

 Not all prohibitions provided in the provisions are
absolute. For instance, a computer program per se 1S
not patentable, but if embedded in a machine or chip,
1t may possibly be protected by patent.



Novelty

* The element of novelty requires that the invention should be a
new product or a new process.

e Section 2(1)(1) of the Patents Act defines a “new invention’ as
any 1nvention or technology which has not been anticipated by
publication in any document or used in the country or
elsewhere 1in the world before the date of filing the patent
application with complete specification, i.e., the subject mater
has not fallen in the public domain or that it does not form part
of the state of art.

* The novelty criterion may be assessed at the examination and
opposition stage prior to the grant of the patent, or the
revocation stage post the grant of a patent.



Novelty I

e The essence of the novelty requirement 1s encapsulated by the
Bombay  High  Court in  Farbewerke  Hoechst
Aktiengesellschaft Vormals Meister Lucius & Bruning a
Corporation etc. v. Unichem Laboratories and Ors. (AIR
1969 Bom 255) where the High Court stated that, “To
anticipate a patent, a prior publication or activity must contain
the whole of the invention impugned; .... In other words, the
anticipation must be such as to describe, or be an infringement
of the claim attacked.”

e A finding of novelty 1s dependent upon the state of prior art,
1.e., the existing state of knowledge in the particular field and
the two broad sources for the determination of state of the art
are prior knowledge or use and prior publication.



Novelty Il

* India has mixed novelty, as opposed to local or absolute
novelty. Mixed novelty 1s in relation to what constitutes prior
art for the purposes of a particular invention. Anticipation by
prior public use and prior public knowledge is limited to such
prior use and knowledge in India. On the other hand,
anticipation by publication has an absolute novelty standard,
1.e., the invention should be novel and not be anticipated by
prior publication anywhere in the world.

e As regards anticipation by prior public knowledge and prior
publication, it should be noted that for such information to
form a part of the state of the art there is no need for the
information to be put to actual use. The mere fact that it was
available and capable of being used by the public, that 1s, an
unrestricted group of people, 1s sufficient.

10



Non-obviousness

e This criteria mandates that, even if there i1sn’t a specific prior
art source anticipating the invention, prior art sources taken
together also should not anticipate the claimed invention.

 The difference between novelty and obviousness is that the
former requires an invention to be quantitatively different from
the information disclosed earlier whereas the latter i1s a
qualitative requirement to ascertain whether the contribution is
creative enough to warrant a monopoly.

e Article 27 of the TRIPs Agreement lists out the requirement of
non — obviousness or inventive step as does Section 2(1)(j) of
the Indian Patents Act.

11



Non-Obviousness I

The process of determining the existence of an
inventive step has been accounted for in the Indian
Patent Manual (2005). The patent examiner must:

Examine the scope and content of prior art.

Ascertain the difference between the prior art and
claims at 1ssue.

Resolve the level of ordinary skill in pertinent art.

Determine the obviousness or non-obviousness of
the subject matter against this background.

12



Non-Obviousness ||

Does mere economic significance of a claimed
invention, 1n the absence of any technical
advance, constitutes an inventive step?

Bishwanath Prasad v. H. M. Industries (AIR
1982 SC 1444).

V.J. Taraporewala

Shamnad Basheer

13



Utility

e The phrase “capable of industrial application” implies
usefulness or utility.

e Utility in patent law does not mean either “abstract
utility, comparative utility, competitive utility, or
commercial utility”.

e Section 2(1)(ac) defines “capable of 1ndustrial
application” 1n relation to an invention, to mean that
the invention must be capable of being made or used
in an industry. Lack of capability of being used in an

industry 1s a ground for revocation of the patent under
Section 64(1)(g).

14



Utility 11

e What 1s the quantum of utility required to
support a patent?

e In the absence of any promise 1n the
specification that a defimite degree of
advantage would result from the use of the
invention, the amount of utility to support a
patent 1s very small. The test 1s whether the
new method “gives the public a usetul choice”.

15



Procedure for Filing for a Patent

Submission of application.

Examination of application.

Advertisement of acceptance of complete
specification.

Opposition to grant of patent to the applicant.
Hearing of the parties.

Grant and sealing of the patent.

