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What is the OECD «.

@ Intergovernmental Organisation - committed to democratic government and
market economies

e 30 members and 70 participating countries
e BIAC & TUAC

e What do we do?

— Forum: governments work together to address economic, social and environmental
challenges of interdependence and globalisation.

— Source of statistics: develops and collects comparative data so that analysis and
forecasts can underpin multilateral co-operation and policy development.

— Peer review process: to influence national policies, good policy practices are identified and
country performance evaluated.
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http://www.oecd.org/home/0,2605,en_2649_201185_1_1_1_1_1,00.html

Areas to be Covered

e Challenges facing the life sciences

e Intellectual Property
— Guidelines for the Licensing of Genetic Inventions
— Collaborative Mechanisms

e Other Policy Initiatives
— Emerging Research Models
— Accelerated Drug Discovery
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Challenges Facing Life Sciences

Figure 1t 10-¥ear Trends in Biemedical Research $pending
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Challenges Facing Life Sciences
Total expenditure on biotechnology R&D by biotechnology-active firms, Million PPP$,

2004
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Challenges Facing Life Sciences

Public sector biotech R&D as a percentage of total expenditures (private and public
sectors combined) on biotechnology R&D, 2003
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Challenges Facing Life Sciences

No. of firms active in biotechnology, 2004
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Challenges Facing Life Sciences
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Challenges Facing Life Sciences

Percent of biotechnology firms active in health applications, 2003
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Number of biotechnology alliances, 1990 to 2003
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Challenges Facing Life Sciences

Figure 2 10-Year Trends in Major Diug and Biological
Produet Submissions to FDA
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Challenges Facing Life Sciences

@ Trends in biotechnology patents
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Challenges Facing Life Sciences

® Trends in patents
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Government & Industry

e Governments/Countries

— AUSTRALIA: Law Reform Commission 99 - Genes and Ingenuity: Gene Patenting and Human
Health (2004)

— CANADA: Expert Working Party on Human Genetic Materials, Intellectual Property and the
Health Sector to the Canadian Biotechnology Advisory Committee - Human Genetic Materials:
Making Canada’s Intellectual Property Regime Work for the Health of Canadians (2005)

— UNITED STATES: National Academies of Science Report - Reaping the Benefits of Genomic
and Proteomic Research: Intellectual Property Rights, Innovation, and Public Health (2005)

— OECD: Working Party on Biotechnology — Genetic Inventions, Intellectual Property Rights and
Licensing Practices: Evidence and Policies (2002)

e Industry

— Number of life sciences companies seeking novel approaches to fostering innovation + R&D.
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Biotech Programme

e Intellectual Property Rights

e Human Health & Innovation

e Statistics and Indicators

e Sustainable Industrial Development

e Infrastructure Development
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Intellectual Property

e Guidelines for the Licensing of Genetic
Inventions

o Collaborative Mechanisms
o Patent Classes Statistics

e Counterfeiting of Pharmaceuticals
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Guidelines for the Licensing
of Genetic Inventions

Guidelines establish a set of principles and best practices
iIntended to assist the private and public sector

— In the consideration of whether or not to license: and

— in the negotiation of licensing agreements or material
transfer agreements with the intent to promote the divers
Interests in a balanced manner.

AIM — to encourage good licensing/technology transfer practices

Guidelines were adopted by the OECD Council as a
Recommendation in February 2006

www.oecd.org/sti/biotechnology/licensing
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Collaborative Mechanisms

e Patent Pools
e Patent Clearing-houses

o Other Mechanisms
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Patent Pools

BIOTECHNOLOGY

OECD {(@ OCDE

OL
DIVISION




Patent Pools

o Historical

— Aircraft Manufacturer’'s Association

» Blocking patents prevented each
other and others from use and
commercialisation

« Government imposed pool

— Radio Corporation of America

* Volunteer coming together of 4
leading companies

» Led to standardisation of radio
parts, frequency locations, and
TV transmission standards.
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Patent Pools (cont’d)

e Modern

MPEG & DVD MPEG LA saeme 18

— Limitation of portfolio to technically
essential patents

— Portfolio patents clearly identified

— Portfolio patents can be licensed
individually as well as in package.

— Issue of worldwide non-exclusive
licences.

— Royalty payment conditioned on actual
use of patents

— Freedom of licensees to develop and use
alternative technologies

— Grant-back requirements.
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Patent Pools (cont’d)

o Beneficial Aspects

— Pools promote licensing and cut through patent thicket — “one stop
shopping”

— Provide pro-competitive benefits by:
* Integrating complementary technology
* Reducing transaction costs
» Clearing blocking positions
* Removing infringement uncertainty and creating FTO
« Enable usage and production of complementary technology

« Create new commercial opportunities by pooling implementation
technologies or others
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Patent Pools (cont’d)

e Key Challenges DG

— Motivation

* Pool must bring together sufficient
IPRs to create incentive.

