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FOREWORD

Within the past decade, many books have been written on the science, profes-
sion, and application of project management. Most organizations have recog-
nized that, regardless of the level of innovation, intellectual property, resources,
and capital, nothing matters without quick, reliable, and effective execution.
Additionally, today we face a new and imposing reality: the need to compete
in a very turbulent and global economy—a situation that will not likely change;
it is the new normal. While this condition may have been aggravated by the
economic recession that began in 2008, the downturn only accelerated the
inevitable. Globalization of world markets, a shift in wealth and economic
power, political instability, natural resource constraints, expanded and diverse
supply chains, and accelerated technological advancements are but a handful
of influences that will directly or indirectly impact businesses for the foresee-
able future. Our new normal requires organizations to be globally insightful,
innovative, flexible, and extraordinarily responsive to new and better informa-
tion that may impact business or strategy. Organizations will need to create
cultures that thrive on uncertainty and rapidly changing competitive scenarios.
As stated in Philip Kotler and John A. Caslione’s recently published book,
Chaotics: The Business of Managing and Marketing in the Age of Turbulence,
“The economic downturn is part of a continuous oscillating Age of Turbulence,
where both risk and opportunity are quickly felt around the world, now inexo-
rably linked by globalism and technology. It’s a world that chews up the
unprepared, but rewards the prepared—those robust companies that have the
ability to quickly anticipate and effectively respond to potential threats.”'
Complex, highly regulated industries with globally dispersed organizational
structures will face an unprecedented challenge to synchronize efforts to elicit
the greatest benefit from its talent pool and produce better, sustainable results
faster than ever. Synchronization is the process and cultural tendency by
which organizations endeavor to drive collaboration and knowledge-sharing
among internal cross-functional groups, while maintaining functional focus,

'Kotler, Philip and Caslione, John A. (2009). New York, Chaotics: The Business of Managing and
Marketing in the Age of Turbulence, Book jacket.
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innovation, and continuous improvement. Ironically enough, high performing
functional organizations often tend to misuse internal competition to motivate
functional members at the expense of overall organizational performance. The
sensibility of synchronization is intuitively obvious. Notwithstanding, many
companies continue to operate with models and cultures that are hindered by
silos that continue to measure performance and contributions within the ref-
erenced functional borders. The ability of organizations to establish and main-
tainfunctional excellence while creatingeven greater functionalsynchronization
is essential if organizations expect to capitalize on their capabilities while
evolving an agility to maneuver quickly and effectively.

This book, Pharmaceutical and Biomedical Project Management in a
Changing Global Environment, focuses on one of the most complex industries
on this planet ... an industry designed to provide unparalleled benefits to
mankind. It is also an industry that is fraught with extraordinary risks, regula-
tory controls, and fierce competition, yet offers great financial and humanitar-
ian opportunities. This book examines the progressive role of professional
project management and its impact as viewed through the eyes of several
industry leaders who have personally experienced the trials and tribulations
associated with prioritizing and managing portfolios designed to rapidly move
from innovative research to discovery to commercialization in a complex and
shrinking world.

With diverse operating companies spread across the globe and an increas-
ing number of mergers and acquisitions, many life sciences companies have
learned to create synchronicity among a myriad of cross-functional teams
whose goals are to drive innovation from the labyrinth of laboratories, alli-
ances, suppliers, and regulators, to medical professionals and consumers across
broad and diverse markets. The coincidental evolution of professional project
management has provided a methodology to convert the forces of turbulence
into productive energy and measurable results.

We thank the brilliant and extraordinarily busy individuals who agreed to
collaborate with Integrated Project Management Company, Inc. (IPM) team
members to make this book possible. It is our hope that the experiences shared
within this text either reinforce an understanding or establish a new-found
perspective on the impact that process, discipline, and leadership, delivered
through professional project management competency, can have on an orga-
nization’s ability to sustain and thrive in both good and difficult economic
times.

Founder and CEO C. RicHARD PaNIico
Integrated Project Management Company, Inc.



PREFACE

The development and support of biomedical products has always been a com-
plex challenge because of the very stringent requirements for quality, patient
safety, product efficacy, and regulatory compliance. Hundreds of professionals
are needed to take a promising technology and product concept through a
successful launch, and then support the product throughout its lifecycle.
Thousands of activities and deliverables must occur in the right sequence.
Companies continually strive to reduce the costs of creating novel products
and speed their entry into the marketplace, while maintaining requisite high
quality standards. However, the best technologies and product concepts will
not reach the marketplace without effective, efficient management of the
development process and outstanding execution of well-designed plans.

This book is part of Integrated Project Management Company, Inc.’s (IPM)
continual efforts to advance the project management discipline in biomedical
industries (BMIs). The goal of this volume is to describe the significant impact
that professional project management has made on developing and supporting
these highly technical, regulated, lifesaving products. We have seen its positive
effect on catalyzing organizations’ capabilities, improving synergy, accelerating
execution, and assuring delivery of efficacious products to the market, both
quickly and cost effectively. The intent of this book is to provide an educational
source that can be referenced by industry leaders, project managers, and deci-
sion makers to improve the application of project management tools and
approaches on the challenging problems faced by their companies. Students
of the biomedical industry and project management will also find this a valu-
able reference.

The biomedical industry thrives only through true innovation and continu-
ally adapting to the moving boundaries imposed by breakthrough technologies.
Each new product can require significant process changes from earlier ones.
Globalization, changing regulatory requirements, continual quality improve-
ments, and ever-changing competition define the rapidly evolving BMI land-
scape. Teams must reinvent their processes as the environment evolves. Change
management has become a critical core competency for project success that
managers must master. These are but a few of the forces that must be controlled
and harnessed by project teams.

xi
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The book discusses the application of BMI project management in as many
settings as possible. Authors were invited from across the BMI landscape to
share their practical experiences and approaches, which have been tested in
many different organizations. These expert contributors come from pharma-
ceutical, medical device, biotechnology, venture capital, consulting, and non-
profit organizations, with a wealth of experience from dozens of companies.
They come from large, long-established, multi-national companies and small
start-ups. Their expertise covers most functional disciplines involved in manag-
ing BMI enterprises and provides a very broad yet detailed understanding of
the challenges and solutions faced by this industry. The authors have selected
concepts, ideas, and examples that provide a framework for understanding the
use of project management tools for achieving superior results. The insights
they share are best practice solutions that have been tested in the real world
and proven to be successful.

Writing this book in many ways paralleled the process and characteristics
of the BMI projects that are described in it. It required a highly cross-func-
tional team of experts focused on delivering a well-defined product. This
virtual alliance team was geographically dispersed throughout the United
States and Europe. The design goals for the product components (chapters)
needed to be clearly communicated. Process stage gates helped focus team
member energy and the timely delivery of the prototypes (chapter drafts).
Risk management was used to accommodate necessary changes that inevitably
occur.

The topics discussed here cover many of the key challenges involved in
making BMI products. The authors have shared their seasoned expertise to
prepare this composite view of achieving project excellence. We hope this
volume provides leaders, practitioners, management, and students of BMI a
valuable guide to the application of project management in these industries.

Senior Project Manager Scotrt D. BABLER
Integrated Project Management Company, Inc. MA MBA PMP CSSBB
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