16
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Evolution of heuristics of
pharmaceutical innovation

New drugs generated within path-dependent socio-technical systems
based on heuristics embedded in distinct & hierarchies of
intercclanndected operating principles that structure the way problems
are solve

— 19th century extractive heuristic; simultaneously spurred by patent
protection; synthetic chemistry used to improve the performance of
natural alkaloids, in parallel, biological heuristic —-Koch & others
geveloped anti-toxins from serum extracted from animals exposed to

acterium

— During the post-WW Il period the plant based heuristic / biological
traditions waned as a synthetic chemistry heuristic provided the
industry with a “golden age” of productivity driven by random screening
of synthetic compounds. Within this heuristic firms exploited their
capabilities in medicinal chemistry; this is where CSIR labs & Industry
worked in India & have capabilities

— By the 60s the productivity of molecular roulette began to decline.
Improved characterisation of drug receptors still realised (the protein
targets on which many drugs act) allowing directed screening &
improved productivity, reduced the no. of costly exp cycles. However,
during the age pharmacologists still knew little of molecular structure of
their targets



Continued

Emergence of guided screening-the 70s saw a shift towards generating knowledge about the
structural properties of drug-target interaction to guided screening, birth of rational drug
design which became biology intensive, preceding work on proteomics; academic community
used by industry to get insights into biological pathways, often natural inhibitors providing
direction, with drug discovery driven by research industry now could direct work profitable
chronic diseases

Scope opened by ration drug design heuristic created industrialization of research, no more
dependent on traditional static economies of scale & scope in production; moved towards
dynamic economies of scale & scope;

Revival of biological heuristic through guided screening & rational drug design used to
extend the utility of synthetic heuristic; in parallel the development of genetic engg &
monoclonal antibodies in the late seventies revived the biological heuristic providing new
ope_rla’g?nal principles; toolbox of restriction enzymes, vectors & cell culture methods made
available

Molecular biologists learnt how o cut & splice genes, express protein products in scalable
volumes & started generating new variants; emergence of biotech sector potential of these
techniques recognised by academics & VCs in early 80s led to the formation of a wave of
biotech firms; recombinant insulin —a joint outcome of gentech & Eli Lilly Gentech & Amgen

Advent of genomics, small biotech, new IP regime, financialisation of biotech, Challenge from
late industrialising world pharmaceutical industry targeted through trade negotiations

In parallel, role of changes in institution of science & impact of IP , failures experienced,
decline in productivity, saturation of low hanging fruits, pharma focusing on riskier, genomics
based candidates rather than clinical validated drug targets, pharma too big to innovate, IP
regime creating barriers



Pre-TRIPs Story of
Pharmaceuticals in developing
countries

Stage of development in the beginning of | Number of Countries
90s

Industrial Developing Total
Sohpisticated pharmaceutical industry with | 10a 0 10
a significant in-house research base
Countries with innovative capabilities 12 4b 16
Those producing both bulk drugs and |6 8 l4c
formulations
Those producing only formulations ) g7 89
No pharmaceutical industry 1 594 60
Totals 31 159 190
a (United States, Japan and 8 countries in
W estern Europe)
b Argentina, China, India and M exico

¢ European and higher 1income Latin
American Countries (e.g., Brazil) and
A sian countries

d primarily African countries and small
islands

Source: Balance, Pogany & Forstner 1992, The World’s pharmaceutical industries: An international
perspective on innovation, competition and policy, Ashgate Publishers, Brookfield, VT.




Pharma’s existing strategies for
improving R&D productivity

Innovation gap responded in terms of increased R&D spending to horizontal
consolidation, biotech in-licensing, consequently decreased profitability of
pharmaceutical firms

New strategies & models for improving R&D productivity; CROS providing drug
discovery services (chemistry, biology, screening & lead optimization; drug discovery
research follows development outsourcing; more mature is drug dev outsourcing,
changing role of in-house capabilities; high risk & high cost of new platform
technologies

Consequences for efficient learnig, Asian outsourcing & IP, cultural & communication
barriers, CROs being asked to share risk, bridging of cultural & communication
barriers & strategies for limiting risk in Asia by increasing their stakes in Asia;
innovation through pathway development

Discovery services provided by CROs; Biology services ( protein expression &
purification, protein structural analysis, determining protein- protem interactions,
functional genomics, bioinformatics); Chemistry services Browdmg bundmg blocks
compound synthesis & purification, process development library design); Screenlng
services (assay development, secondary screening); Lead o timization services
(ADME / Toxicity, compound analogues & structure act|V|ty relationships)

PCR / Micro-arrays, historically cooperative platform technology development have
spawned out of biotech start ups & academia.

Academia incentive structure & culture; are biotech start ups an answer;



Evolution of new models of
Innovation

Big pharma trying to address the untapped innovation space through automation, evolving
complexity requires significant complementary assets, tech taking 10 yrs to perfect, developing
interdisciplinary large team based effort; forming semi-autonomous technology innovation
consortium (Howard Hughes Medical Institute creating Janelia Farm with culture for multi-
disciplinary work culture & incentives)

Open source innovation; sharing of information in an incremental, cumulative fashion across
companies, institutions, areas of expertise & platforms of research; individuals contribute their
efforts to commons or public domain, harnessing of IT & application of open-source extended to
public-private partnerships; Benefits of creativity, speed, risk sharing, , agility, affordability---vis-a-
vis economic barriers arising out of incentive structures.

Potential solutions; can Rls / Universities coordinate open-source, the question of mobilization of
resources from private sector ; coordination & leadership barriers being solved through PPPs; but
these models do not offer good solutions to type Il & Il diseases,

Separation of monopoly pricing from product development remains a challenge. Regulation & IP
Challenge is huge even in developed countries.

