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Over 600 industry executives at
the 2003 event!

Visit Our Exhibit Hall Free!
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•  Facilitate process improvements through results-
focused, workshop-style dialog

•  Maximize the CRO role in delivering productivity, quality
and on-time efficiencies

•  Acquire take-away tools, templates, strategies, and
practical advice from seasoned experts

•  Benchmark best practices with industry peers in both
clinical and outsourcing groups

•  Take a balanced partnerships approach to addressing
and solving process-oriented challenges

•  Learn how to creatively differentiate your competitive
advantages in an arena moving toward standardization

•  Gain recognition for your critical role in outsourced
clinical development projects 

•  Meet and learn from current and potential clients,
customers and partners in a relaxed atmosphere

Featured Strategic Presentations from:

2004 Senior Executive Panel  Led by:

Plus:
•  Completely revised, international speaking faculty
•  Six pre-event workshops 
•  Five concurrent tracks daily
•  Comprehensive, interactive panel discussions
•  Additional time set aside for business development meetings
•  Expanded exhibit hall offerings
•  Outstanding networking opportunities 
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Recognizing Clinical Development Outsourcing
Professionals for over 12 Years

THE 13TH ANNUAL PARTNERSHIPS ADVISORY BOARD
We are proud to be working closely with an advisory board of outsourcing experts. Their insight and recommendations, together with the feedback and suggestions we have collected from
you, our audience, have translated into a 2004 program that challenges existing processes and inspires you to achieve partnerships that will propel your projects to success.

Janet L. Brennan 
Chief Operating Officer, 
RPS (RESEARCH PHARMACEUTICAL
SERVICES, INC.)

Jeremy Chadwick, PhD
Vice President, Drug Evaluation Operations,
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William F. Colman, PMP 
Director, Sourcing Group, Acting Head, Global
Clinical Outsourcing, Acting Global Account
Manager, US Drug Development,
ASTRAZENECA

Cindy Kearney
Director, Alliance Strategy Clinical Research,
JOHNSON & JOHNSON

Dr. R. Adrian Otte, MB, BCH, FFPM 
Senior Vice President, Worldwide
Development Operations, 
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Charleen Pagel Jue 
Director of Clinical Operations, 
OSI PHARMACEUTICALS

Holly Jerome 
Senior Manager, Marketing Communications, 
COVANCE INC.

Gena Reed 
Executive Vice President, 
PARAGON BIOMEDICAL

Paul Spreen 
Vice President, CDS National Sales, 
QUINTILES

Sue Stempien, MBA, CPM 
Senior Manager, Head, Clinical Outsourcing,
GENENTECH, INC.

James E. Taylor 
Global Head of Outsourcing Drug Innovation
and Approval, 
AVENTIS

Pamela Wohlberg 
Senior Director, Regional Head Contracts and
Outsourcing, 
PFIZER
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Dear Pharmaceutical Professional,

Welcome to the 13th annual Partnerships with CROs and Other Outsourcing
Providers event, the leading US pharmaceutical industry gathering on outsourcing and
the development of effective clinical partnerships. Our mission is to present best
practices on creating, managing and sustaining clinical outsourcing partnerships that
enable more efficient and safe trials, leading to the availability of new life-saving and life-
extending therapeutics. Partnerships is a knowledge-led networking forum where senior
professionals from outsourcing and clinical groups from pharmaceutical and biotech
companies, CROs and niche providers and investigative sites meet to build stronger
ties and improve partnerships.

2004 KEYNOTE ADDRESSES

Changing the Paradigm of R & D through a Breakthrough Partnership, presented by
Christopher C. Gallen, MD, PhD. Vice President and Chief of Operations, Wyeth Research
and David Boath, Partner, Health & Life Sciences, Accenture

The Partnering Paradigm Advances: Delivering on Pharma’s Promise, presented
by Dennis Gillings, PhD, Chairman and CEO, Quintiles Transnational

Enhancing Partnership Opportunities through New Levels of Customer Service,
presented by Renu Gupta, MD, Senior Vice President, Development, Antigenics, Inc.

2004 SENIOR EXECUTIVE KEYNOTE PANEL

Strategic Insights into the Evolution of Outsourcing in Clinical Development

Moderated by Stuart Kliman, Partner, Vantage Partners, this keynote panel brings
together two of the top five global CROs, a large pharma and a biotech company to
present a provocative look at current outsourcing strategy. Hear insights from James A.
Bannon, PharmD, Corporate Senior Vice President and President, Late Stage Clinical
Services, Covance Inc.; John Climax, PhD, Executive Chairman, ICON Clinical
Research; Dr. R. Adrian Otte, MB, BCH, FFPM, Senior Vice President, Worldwide
Development Operations, Pfizer Global Research & Development; and Jeremy G.
Chadwick, PhD, Vice President, Drug Evaluation Operations, Drug Evaluation &
Approval (DEA); Vertex Pharmaceuticals, Inc.

