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1747 Pennsylvanta Ave NW, 7th Floor, Washington DC 20006

April 28, 2004

Dear Colleague:

Thank you for participating in the 2004 Asian Regional Meeting on “The Future of the
Biotechnology Industry: Safeguarding the Opportunities and Managing the Risks.” Your
contributions were of great value for the further development of our efforts.

On behalf of the Chemical and Biological Arms Control Institute (CBACI) and the International
Institute for Strategic Studies-US (ISS-US), we are also pleased to invite you to the European
Regional Meeting on July 20-22 in London. In London, we will be discussing issues similar to
those covered during this meeting. The July workshop is designed to target critical stakeholders
in Burope. The meeting would benefit, however, from the views and experience of participants
from other parts of the world, especially Asia. |

We look forward fo continued dialogue with you on this initiative. Contributions from
stakeholders such as yourself are critical to shaping the project and the global organisation’s
creation. If you have any ideas that you would like to share with us in the future, please do not
hesitate to contact us. ' :

With kind regards,
Michael Moodie Terence Taylor
- President : President X
Chemical and Biological The International Institute
Arms Control Institute for Strategic Studies-US
The Intern;tional Institute for Strategic Studies - US Chemical & Biclogical Arms Control Institute
t.(202) 659-1490 f. (202) 206-1134 t.(202) 296-3550 £.{202) 296-3574

www.iiss.org - www.cbacl.org




GSS—US

The International Institute for

Strategic Studies, founded in 1958, is
the world’s most prestigious private, not-for
profit membership organization for the study
of military strategy, arms control, regional
security, and conflict resolution. The 1SS,
with offices .in London, Singapore and
Washington DC, is the primary source of
accurate,  objective information  on
international strategic issues for politicians
and diplomats, foreign-affairs  analysts,
international business, economists, the
military, defense commentators, journalists,
academics and the informed public. The Us
office focuses on studies in relation to the
intersection of science, technology and
politics and its impact on international
security policy.

The TISS publishes the authoritative annual
The Military Balance, an inventory of the
world’s -armed forces; Strategic Survey, an
annual retrospective of the year’s political
and military trends; the Adelphi Paper
monograph series, in-depth analysis of
general strategic issues; Survival, a quarterly
international relations journal; Strategic
Comments, containing short briefings on
breaking strategic issues, which is widely
syndicated in the international press, and
Strategic ~ Pointers, shorter  750-word
assessments carried on its web site.

For more information, please see our
website: www.1iss.0rg

~
£185-US B c%dfrﬂﬁ%

- CBACI

The Chemical and Biological Arms

Control Institute is a private, nonprofit,
nonpartisan  policy research organization
established in 1993 to address the challenges
to global security and stability in the early
215 century, with a special, but not
exclusive focus on the elimination of
chemica) and biological weapons. 1t fosters
this goal through an innovative program of
research, analysis, technical support,
training, and education. CBACT’s objective
is to promote a strategic approach to
contemporary national security challenges
that fosters the franslation of ideas into
action. :

The Institute emphasizes not only issues of
immediate national concern but also
problems that reflect the dynamics of a new
global environment, take shape from the
complex interaction of security, science, and
technology, and present demanding decision
making challenges 10 national and
international leaders.

The Institute’s research program is designed
to alert leaders in government, industry, the
media, and the scientific community to
problems before they become crises, to
challenge conventional wisdom in light of
new realities, and to promote the integration
of diverse perspectives into ‘decision options
that effectively balance competing interests.
CBACI stresses, therefore, studies and
analyses  whose hallmarks are their
anticipatory — nature, action orientation,
integrative approach, policy focus, and
political realism. '

For more information, please see our
website: www.cbaci.org




The Chemical and Biological Arms Control Institute (CBACI)
The International Institute for Strategic Studies —US (1ss - Us)

The Future of the Biotechnology Industry:
Safeguarding the Opportunities and Managing the Risks

Project Overview

Extraordinary advances in biotechnology over the past decade have brought enormous benefits to
medicine, public health, the food industry, and agriculture. At the same time, the risks {0 public
safety and security from the misuse of this technology have increased. More efficient and -
damaging weapons can be developed today than heretofore by government-sponsored weapons
programs and possibly terrorist groups. n addition, as biotechnology diffuses worldwide,
chances increase for industrial accidents through misunderstanding and inadvertent misuse of
new technology. : %
Governments are struggling with the need for national and international regulation of the life
sciences industry in the face of such issues. However, the speed of developments within the life
_ sciences sector appears to be outpacing national and international attempts at legal and
regulatory action. Private industry and non-governmental institutions define the leading edge of
these burgeoning industries. Any international effort to deal with biological threats to public

safety and security that does not engage private industry directly will be seriously lacking in
offectiveness and ultimately unsuccessful.