Motivation & availability of talent, methods being used in OSDD, open source bioinformatics
initiatives, solutions in MMV open calls, voluntary publication of fundamental knowledge, informal
clinical trials through field discovery; clinicians involved in open source trials (User innovation
model), user innovation model applied to drug discovery

Medical innovation prize fund, bills & treaties are under consideration



R&D for development of new drugs
for neglected diseases

Out of 2257 new drugs introduced during 1981-2000, only 7 (0.31%)
were major innovations where previously no treatment was
available, 67 (2.5%) important inventions, 192 (8.5%) products with
value but didn’t change the therapeutic practice Prescrire (2001).

No increase in R&D by MNCs on diseases of the poor

Pradhan (2003) reports 0.74 % as R&D intensity of foreign firms; 3.5
times lower than domestic firms’ R&D intensity.

Updhyaya, Ray & Basu (2002) report on the thrust of MNCs R&D
being limited to formulation R&D and not on product development;
no research on NDDS.



Nature of technological
accumulation in pharmaceuticals

« Emerging patterns of technological accumulation

— Patterns of integration for global R&D by MNCs
indicate little social benefits.

— A handful of Indian firms have been able to increase
their R&D investments in product R&D for lifestyle
diseases.

 Emphasis on non-essential & elite pattern at the
level of both manufacturing & R&D.

— even the government initiatives subordinate
themselves to big business interests



Pattern of product development
in DRL
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Changing pattern of industrial &
product structure In

pharmaceuticals
« Emerging patterns of industrial transformation

— Indian firms opting for non-innovative bulk drug
outsourcing.
— Export of generics paved with hurdles of costly patent

litigation, drug safety regulation used for monopoly
enhancement, Para IV filings / biogenerics.

— Potential for innovation & competence building
through the export of generics is limited.



MNCs offering donation of IP rights

Companies / universities / institutes donate IP rights

to government / consortia

publicity for donors

Drugs can be priced near cost of production; good

Shortcomings: Limited coverage by disease, or

limited involvement of scientists, companies, no
incentive to address needs of LDCs, or no incentive

to address type II and
self-sustaining

diseases, not economically



Universities donating IP rights

e Universities donate IP rights to not-for-profit drug
developers (e.g., One World Health)

e Drugs can be priced near cost of production; good

publicity for donors

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies, no
incentive to address needs of LDCs, or no incentive

to address type II and
self-sustaining

diseases, not economically



Encouragement to big pharma
iIndustry to set up dedicated
unit

e Companies set up R&D units dedicated to type II and III
diseases: e.g., GlaxoSmithKline in Tres Cantos, Spain;
AstraZeneca in Bangalore, India; Novartis Institute for
Tropical Diseases in Singapore; or devote resources, internally
(Johnson & Johnson, Otsuka, Bayer)

e Innovation anticipated; good publicity for companies

e Shortcomings: Limited coverage by disease, or limited
involvement of scientists, companies, not economically self-
sustaining, does not address problem of access



Government increases biomedical
research & places IP in public domain

e Government doubles support for biomedical
research, devotes the increment to drug R&D
at publicly funded research corporations with
patents placed in the public domain

e Might lead to more drugs at lower prices

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies,
politically objectionable



Government increases drug R&D, cos
forgo monopoly through treaty

e Governments pay for a larger portion of drug R&D 1n
government, academia or drug companies; recipients
forego monopoly; costs met from mandated
contributions by individuals or employers or by
governments by treaty

* More public funding for R&D; governmental rather
than private choice of targets; lower prices

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies, no
incentive to address needs of LDCs, Insufficient
experience 1n or failure to include one or other critical
stage of drug development



Institutes / University scientists are

encouraged to work on type Il/Il|

e Umversities conduct R&D for type II, III diseases
with help from government and philanthropy to
include medicinal chemists

 Examples exist; provides academics with facilities
like those at small biotech companies

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies, not
economically self-sustaining, does not address
problem of access, Insufficient experience in or
failure to include one or other critical stage of drug
development



Public-private Partnerships

e PPPs (philanthropically funded) use contracts to
manage drug development at diverse sites in biotech
or pharma

e Professionally managed without profit drivers;
efficient distribution of tasks among contractors near
cost

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies, not
economically self-sustaining, Insufficient experience
in or failure to include one or other critical stage of
drug development



Tax incentives

e Tax incentives favor R&D for high medical
need and can be invested or traded

e Encourages innovation

e Shortcomings: no incentive to address needs of
LDCs, or no incentive to address type II and
III diseases, does not address problems of
access



Orphan drug act

e Extend Orphan Drug Act to cover type III diseases
(fast-track approval, 7-year extended market
exclusivity, 50% tax credit on clinical trials)

e Has led to many new drugs in what would otherwise
be financially unrewarding markets

e Shortcomings: no incentive to address needs of
LDCs, or no incentive to address type II and
diseases, does not address problems of access, has led
to high prices, has not attracted most large firms