2004 BEST PRACTICE SPOTLIGHT

Lessons Learned from Outsourcing Experts in other Industries

Moderated by James Taylor, Global Head of Outsourcing, Drug Innovation and
Approval, Aventis Pharma, other industries that share pharma’s R & D or regulated
characteristics team up to demonstrate business process improvements, transferable
to pharma. Learn leading practices from Vicki Crisp, Head, Vehicle Analysis Branch,
Langley Research Center, NASA; and Geoff Jue, Global Solutions Offering Executive,
IBM Global Energy and Utilities Industry, and more.

2004 PULSE OF PHARMA’S USE OF CROS

What Does Pharma Value in the CRO Industry: A Roundtable Discussion Among
Seasoned Outsourcing Experts

Participate in a discussion with a group of veteran outsourcing professionals from Pfizer
Global R & D, GlaxoSmithKline, Inspire Pharmaceuticals and more to debate the type
of short and long- term value contributed by CROs and how these perceptions impact
your partnerships.

2004 EYE ON THE FUTURE

Transforming the Pharmaceutical/Life Sciences Entity: An In-Depth Overview of
"Pharma 2010 – The Threshold of Innovation," presented by Sam Barnett, EdD,
Americas Lead Partner, Life Sciences/Pharmaceuticals, IBM Business Consulting Services

WHAT YOUR EVENT EXPERIENCE INCLUDES

We understand that you attend annually to gain practical knowledge, recognize and
share your sponsor/provider team successes and identify and bridge the disconnects
that prevent your relationships from yielding the best possible results. As we enter our
13th year, our goal is to take even greater strides towards operational excellence in
clinical outsourcing. 

2004 Pre-Event Workshops

B1: Efficient Problem-Solving in an Outsourced Project: Design Your Own Workshop 

B2: Provider Selection and the RFP Process 

B3: Outsourcing Phase IV and other Late Phase Studies

B4: Creating and Customizing Cost Models for CRO Contracts

B5: Establishing the Outsourcing Function in Your Company: Strategy & Operations

B6: Senior Forum on Sponsor/CRO Partnerships: Examining Strategic Opportunities to
Take Partnering to the Next Level

New Concurrent Tracks in 2004 for Customized Information-Gathering

Track A: Outsourcing Globally for International Trials

Track B: Optimizing Outsourcing Contracts and Budgets

Track C: E-Clinical Initiatives in Outsourcing Clinical Development

Track D: Maximizing Relationships with Investigative Sites

Track E: Measuring and Managing the Outsourced Relationship 

Varied and Non-Traditional Value-Added Learning Opportunities

This is your opportunity to spend three days learning, collaborating and networking
on ways to facilitate positive change and shared expectations and goals through:

Panel and Group Discussions: We understand the importance of presenting many
perspectives on the issues, so most sessions are addressed by three or more topic
leaders.

Interactive Voting: Cast your anonymous vote on a series of timely questions and
learn the collective views of your peers in real time. Gain a valuable resource after the
event by downloading survey results from the Partnerships website. 

Lunch and Learn Roundtables: If you prefer to share your input in a more informal,
relaxed setting, opt to participate in optional, moderated lunch table discussions.
Interact at your own comfort level, and make sure your voice is heard.

Networking Breaks and Receptions: Effective partnerships are furthered by
extending the relationship formally, through well strategized business objectives, and
informally, through handshakes and conversations had over refreshments with your
project teams and potential new partners. 

We invite you to take this opportunity to review the agenda for 2004. We plan to
meet and exceed your expectations with a comprehensive program, topic choices, and
a 40% larger speaking faculty to give you access to key outsourcing leaders,
influencers and decision-makers. Join us April 26-28, 2004 in Orlando. We look
forward to partnering with you. 

Sincerely yours,

Pam Sobotka, Event Director
13th Annual Partnerships

To Register     Call  888.670.8200     Fax  941.365.2507



•  Choice of either a half day or full day of
workshops

•  Keynote presentations

•  Plenary as well as concurrent tracks

•  Exhibit hall admission

•  Interactive panel discussions

•  Interactive Voting Session

•  Refreshments and luncheons

•  Networking refreshment breaks

•  Private area for partnering meetings

•  Evening receptions

•  Documentation including speaker
presentations and handouts

•  A comprehensive array of companies who
can meet your outsourcing needs, under
one roof

•  Many provider companies new to the
Partnerships exhibit floor

•  The opportunity to discover new
companies, product offerings, service
providers and partnership strategies

•  Private areas for project development
meetings

•  A relaxed environment for the exchange of
knowledge and business cards

•  Internet stations in our E-Business Center

•  Massage chairs in our Relaxation Center

•  The Partnerships News Stand, a
collection of pertinent industry magazines
and journals

•  Coffee, refreshments, and luncheons

•  Receptions and entertainment

The 13th Annual
Partnerships with CROs
event is pleased to welcome
the Project Management

for Pharmaceuticals conference, co-presented with The Project Management
Institute’s Pharmaceutical SIG as their first annual meeting independent of the
annual PMI Congress. For details, visit www.iirusa.com/projectmanagement

The mission of this conference is to further project management in the
pharmaceutical, biotech and CRO industries by providing best practices
approaches to managing time, resources and budgets. Cross-functional project
management strategies, tools and techniques are addressed.