The Chemical and Biological Arms Control Institute (CBACI) and the International Institute for
Strategic Studies-US (SS-US) are conducting a joint, multi-year project designed to promote
the sustained, active, and positive engagement of the global biotechnology industry on issues of
public safety and security related to the life sciences, with special attention to issues of biolo gical
weapons and pioterrorism. More specifically, the project is intended to promote the creation of a
global organization of biotechnology companies, large pharmaceutical firms, and other entities to
focus industry engagement on such issues. The objective would be to establish a self-sustaining
enterprise that provides a mechanism for private industry to contribute to improved quality of life
and to enhanced international standards of public safety and security on a global scale through
responsible, ethical, and sound business and scientific practices. An equally important second
goal is to facilitate the development of effective partnerships between the life sciences industry,
government, international organizations, the scientific community, and other critical

constituencies on these vital issues of common concern.




The life sciences industry must become more involved in the safety and security agenda for
several reasons. ' '

First, industry has much to offer. The life sciences industry stands at the cutting edge of the
application of rapidly advancing sciences. That is its business. Exploiting that position for the
purpose of reducing the risks from the misuse of the life sciences is just as beneficial to the
nation and its people as using it to deal with health challenges, agricultural improvements, or
other areas in which biotechnology is now applied.

Second, the public and policy makers expect such a contribution. New medicines, new
diagnostics, new sensors, and other innovative tools to deal with the novel challenges of
biological weapons and bioterrorism can only come from industry. Governments recognize that
they are not up-to-date on the latest developments that might provide technological
breakthroughs to the problems they confront in dealing with the biological challenge. They can
only come from indusiry. '

Third, it is very much in industry’s interest to become more engaged on issues of safety and
security. Pfizer Chairman Hank McKinnell has said, “If we are scen as part of the problem,
we’ll be dealt with as a problem.” If further deliberate misuse of the life sciences occurs
(anywhere in the world) and the industry has not engaged, it will be seen as part of the problem.
The result will be actions by governments, which are notoriously blunt and heavy-handed in
responding to political crises, that are ill-considered and onerous 0 industry. Further regulation
and restrictive measures will dampen business prespeets and injure an industry that can ill-afford
setbacks.

The best way for the life science industry to safeguard the remarkable opportunities before itis to
demonsirate — to publics and policy makers — that it is aware of and is proactively taking steps to
manage the risks associated with the misuse of the life sciences. The proposed global indusiry
entity is an excellent means for doing so.

Project Progress -

The first year of the project focused on evaluating the feasibility of the proposed organization
and the “blueprint” for carrying its creation forward. Regional workshops in Washington DC,
Singapore, and London were a key component of this process. While the workshops were
designed for executives from the life sciences industry, an effort was made to include other
constituents from the scientific community, academia, government, and the traditional security
community. The workshops covered themes such as the governance structure and membership
of the proposed entity. In addition to convening regional workshops, the CBACI and ISS-US
project team met with CEOs and other executives from life sciences firms on a one-on-one basis.
Workshop reports are available by request. '

As expected, the project team received a variety of feedback, but the need for industry to
acknowledge and to address proactively the security issues relating to the advances in the life
sciences was strongly and consistently advanced. The proposed entity would be a viable forum
for industry to do so. Of particular note, industry representatives did not want the entity to be
composed solely of industry personnel. They believed this would jeopardize the accountability

It




and objectivity that would be necessary in the proposed entity. What is needed is for the new
entity to serve the key role in creating new dynamics within industry itself and between industry
and government, the scientific community, and the public. To that end, industry representatives
proposed that former senior government policy makers and representatives of other key
stakeholders, such as university professors and presidents of non-profit laboratories, should be
part of the governance structure and their institutions eligible for membership.

The project team also established a Senior Advisory Panel of key industry officials to help guide
the project. Panel members will aid the project team in galvanizing the global industry on safety
and security issues and to foster enthusiasm for the project. A list of Senior Advisory Panel
members is attached.

The CBACI and TISS-US project team have also expanded their global engagement by
partnering with regional biotechnology trade organizations, economic development
organizations, individual companies, and other policy research organizations. Partners have
included the Australian Biotechnology Industry Organization (AusBiotech), the University of
Maryland Biotechnology Institute, and the OxfordshireBioscience Network.

As the project enters its second year, the current activities of the project focus om:

+ TFostering additional awareness throughout industry worldwide; _

+  Continuing engagement of the CEOs and other related constituents who have
already expressed support for the project; and

+ Bxpanding the Senior Advisory Panel to provide an on-going mechanism for the
expression of industry leadership and to engender support for the project.