Patent extension

e Patent extension for producing drugs for type II and
III diseases

* Encourages innovation

e Shortcomings: No incentive to market, distribute,
improve, does not address problems of access,
politically objectionable, only attracts firms holding
lucrative patents, increases costs for other drugs



Purchase commitments

e Advance purchase commitments
 May lead to new products

e Shortcomings: Limited coverage by disease, or limited
involvement of scientists, companies, No incentive to market,
distribute, improve, governments heavily influence which
drugs will be widely used d,difficult to assign fair value, does
not improve access to existing drugs, uncertainty in ability to
meet specifications, winner takes all rewards are disincentives,
race to the finish discourages risk-taking science, without
which there may be no effective product



Ditferential pricing

e Differential or Tiered pricing

e Improves affordability to some users; already in
widespread use with relatively narrow differentials

e Shortcomings: no incentive to address needs of
LDCs, or no incentive to address type II and
diseases, does not address problems of access,
politically objectionable, governments heavily
influence which drugs will be most widely used




Consortia & patent pooling

e International pooled purchasing consortia
e Negotiates lower prices

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies,
no incentive to address needs of LDCs, or no
incentive to address type II and III diseases,
not economically self-sustaining



CL

Compulsory licensing to permit patent violation by a
producer who sells

at lower cost
Improves affordability to some users

Shortcomings: no incentive to address needs of
LDCs, or no incentive to address type II and
diseases, not economically self-sustaining, no centive
for improvements, backflow of drugs from low-price
from low-price to high price regions




Choices within TRIPS

e Obligatory choice of protecting patents 1n
either rich or poor countries, not both

e Lowers cost of drugs for type I diseases 1n less
developed countries; encourages in-country
production

e b.c,eh



Prizes

 Buyout or prize system (government provides
patent holder its profit)

e Improves atfordability

e Shortcomings: Limited coverage by disease, or
limited involvement of scientists, companies,
a,d,1,)



Patent buy outs

e Patent buyouts by auction
e Allows lower pricing

e Shortcomings: Limited coverage by disease, or
“  limited involvement of scientists, companies
no incentive for improvements, govts.
determining widely used drugs



New dedicated institutions

e Conduct R&D 1n new sites funded by
government, universities, NGOs and pharma,
with distribution at cost 1in poor areas and for
profit in wealthy areas

 Allows R&D for all diseases or approaches
lacking market drivers

e Not economically self-sustaining



Track |l system

 Reward global disease burden reduction from a
government fund, for example, by ‘track II’ patent
registration

* Encourages R&D for high medical need;

governments and insurers have experience with
DALY s in including drugs in formularies, fall in drug
prices would save money for government, business

e Initially, not economically self-sustaining, difficult to
assign fair value




A New System of Rewards

Open-access patent system track which aligns
iIncentives with medical need

Choosing this track would be voluntary, COs allowed to
switch products of type |l & lll diseases, Governments of
|ICs and LDCs make multi-year financial commitments
from which owners of a registered patent would opt to be
paid periodically in proportion to reducing the global
burden of disease. Contribution to be assessed on the
basis of impact on QALY, benefit or payments could be
extended beyond 20 years, compete for ongoing
payment possibility by product improvement, royalty free

licenses, cos profits, govts pay optimally



Immediate agenda of engagement

« Burden of disease is growing in an extremely demanding
way for India

— with life style diseases of both rich and poor getting added to the
existing load of problems of need to provide treatments for
communicable infectious diseases to a huge mass of people

* Requires a two fold agenda of

— On the one hand, solving problems connected with deficient
medical infrastructure, removal of imbalances arising between
prices & ability to pay

— Dealing with the absence of a system of innovation capable of
providing treatments for emerging & existing diseases

* Policy design for the latter agenda is the focus of policies

for science & innovation.



The challenge of shaping of the process of
engagement on alternate incentives

India developed a domestic pharmaceutical industry due
to enactment of a balanced patent policy in early
seventies

TRIPS Agreement involved negotiations not only with
major powers but also controversy at home

Both industry & people were participants

Academic discourse on the pros & cons of acceptance of
TRIPS played its role.

Policy choices were shaped by the engagement process
w. r. 1. policies for patents, innovation & science.

Challenges of latecomer development under
globalization are at the centre of debate on alternate
Incentives.



CIPIH & GSPOA

Evidence from India on pharmaceuticals is beginning to
be gathered,; it is still piecemeal

In the meanwhile action has been initiated in the forum
of WHO for a systemic approach to policymaking for
drug innovation for neglected diseases.

Evidence from work in making on GSPOA for public
health, innovation & intellectual property.

Preliminary report submitted to MOH & FW and WHOQO,
India office.

