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The Context of Clinical Research:
Challenges and Opportunities

“I have always known, that
At last, | would take this road,
But yesterday, | did not know,
That it would be today.”

- Narihira, 1000 years ago

 Human beings have long hoped and believed that at some point
we would unlock the mysteries of how life works; we are almost
overwhelmed to be living in the time when we are beginning to do
just that.
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The Context of Clinical Research:
Challenges and Opportunities

* In this era, many scientific discoveries and highly innovative life-
saving and enhancing therapeutics are developed through
biomedical research involving human volunteers.

» Over the past two years, Newsweek magazine coverage has
llustrated that medicine is changing because of the Human
Genome Project and other scientific and technological advances
at academic medical centers, biomedical companies and research
organizations in the U.S. and abroad.
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The Next New Thing

A revolution in genetic research is targeting treatments to patients’ unigue
characteristics. It can mean the difference between life and death. By Sharon Begley
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the 0.3 percent of the population—
onie person in 00— that carrics d
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fnuned inonty M percent of hreast cancers.

“ HEWaWLnE JUNE 35. 2601

©2001 Newsweek



NExtHTOn

New technology will help you monitor
your health, treat yvour phobias,
screen your blood, check your moles
and scope out your system. A sampler:
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The Context of Clinical Research:
Challenges and Opportunities

» As with every scientific and technological breakthrough, it is not just the
discovery itself that is important, but how we use it.

» The stakes are even higher now, as unlocking the genetic codes for

human beings and other species empowers us to rethink who we are and
to change both ourselves and our environment.

» Given the qift of this great opportunity to alleviate suffering and improve
the human condition, we must rise to the challenge of conducting our
research—and especially our clinical research involving human

participants—in accordance with the highest ethical and scientific
principles.
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The Context of Clinical Research:
Challenges and Opportunities

« We must embrace and adhere rigorously to best practices
performance standards in medical research. This is essential to
ensure scientific outcomes that can be translated into better
medicine. It also is essential to maintain and enhance public
trust, the backbone of continued progress.

This session will explore why quality clinical research and
development in academic medical centers is and must be
regarded as a business-value proposition. Academic leaders,
public and private research investors, research outcomes users

(e.g., Big Pharma), regulators and the general public no longer
will accept anything less.
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The Context of Clinical Research:
Challenges and Opportunities

Reviewing the Basics: It's a New Era in Medical Research

Expansion in our scientific knowledge base, with associated
progress in biomedical and life sciences research and
applications.

Greater availability of intellectual and financial capital devoted to
biomedical and life sciences research and development.

Intellectual property has become a primary means through which

research developments are recognized as advances, used in
further research and translated into downstream applications.

A

APt

Highly publicized research compliance failures at leading
academic medical centers have threatened public trust in and
support for clinical research.
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The Context of Clinical Research:
Challenges and Opportunities

Reviewing the Basics: It's a New Era in Clinical Research (Continued)

» Federal officials have stepped up oversight and enforcement, and
are endorsing a new research paradigm that emphasizes risk
management and voluntary accreditation benchmarked to stricter
standards.

Increased exposure to civil and class-action litigation stemming
from regulatory compliance failures during both R&D and post-
approval marketing.

A

APt

Need for an integrated systems approach to measuring,
monitoring, improving and reporting compliance to public and
private research investors, research outcomes users, regulators
and other stakeholders.

TR
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The Context of Clinical Research:
Challenges and Opportunities

Keys to Research Success in this New Environment:
 Funding

e Publications
e Patents

Levers:

« Fear of Enforcement and its Consequences.

« Potential Organization and Intellectual Property Value
Enhancements.
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The Context of Clinical Research:
Challenges and Opportunities

A New Era Requires a New Way of Thinking About Research Compliance:

A

APt

TR

Current State: Primary goal of compliance is avoidance of

enforcement by managing and minimizing compliance compromises
and failures;

Better State: Primary goal of compliance becomes organization
enhancement through compliance linked to best practices

performance standards, with enforcement avoidance as an integral
result.

THE BOTTOM LINE: Research projects and outcomes must be
regarded as “investment grade,” worthy of funding, patents and
publications. The market will demand documented excellence
across the board. “Getting by” no longer makes the grade, whether
In the private sector or at academic medical centers.
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The Context of Clinical Research:

Challenges and Opportunities
Current State
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The Context of Clinical Research:

Challenges and Opportunities
Better State
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The Context of Clinical Research:
Challenges and Opportunities

Benefits and Payoffs:

More prestigious, attractive and secure research environments for
public and private research sponsors.

Improved organization performance.

Ability to document and demonstrate research and development

compliance to government grant-making and regulatory agencies,
research outcomes users, the investment community and the
general public.

A

APt

Proactive self-protection against the expansion of anti-fraud and

abuse regulatory initiatives into biomedical and life sciences
research and development.
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The Context of Clinical Research:
Challenges and Opportunities

Benefits and Payoffs (Continued):

Assurance that scientific insights and discoveries of enormous
therapeutic potential and market value are identified rather than
missed or lost during the research process.

AND...

Ability to identify, protect, better value and leverage quality

academic research in leading intellectual and commercial capital
marketplaces.
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