— Establishment

e Governance, legal structure,
allocation

— Standardisation
 Few standards in life sciences
* Necessity?

— Competition/Anti-Trust Law

e Pools must not fall afoul of I *I Government Gouvernement
competition / anti-trust law — biggest of Canada du Canada
challenge
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Pools in Life Sciences:
Golden Rice

KEY

@ Clinical

O Severe subclinical
(O Moderate subclinical
@ Mild subclinical

@ VAD under control
O No data available
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Pools in Life Sciences:
Golden Rice

... but protesterstielieve
such genetically modified
foods are bad for us and
our planet. Here's why.
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Pools In Life Sciences:
SARS
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Viruses cause diseases such as the
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Clearinghouses

mernican 'u:-:lnal'-.rd Compaosers, Authors and Publishers

-
SIE|SAIC]
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http://www.bmi.com/
http://www.ascap.com/

Patent Clearinghouses
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Other Mechanisms & Considerations

® Public-Private Partnerships/ Product
Development Partnerships

5]

@GAVI

ALLIANCE

e “Open” Innovation”

o Advanced Market Commitments

e PIPRA

PlPRA public intellectual property resource for agriculture
®

o Consortia
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http://www.pipra.org/index.htm

Biotechnology, Innovation
& Health

For info: benedicte.callan@oecd.org
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Biotechnology, Innovation
& Health

This work has two objectives:

® To understand how the policy environment
and business practices may need to change
In order to capture the benefits of advances
In biotechnology.

e To understand how advances in the
biosciences — especially genetics and
genomics — are changing the climate for

Innovation in health.
DIVISION OECD «. OCDE
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Emerging Research Models Project

e New health technologies will not automatically
result in improved products and processes, if the
current R&D process is too costly, unpredictable or
Inefficient.

e Problem areas include:
— Tech transfer from public research organisations

— The valley of death — preclinical research financing
— Pharmaceutical industry productivity — drug discovery
— Clinical research cost, duplication, loss of knowledge

— Regulatory environment — slow adaptation to new
technologies
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Emerging Research Models Project

e Throughout the innovation cycle, many policies are
being put in place to try to accelerate the translation
of biomedical research into innovations that reach the
patient.

e ERMSs described these alternative systems for
discovery, research, development and delivery.

e Q: Together, do these new policies and strategies
add up to a new model for health innovation?
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ERMs: Bold Visions for Health Innovation

@ Despite some high profile attempts to create a holistic vision of
how health innovation must change...

— NIH Roadmap

— FDA Critical Path

— EC Innovative Medicines Initiative
— EMEA Roadmap to 2010

® Most of the policies and strategies being put in place now
remain focused on particular segments of the innovation cycle:

— Biomedical clusters: Tech transfer
— Innomed: drug discovery
— UKCRC: clinical research
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ERMs Workshop and Report

Familiarize policymakers with the range of new initiatives and policies for
discovery, research, development and delivery to bring biomedical
iInnovations from invention to market.

Organise policies into a typology to allow comparisons -- identify the
characteristics of similar approaches, including their strengths and
weaknesses; clarify how these approaches differ from business-as-usual.

Recommend areas in which measures, policies or intergovernmental
cooperation might increase the speed and efficiency with which safe
advances in health-related research are translated into innovative goods
and services.

|dentify available tools and good practices.
Publication — Fall 2007
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ERMs Recommendations
and Future Work

Articulating a vision of the future of health
Innovation

Creating “Knowledge Markets”
Regulatory regime reforms
Research infrastructures

IP management
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Medicines for Emerging and Neglected Infectious
Diseases:
Enhancing their Availability

High Level Forum
June 20-21, 2007
Noordwijk-aan-Zee, Netherlands
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Incentivising
R&D for infectious diseases?

e Slow development of new medicines for infectious
diseases that primarily affect developing countries
due to, amongst others, weak incentives — small
markets, and uncertain demand.

e How can we incentivise firms to invest in R&D on
neglected and emerging infectious diseases?
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Policy Levers and
New Research Paradigms

® Push mechanisms
— Direct R&D support
— Tax breaks

o Pull mechanisms
— Advanced market commitments
— Prizes

® New technologies and approaches to
organising drug R&D could reduce costs and
make small markets more attractive
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Conclusion

THINK GLOBALLY,
ACTLOCALLY,
PANIC INTERNALLY

GIASBERGEN—

Copyright 2005 by Randy Glasbergen. www.glasbergen.com

OECD (@D OCDE



THANK YOU!!

Christina.sampogna@oecd.org

www.oecd.org/sti/biotechnology
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