Subsequent slides report major findings & the challenge
of GSPOA



Contours of the Indian divide on
TRIPS & liberalization

« Strong IPRs, liberalisation & neo-liberal globalization
would make domestic firms move away from imitation &
allow competition to improve access

« Stage of development based understanding demanded a
rejection of strong IPRs & liberalisation; balanced IPRs
essential for access to essential medicines

« Arguments on the pathways to be taken for the
development of pharmaceutical industry were focused
on the actual import of self-reliance and domestic control
for access vis-a-vis global pharma offering increase in
iIntroduction of new medicines, FDI, TT & R&D.



How the Indian divide on TRIPS was

~__created?

Although academic dlscourse%ad?hat the influence of IPRs on FDI
& TT was a priori ambiguous & demanded empirical verification, but
the interested parties made the policymakers take a view that strong

IPRs & liberalisation would enable India to upgrade pharma industry
via FDI, TT & R&D

Luring of the policymakers through the gain of opportunities
emerging w. r. t export of generics & building of innovation
capabilities via contract manufacture & R&D

Academia-Rls-industry collaboration would grow & allow industry to
undertake product innovation without indicating for what & whom.

Arguments of learning & evolution of innovation capacity occurring
on account the above framework tended to inform the policy
approach for upgrading of the pharmaceutical industry



Current state of research on
IPRs FDI, TT & R&D

Branstetter, Fisman & Foley (2002) report increased royalty
payment to the parent firms; increased flows concentrated in the
affiliates of the parent firms; Zuniga & Bascavusoglu (2003) report
that stronger IPRs deter knowledge exports by French firms and
conclude that patent rights are linked to market power effect.

WIPO debate on patents & ITT remains inconclusive and cautious;
UNCTAD report focused on LDCs argues against strong patents;
OECD report focuses broadly on the possibility of increased imports
& non-resident patenting (which are more of barriers w. r. t
innovation capacity building.

Literature suggests that IPRs are only one instrument in the toolkit,
depending on orientation policy advice follows in terms of strong
IPRs; more empirical work is asked for.
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INDIA: SECTORS ATTRACTING HIGHEST FDI INFLOWS
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PERCENTAGE OF FDI IN VARIOUS SECTORS FROM APRIL 2000 TO APRIL 2009

250
200
15.0
10.0
5.0
0.0

PORTS

DRUGS & PHARMACEUTICALS

TRADING

ELECTRICAL EQUIPMENTS

CEMENT AND GYPSUM PRODUCTS

CHEMICALS (OTHER THAN FERTILIZER

PETROLEUM & NATURAL GAS

METALLURGICAL INDUSTRIES

POWER

AUTOMOEBILE INDUSTRY

—— %AGE OF TOTAL FDI INFLOWS

CONSTRUCTIONACTIVITIES

HOUSING & REAL ESTATE (INCLUDING
CINEPLEX, MULTIPLEX, INTEGRATED
TOWNSHIPS & COMMERCIAL...

TELECOMMUNICATIONS

COMPUTER SOFTWARE & HARDWARE

SERVICES SECTOR




Table 2: Industry Analysis: No of Projects by Activity
Source: FDI Markets Intelligence

Business Activities

Research & Development
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COMPARISON BETWEEN EXP ON
KNOWLEDEGE ACCUMULATION AND EXP ON
ADVERTISING AND MARKETING.

Ranbaxy Laboratories

Ltd. 0.86 1.32 1.41
GlaxoSmithKline

Pharmaceuticals Ltd. 0.16 0.00 0.08
Aventis Pharma Ltd. 0.11 0.00 0.08
Matrix Laboratories

Ltd. 9.22 7.87 4.58
Pfizer Ltd. 0.89 0.15 0.55
Abbott India Ltd. 0.20 0.00 0.13
Novartis India Ltd. 0.28 0.13 0.21
Merck Ltd. 0.46 0.35 0.58
AstraZeneca Pharma

India Ltd. 0.07 0.01 0.11

Wyeth Ltd. 0.03 0.04 0.03



Post-TRIPs Scenario: Increase in
Imports based Pharmaceutical

Production
As patent strength increases IP holders find it more
profitable to reserve certain markets for imports rather
than direct investments: Brazil, Mexico & India

Orsi (2003) reports the closure of 1700 production lines
of synthetic intermediates during the period of the first
half of 90s in Brazil.

Combe and Zuniga (2003) reports decline in
pharmaceutical firms (225 in 80s to 178 in 90s), bulk
drug (259 in 87 to 105 in 98) & in chemical input supply
firms from 94 in 87 to 35 in 98 in Mexico.

India is also experiencing a restructuring based on
imports & getting concentrated under global pharma, the
process is still on.