If you are attending Partnerships and wish to send a project management
colleague to the co-located Project Management for Pharmaceuticals
conference, your colleague will receive 15% off registration fees.

MONDAY

April 26, 2004 

5:00 – 6:30
Opening Reception

TUESDAY

April 27, 2004

7:00 – 8:00
10:00 – 10:45
1:00 – 2:00
3:45 – 4:30

WEDNESDAY 

April 28, 2004

7:45 – 8:15
10:00 – 10:45
12:30 – 1:30 
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and Concurrent Sessions 8-12
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Event Exhibitors and Additional Supporting Organizations 13-14
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The 13th Annual Partnerships
is specifically designed for
senior level professionals at:
Pharmaceutical and biotechnology companies in the following
departments: 
Clinical R & D
Clinical Operations
Outsourcing
Global Outsourcing and Procurement
Strategic Sourcing
Strategic Planning
Project Management/Planning
Contract Administration
Finance/Accounting/Budgets
Clinical Site Management
Patient Recruitment
Legal Affairs
Business Development
Medical/Scientific Affairs
Clinical Affairs
Data Management
Regulatory Affairs
Biostatistics
Purchasing
Pre-Clinical Development
Quality Assurance/Control

Outsourcing Providers in the following departments:
Business Development
Sales & Marketing
Market Research
Strategy
Client Relations
Analytical Services
Operations
Tools and Technology
Internet Development
Privacy Officers
Corporate Communications

The event is also relevant to the following markets who have
a stake in clinical development partnerships:
Clinical Research Associates and Investigators
Clinical Sites
Data Management and Computer Software Vendors
E-Technology Providers
Outsourcing Consultants

P R I M E  E X H I B I T  H O U R S :

*Exhibit hours are subject to change

Interested in exhibiting? Contact Casey Greenzweig at 212-661-3500 ext. 3057; email
cgreenzweig@iirusa.com. 

Y O U R  F U L L  R E G I S T R AT I O N  I N C L U D E S :

O U R  E X H I B I T  H A L L  B R I N G S  Y O U :
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Free Exhibit Hall 
Passes Available

See page 15 for Details

Project Management 
for Pharmaceuticals
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EVENT-AT-A-GLANCE

To Register     Call  888.670.8200     Fax  941.365.2507

TRACK A: 
Outsourcing Globally for 
International Trials

TRACK B
Optimizing Outsourcing Contracts
and Budgets

TRACK C
E-Clinical Initiatives in Outsourcing
Clinical Development

TRACK D
Maximizing Relationships with
Investigative Sites 

TRACK E
Measuring and Managing the
Outsourced Relationship

Concurrent Tracks

2:00

3:00

Hot Topics for Conducting Trials
in Key Geographical Regions
Barbara J. Geiger, President and
Clinical Director
CLINICAL RESEARCH
MANAGEMENT SERVICES, INC.
Sue Tremlett
ROCHE (invited)
Robert Teoh, VP of Asia
PPD PHARMA (invited)
Maria Fernandez Freire, Director
THYWILL LATIN SOLUTIONS

How Much Oversight Should an
Outsourced Trial Have?
Charleen Pagel Jue, Director,
Clinical Operations
OSI PHARMACEUTICALS
Bruno Gagnon, Director, Clinical
Operations
CHIRON CORPORATION
Jim Powers, 
Executive Vice President, 
PRA INTERNATIONAL, INC.

Optimizing EDC: Build It, Buy It
or Outsource It?
Bruce L. Maloff, PhD, Chief
Clinical Officer
LIFETREE TECHNOLOGY & FFF
ENTERPRISES
Michael Fauntleroy, Director for
Electronic Submissions
US FDA-CBER
David Detoro, Senior Director,
Clinical Data Management
SCHERING-PLOUGH
RESEARCH INSTITUTE
James R. Weston, Vice President,
Corporate and Regulatory
Strategy, Managing Director
CATO RESEARCH

Changing the Site Paradigm and
Improving Performance
Robert J. Davie, PhD, Vice
President Service Delivery Europe
COVANCE INC.
Janis Witzleb, Contracts Manager
WYETH RESEARCH 
Sandra S. Vose, Director, Clinical
Operations, Regional Monitoring
Services, NA
COVANCE INC.
SallyAnn Crann, Director, Clinical
Affairs
RPS