While ail of these activities are ongoing, the project team is focusing its Year Two efforts in
particular on drafting and refining the proposed entity’s charter. This charter for the new entity
represents the mechanism for translating the concept of the project into concrete terms. The
charter is intended to express the core philosophy of the new entity, articulate the commitments
and principles to which its members will pledge, and aid private firms in managing the critical
safety and security issues they face as they participate in a cooperative forum with other

. stakeholders. Another concern is making sure the charter reflects the relationship between

biotech firms, pharmaceutical firms, and other key constituents, such as universities,
governments, and trade organizations while maintaining the industry’s interest.

The charterlfor the new organization addresses the critical risks this entity will help manage.
Tssues that will be considered include:

. Risk Assessment

National/International Rules and Regulations
Safe And Secure Operation Of Facilities
Personnel Issues

Laboratory Standards

Information Handling

Business Conduct




/b

+ Bioethics
« Governance Of Research

Key components of the charter will also include governance structure and member eligibility.

Upcoming Meetings

Throughout 2004 the CBACI and TISS-US project team will continue its global engagement
through one-on-one meetings and partnering with regional organizations. Another key element
of the 2004 work plan is three regional conferences focused on Asia, Europe, and North
America. The goal of the regional conferences is primarily to present and discuss the draft
charter to ensure that the proposed entity is shaped by regional industry perspectives. The Asia
conference is scheduled for April 26-28 in Singapore. This meeting will be followed by the
Europe conference on July 20-22 and the North America conference on December 8-10.

Year Three of the project will begin in the autumn of 2004, The focus of the effort in this period
will be twofold. First, the project team will continue to build support for the proposed entity,
culminating in a “Commitment Conference” in 2005 at which companies and others will pledge
their support for the principles and commitments embodied in the charter of the new organization
and begin to plan its creation and operation. Second, building on the Commitment Conference,
the project team will engage in the process of “standing up” the new organization. This process
will entail not onty the necessary administrative and logistical steps, but also the development of
the organization’s initial work plan, This plan will identify the critical issues deemed to be of
highest priority to the members and specify. the best mechanisms — e.g., working groups, task

forces, forums, workshops, etc. — to address those issues of priority concern.

Please direct any questions or comments regarding the project to Jennifer Runyon:
CBACI & T1SS-US, 1747 Pennsylvania Avenue, NW, 7" Floor, Washington, DC 20006, USA

jrunyon@cbaci.org or (202) 296-3550, ext. 113




Senior Advisory Panel

Bob Erwin
Chairman of the Board
Large Scale Biology Corporation
Vacaville, California

Paul Fischer, PhD
Chief Executive Officer
GenVec, Inc
Gaithersburg, Maryland

William Haseltine, PhD
Chairman of the Board and
Chief Executive Officer
Human Genome Sciences
Rockville, Maryland

Professor Charles R. Penn, PhD
Business Division, Director
of Research and Development
Health Protection Agency
Salisbury, United Kingdom

George Poste, PhD
Chief Executive Officer
Health Technology Networks
Gilbertsville, Pennsylvania

Una Ryan, PhD
Chief Executive Officer
AVANT Immunotherapeutics
Needham, Massachusetts

Gurinder Shahi, BMMS, PhD
Chairman & Chief Executive Officer
BioEnterprise Asia
Singapore

Rainer Wessel, PhD
President & Chief Executive Officer
GANYMED Pharmaceuticals AG
Mainz, Germany
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CHARTER

INTERNATIONAL COUNCIL FOR THE LIFE SCIENCES INDUSTRIES

PREAMBLE

Extraordinary advances in biotechnology have brought enormous benefits to medicine, public

health, the food industry, and agriculture. At the same time, the risks to public safety and
security from the misuse of this technology have increased. Certain states and non-state groups,
if it suits their objectives, could develop and acquire more efficient and damaging biological
weapons. In addition, as biotechnology diffuses worldwide, chances increase for industrial
accidents through misunderstanding and inadvertent misuse of new technology. Added to this
there is mounting public concern worldwide about the advances in the life sciences from an
ethical and moral perspective. In order for the enormous humanitarian and economic benefits
arising from the advances in the life sciences to be realized it is essential that all these concerns
are explicitly recognised.

The international community and national governments are faced with a demand for national
and international regulation of the life sciences industry. However, the speed of the
developments is outpacing national and international attempts at effective legal and regulatory
action. Private industry and non-governmental institutions are at the leading edge of these
advances and dissemination of the scientific developments and their technological applications.
The private sector and academia need to contribute directly to the international effort to deal
with biological threats to public safety and security in order that effective legal and regulatory
regimes can be implemented without unnecessary costs and other burdens. It is important that
industry becomes accepted as responsible actors that promote both the interest of public safety
and security, and public understanding of the issues, risks, and benefits of life sciences research
and development.