IMPORT AND EXPORT STATISTICS OF

FOREIGN FIRMS
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India; FDI in Pharmaceuticals

New FDI devoted to the merger activity

MNCs shift to the imported bulk drug based
formulations; investments for the expansion of
formulation activity

New operations through the incorporation of
wholly owned subsidiaries

Regulation of FDI for the encouragement of
manufacture from basic stage removed from the
statue under pressure from Pfizer



Changing pattern of industrial &
product structure In

pharmaceuticals
« Emerging patterns of industrial transformation

— Indian firms opting for non-innovative bulk drug
outsourcing.
— Export of generics paved with hurdles of costly patent

litigation, drug safety regulation used for monopoly
enhancement, Para IV filings / biogenerics.

— Potential for innovation & competence building
through the export of generics is limited.



Royalty paid by domestic Firms

Cipla Ltd. 0.92 0.00 0.94
Dr. Reddy'S

Laboratories Ltd. 1.19 1.22 1.42
Lupin Ltd. 0.88 0.00 0.75
Sun Pharmaceutical

Inds. Ltd. 1.16 2.06 9.69
Aurobindo Pharma

Ltd. 5.96 6.16 5.22
Piramal Healthcare

Ltd. 0.32 0.03 1.33
Cadila Healthcare

Ltd. 0.99 0.18 0.95
Wockhardt Ltd. 1.97 2.57 3.29
Glenmark

Pharmaceuticals Ltd. 0.92 1.00 0.85
Orchid Chemicals &

Pharmaceuticals Ltd. 2.88 2.88 3.64

Ipca Laboratories Ltd. 0.54 0.55 0.83



Post-TRIPs Contract Manufacturing
Options for Domestic Industry

« Contract manufacturing as an option; Ranbaxy
and Lupin were first to bag contracts; Eli Lilly
involved Ranbaxy to produce intermediate for
Cefaclor after it discovered an alternate process.

* Nichlos Piramal entry into CRM operations
require it to forge JVs with Allergan & Baker
Norton

« CRM useful, but inadequate for upgrading of
capabilities needed for the development of
complex & innovative manufacturing.



Nature of technological
accumulation in pharmaceuticals

« Emerging patterns of technological accumulation

— Patterns of integration for global R&D by MNCs indicate little
social benefits.

— A handful of Indian firms have been able to increase their R&D
investments in product R&D for lifestyle diseases.

« Emphasis on non-essential & elite pattern at the
level of both manufacturing & R&D & challenges

to this pattern through new alternate initiatives.

— even the government initiatives subordinate themselves to big
business interests (NMITLI)

— DPRP compelled to start neglected diseases programme
— OSDD programme initiated
— MSF induced PPPs



Challenges facing IP policy
formulation: the case of India

Contradictory actions being pursued in respect of

application and management of intellectual property;

* Introduction of Indian Version of Bayh-Dole Act;
» Strong IPR jurisprudence used in the development of manual for patent
examination
New issues arising w. r. t IP; domestic industry response on (data
exclusivity, TRIPS plus FTAs , compulsory licensing, patenting of
research tools). IPA/IDMA demanding rejection of data exclusivity &
defending Section 3 (d).

Compulsions of changing innovation model ignored, Mashelkar
Committee dithers on the issue of restricting product patents to
NCEs/NMEs; unable to provide criteria for balanced patentability
norms in respect of pharmaceutical substance & microorganisms.

Global pharma is still arguing for stronger IPRs



IP Management Policy

 lIssues in IP Management

— |P capital management competence in industry & research
organizations
« Patent landscaping competence is still not organized.
+ Management of IP on genomics and research tools in the case of vaccines
» No tracking of IP purchase in research agencies (No inventories available on
IP purchases.
— Patent manual fails, jurisprudence and |IP awareness & training
of all communities in respects particularly actions on

» exclusions of discoveries, ESTs, gene sequences and higher life forms;
Increase the costs of patent maintenance by redesigning patent renewal
provision; Charge for each claim; discourage multiple claims; Discourage
early filing, Disallow broad patents; No-reach through licenses; Use
compulsory licensing as if license of right exists



Current Drug Development
Paradigm and India’s options

« For-profit Companies are the main driver; financial
compulsions / greed trump health compulsions; 10/90
problem, 1% of new drugs for tropical diseases; 1980-
2000, out of 1000 drugs only 1 quarter were better than
what already existed in the market.

» Blockbuster model / incremental drug innovations/
product differentiation, Post-TRIPS-little improvement

« Qut licensing (due to limited access to markets for
domestic firms); supply side actions in the form of PPPs,
& open source drug discovery as the emerging options,
much to be done in respect of demand for improved
essential medicines



R&D and innovation gap: Towards an
assessment of challenge and progress w. r. t
neglected diseases

 Failure to develop products for neglected diseases
iIncluding insufficient health system research is a system
failure; markets, disciplines, governments and
Institutions-share the blame.

 Now member states formally accept this consensus;
WHA Resolution on public health, innovation &
intellectual property reflects partially this development;
conflicts & varying thrust persist.

* Progress made over the period of last one year is
iInadequate and would need concrete recommendations
from WHA.



Indian involvement in PPPs

« Munos studied in 2006 a sample of 20PPPs, 72 ongoing
projects for malaria, TB, AIDS, Kalazar and Diarrhoeal
diseases, but even this new business model is only a
small fraction

« Only 1 Ranbaxy company involved from India

« Gyatri Sabherwal’s survey showed 8 cos invovement
from India; Gland Pharma, GVK Bio, Odyessey (US
entity), Advinus Therapetuics, Bharat Biotech, Serum
Institute, Stride, Shantha Biotech



Challenge of Reward System

Separate R&D costs from manufacturing
costs, delink pricing from R&D costs, shift away
needed from monopoly to open access

Government patronage, prize funds, drug R&D
taxes,

Alignment of innovation, incentive and access

Open source drug discovery, Track Il patents
rewarding medical needs



Pattern of competence In
iIndustry

Weak drug discovery competence; industry has been
competent to develop processes for off-patent drugs or
analogues

Drug Development; preclinical, animal work, working
largely for foreign clients, mouse and rat facilities, not too
many FDA stringent requirements meeting GLP facilities,
facilities undertaking higher animal work absent.

Clinical trials; study design, ethics approval , clinical
operations, lab analysis, data mgm, biostatistics,
pharmacovigilance, medical writing, regulatory filing.

Clinical trials is a booming business in India, 700 clinical
trial sites, confirmatory trials dominating, human
volunteers, |IT work



Gaps & mismatches

 Action initiated for pharmaceutical research in 2000,
NCMH in 2005 too built a strong case; 111" FYP Working
Group identified weaknesses and recommended for

— Policy and plan and system development, attach higher priority
to health system research, initiate a culture of research in
medical colleges, promote good governance, infrastructure and
regulatory capacity development, enhance allocations, facilitate
translational research

« Assessment shows R&D mismatches; research not
embedded in public health perspective; of the 4876
health research papers published in 2002 from India in
Pub Med 48.4% BR, 47.4% clinical and 4.4% in Public
health sciences (ASCI)



Research not embedded in public
health perspective: ASCI Study

4876 health research papers published in 2002 from India in Pub
Med 48.4% BR, 47.4% clinical and 4.4% in Public health sciences
(ASCI). Of the 4495 papers based on original research, only 3.3%
were in public health. Quality adjusted original research output
(QAI?R ) was highest for non-communicable diseases (62% of
tota

Of the total QAORO the proportions in injuries (0.7%), cardio (3.6%),
respiratory infections (0.2%), diarrhoeal diseases (1.9%), perinatal
conditions (0.4%), childhood cluster diseases (0.5%) unipolar major
depression (0%), and HIV/AIDS (1.5%) were substantially lower
than their proportional contribution to the disease burden in India.

The Australia-India ratio for QA health research output per unit gross
domestic product was 20 and for public health research output was
31



Building of capacity for innovation

Structure of manpower for health R&D; 700-7?;
pharmaceutical R&D in business sector;
changing dynamics of business sector
pharmaceutical R&D

Fragmentation of R&D

R&D is only one element; translational research
gap; technology utilization ability gap; & lack of
bridging organizations.

Demand articulation
Regulatory system




Role of Partners in
HIV Vaccine Development

Design, develop and
evaluate candidate
vaccines appropriate
for India

Facilitate
permissions and
permits

Harmonization of

Capacity building, goals

advocacy, training for
vaccine trials Selection of Indian

Transfer of technology manufacturer

for manufacture of
vaccine in India

Collaborate in pre-clinical trials
Cohort development

Community preparedness

Provide technical Conduct clinical trials
expertise

Select appropriate HIV
strain



Govt. initiatives for R&D —Drugs
and Vaccines

NIMTLI

—Provides support to industry in areas where technology,product or market
IS certain

TDB

—Development and commercial application of indigenous technology, or
adapting imported technology to widen domestic applications

PRDSF

—Promote industry-institutional R&D collaborations in drugs and
pharmaceutical sectors to develop new drugs and vaccines, develop
Infrastructure

SBIRI

— Initiative launched by DBT to boost Public-Private partnership in
biotechnology industry.

—National Drug Regulatory Authority
Setting up of National Drug Regulatory Authority



IND Molecules recommended for phase |
clinical trial for various indications

DN N N N N NN

Anti-microbial agent(Ranbaxy)

Nasal formulation FOR
MIGRANE (Lupin)

Anti-hyperglycaemic agent
(CDRI)

For treatment of Benign
prostatic hyperplasia (Ranbaxy)

Antibacterial agent (Wockardt)

Anticancer agent (Reddy’s and
Nicholas Piramal)

Adjuvant in the radiotherapy of
cerebral glioma patients(DRDO)

DN N N NN

overa_ctive
urinary

For treatment of
bladder and
incontinence (Ranbaxy)

Herbal preparation for
Psoriasis(Lupin)

Antihistanic agent (Sun
Pharma)
Anti-tuberculosis(Lupin)

For treatment of

thrombolysis(Malladi)
Dyslipidemias (Reddy’s, Zydus)



Prioritization of R&D

Lacking in disease wise mapping of priorities,
gap analysis, formulation of prioritized
strategies; effort made in the area of diarrheal
diseases, weak in health system research

A new department created in the ministry for
health research; DGICMR given secretary status

Health research policy draft enunciated, yet to
be adopted

Status of estimation of burden of disease
(NCMH)



Actions required to be taken in
respect of promotion of R&D

Preliminary health research system analysis shows gaps
& mismatches, narrow research base, fragmentation,
lack of coherence, development gap, competence in
biology growing, etc.