In the light of public and governmental concerns there is a widespread recognition in the private
sector of the life sciences that they have a unique capacity to meet their collective responsibility
to conduct research and business operations to the highest possible standards. To achieve this
objective leaders from business and academia around the world have agreed to the creation of an
international entity called the International Council for the Life Sciences Industries, specifically
designed to contribute, in a proactive way, to the management of the risks involved and thereby
help safeguard the future development of the life sciences and the associated industries.
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THE CHARTER

An International Council for the Life Sciences Industries (hereinafter referred to as the Council)
is hereby established that will:

* Create a self-sustaining global enterprise for industry and the academic community to
contribute to improved quatity of life and enhanced public safety and security;

* Promote the engagement of the life sciences industries worldwide on issues of public
safety and security; and

* FPacilitate effective partnerships between the private life sciences industries, government,
academia and other critical constituencies. :

Mission
The mission of the Council is to promote public health, safety and security by:

* Safeguarding opportunities offered by advances in the life sciences and their application
by the life sciences industries; and

* Enhancing the management of risks arising from the development and dissemination of
such science and technology.

Principles

To accomplish this mission the Council will facilitate essential and timely contributions to
national and international policy development through being: ‘

* Action-oriented:
To proactively engage industry, governments and the public to enable accurate
communication and understanding of the risks and benefits arising from the
advances in the life sciences.

* Independent: -
While the Council will be independent of governments, and represent its interests
through its governance structure, it will cooperate closely with national
governments and international inter-governmental organizations.

*  Global:
The diffusion of the life sciences is not confined by borders and as such the
Council will engage the biotechnology industry globally through promoting the
widest possible membership,
Membership

Membership of the Council is open to corporate and academic entities that have a direct interest
in guiding the appropriate use of the life sciences and biotechnology.




CHARTER COMMITMENTS

To promote the objectives of the Council, members undertake to:

International and National Laws and Regulations _
Observe, promote and help develop effective national and international laws and regulations in
relation to the life sciences.

Personnel

Exercise the highest standards in the recruitment, training and management of personnel with
access to information, materials and technology that could directly affect public safety and
security if misused or not operated safely and appropriately.

Information
Ensure the security of information by observing the relevant international and national laws and

regulations in the handling of sensitive information that could have a negative impact on public

safety and security; and also to contribute to developing, in cooperation with governments and
the academic community as appropriate, effective and responsible procedures for the release of
potentially sensitive information into the public domain.

Safe and Secure Operation of Facilities

Observe the highest possible standards for the safe and secure operation of all facilities in the
interest of public and environmental safety; and to contribute to the development of effective
international and national laws and regulations in this regard.

Governance of Research and Development Activities

Take full account of security, safety and ethical concerns when planning and conducting
research and development activities and to support and contribute to effective and responsible
international and national entities engaged in developing and promoting codes of conduct in this
regard, :
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GOVERNANCE

The governing authority is an initial convening conference (CC) and subsequent Annual General
Meetings (AGMs). Members are entitled to send one representative with voting rights to the CC
and to the AGMs. The CC will approve the Charter of the Council. The AGMs will approve
any subsequent amendments to the charter. The CC will appoint the first President of the
Council whose term should last for at least two AGMs. Subsequent appointments of Presidents
will be made by the AGMs for terms of at least two years.

The CC will appoint an Executive Committee composed of no more than [twenty] members to
manage the Council’s affairs. The Executive Committee will be composed of individuals that
reflect as broad a range of members’ interests as possible. These members, who will be
internationally recognized as leaders in their fields as well as being aware of the far-reaching
policy and security implications of the life sciences, will reflect expertise in the following areas:

* Industry — An understanding of the interests of all sectors of the life sciences and what
impact this may have on security.

* Relevant science and technology — An understanding of the security implications of the
life sciences and related areas.

¢ Public Policy —~ An undefstanding of the public policy implications in relation to safety
and security from advances and developments within the private industry.

* Risk assessment - An ability to accurately gauge the possible impact of developments in
the life sciences and biotechnology in the context of challenges from naturally occurring
disease and the possible use of biological agents by government or non-government
entities. ‘

Members of the Executive Committee should serve for at least [three] years and for no more
than [two] terms consecutively, unless the AGM agrees otherwise. The AGM will approve
appointments of its members based on the recommendations of the Executive Committee,

The Council and the Executive Committee will be served by a smail permanent Secretariat, The
Secretariat will be headed by a Chief Executive Officer appointed by the Executive Committee.
The Secretariat will be composed of international staff with properly recognised expertise in the
life- sciences, public policy and private industry. The number of staff and specific
responsibilities will be determined by the Executive Committee and subject to approval by the
Council as a whole.

Mechanisms

In addition to the AGMs other mechanisms will be set up on the advice of the Executive
Committee to deliberate over issues pertinent to safeguarding the public and the industry as
determined by members at the AGMs such as multi-stake holder working groups, forums, and
projects, information exchange, and educational activities.




11SS-US CBACI
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03-5501-8222