National health research (policy, plan & system
development)

Need for performance based monitoring
National health management research forum

Concerns to be taken care of in the promotion of R&D-
priorities of free projects, stability of funding, network
development, access related IP management issues



Technology Transfer

» Research efforts undertaken in the area of
diagnostics never translated into products
due to change in tech import policy; even
though priority was given to anti-infectives

* More recently among the govt signed 21
agreements; vaccine development for
infectious diseases.

* CL mechanism is yet to be utilized; one
application by Natco under 31 (f)



Status of mandated actions In
India: An assessment

Failure of TRIPS in stimulating R&D and innovation for
neglected diseases is also a feature of national system
of innovation in India.

Although ahead of others in the roadmap making, but
preparation is inadequate; lack of preparedness has its
basis

— poor state of awareness of mandated actions

— prevailing myths & beliefs

Widely prevailing confusion w. r. t the role of intellectual
property in the generation and diffusion of health
Innovation

Understanding prevailing regarding the role of health
research in access and delivery



Concluding Remarks

Challenge ahead

Policy instruments for promotion & regulation of
R&D & innovation for neglected diseases

HRSA

_egislative actions

ntellectual Property Management
Public in PPPs

~inancing & Collaborative Modes




Exercise

» Desirability & feasibility of shift in
intellectual property (IP) regime for the
benefit of public health
— Changes in the nature of innovation model

— Conflicts arising out of the emerging rationale
of models of IP and changing innovation
models

— Analysis of moments of power and feasibility
of alternative incentives

— Some examples






Test data protection:
TRIPS requirements & TRIPS-plus provisions

Karin Timmermans



Medicines are subject to two sets of rules:

Intellectual
property rights

U

The right to exclude

But not the right to
market or to use




Medicines are subject to two sets of rules:

Intellectual
property rights

U

The right to exclude

But not the right to
market or to use

Registration
requirements

!

Authorization to
put a medicine
on the market




Reasons for regulating medicines:

o Market failure, especially information
imbalance between manufacturers,
prescribers and consumers;

o Ineffective or dangerous medicines may
undermine confidence in the entire health
care system;

o Money spent on ineffective or dangerous
medicines is wasted;

o Misuse of certain medicines (such as
antibiotics) can have serious implications
for the individual and for public health.



Registration criteria:

Quality - Safety -  Efficacy




Registration criteria:

Quality - Safety -  Efficacy

! !

preclinical and clinical trials
(original)




Registration criteria:

Quality - Safety -  Efficacy

! !

preclinical and clinical trials
(original)

or

chemical / biological
equivalence
(generics)



Data exclusivity:

During the data exclusivity period,

Authorities may not use or rely on
those data to register generic
equivalents.



As long as data exclusivity lasts:

Generic manufacturers will have to
submit their own data to prove safety
and efficacy

=> They will have to repeat the
clinical trials and other tests

Alternatively, they can only enter the
market after expiry of the data
exclusivity period



NCE, "standard"” situation:

Registration; End patent

Patent market entry term

P




NCE, "standard"” situation:

Registration; End patent

Patent market entry term

P

Data exclusivity



1. NCE, compulsory licensing:

Registration: End patent
Patent market ey/ry/\ term

During this period,
? generics may not be able
to enter the market, even
when a CL has been issued



2. Second indication:

Registration;

Patent market entry

End patent term

P

Data exclusivity



2. Second indication:

Registration
Registration; 2"d indication

Patent market entry

| End patent term
| >

P o

P <
< <

<
<

»

Data exclusivity Data exclusivity



3. When there is no patent:

* When the drug is not new

* No patent law, or patents not
granted for pharmaceuticals

* When the innovator did not apply
for a patent



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
test or other data, the origination of which
iInvolves 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 are protected against unfair
commercial use.



Undisclosed data about
new chemical entities

should be protected:

« against disclosure

« against unfair commercial use



 Publication of undisclosed data is not
allowed, except when necessary to
protect the public.

» Authorities are not to share these data
(for instance with generic companies).



“Unfair commercial use”

Does the Drug Regulatory Authority (DRA)
actually use the data??

- Often not; the DRA may not even
have the data;

- Even if the DRA does use the data,
It iIs not commercial use.



Data exclusivity creates additional
barriers to access to medicines.

TRIPS Article 39.3 does NOT require
data exclusivity,

and national law