Optimizing Relationships in a
Therapeutically Focused
Environment: Current Trends
and Challenges 
Thomas G. Schlagheck, PhD, Vice
President, Clinical Operations
ENDO PHARMACEUTICALS
Jennifer Harris, PharmD, Clinical
Pharmacology and Discovery
Medicine, Oncology
GLAXOSMITHKLINE
Kari Leonard, PhD, 
Senior Program Manager
INC PEDIATRICS
Julianne Hull, Director, Clinical
Data Management Outsourcing
WYETH PHARMACEUTICALS
Anne Wiles, President
DATA SPECTRUM

Critical Success Factors when
Working with Geographically
Focused CROs
Gena H. Reed, Executive Vice
President
PARAGON BIOMEDICAL
Pawel Dyras, MD, PhD, Vice
President
CLINTEC INTERNATIONAL
Debra Echlin, Program Director
ABBOTT LABORATORIES
Rebecca McMillian, VP, Strategic
Development
PARAGON BIOMEDICAL

Increasing Efficiencies around
Contract Negotiation and
Change Order Amendments
Holly B. Kooyman, ND, Associate
Director Clinical Operations
NPS PHARMACEUTICALS, INC.
and President
PHARMACEUTICAL
DEVELOPMENT PARTNERS, LC
Nathan Ternus, Senior Contracts
and Outsourcing Associate
NPS PHARMACEUTICALS, INC.
Francis Wouters, PhD, DDS,
Senior Director of Business
Development
PHARMANET, LLC
Tara Fitzgerald, Vice-President,
Operations
PHARMDATA. INC.

Preparing an IT Infrastructure
for Optimal Global Logistics
Management
Robert Oyler, Exec - Information
Technology Services for
Healthcare
IBM LIFE SCIENCES
Rob Goodwin, Director of Clinical
Operations Strategy, Worldwide
Development
PFIZER GLOBAL R & D

Overcoming Recruitment
Hurdles in Challenging
Therapeutic Areas
Gina M. Zappolo, Director,
Strategic Operations
RPS (RESEARCH
PHARMACEUTICAL
SERVICES, INC.)
Sue Hocker, VP and General
Manager of Patient and Clinical
Communications
PAREXEL MEDICAL MARKETING
SERVICES
Additional panelists to be
announced

Managing the Highest Level,
Long-Term Relationship to Meet
your Strategic Goals
Patrick Phillips, Head, Global
Supplier and Governance
GLAXOSMITHKLINE
Harris Koffer, VP Clinical Trials
and Pharma Business
Development 
QUEST DIAGNOSTICS

Sunday, April 25, 2004
5:00 – 6:00 Beat the rush: Pre-registration

Monday, April 26, 2004
FULL-DAY PRE-CONFERENCE WORKSHOPS
7:30 Workshop Registration and Morning Coffee
8:30 – 5:00 Efficient Problem-Solving in an Outsourced Project: Design Your Own Workshop

John R. Vogel, PhD, Drug Development Consultant, JOHN R. VOGEL ASSOCIATES, INC.
Meryl Wiernick, Associate Director, Strategic Sourcing and Procurement, AMGEN
Jim Powers, Executive Vice President, PRA INTERNATIONAL

8:30 – 5:00 Provider Selection and the RFP Process
Holly B. Kooyman, ND, Associate Director Clinical Operations, NPS PHARMACEUTICALS, INC. 
Martin (Jay) Joyce, MBA, CPM, Senior Purchasing Manager, Health Care Global R & D Purchases, PROCTOR & GAMBLE PHARMACEUTICALS, INC. (Invited)
Dennis J. LaCroix, JD, Director and Senior Counsel, Clinical Contracts and Vendor Management, GENZYME
Carolyn Saffer, Contracts Manager, GENZYME
Ralph Munyan, Principal, PHARMAMEDIATION, INC.
Scot Stubenhofer, Principal, PHARMAMEDIATION, INC.
Janet L. Brennan, Chief Operating Officer, RESEARCHPHARMACEUTICALSERVICES, INC.

MORNING HALF-DAY PRE-CONFERENCE WORKSHOPS
7:30 Workshop Registration and Morning Coffee
8:30 – 12:00 Outsourcing Phase IV and Other Last Phase Studies

For presenters, visit www.cropartners.com
8:30 – 12:00 Creating and Customizing Cost Models for CRO Contracts

Gil Price, MD, CEO, CONGRESSIONAL PHARMACEUTICALS, INC.
John Buerger, Clinical Business Manager, ICOS CORPORATION
Barbara Birch, Director of Clinical Business Development, STATPROBE, INC.

12:00 Luncheon for Delegates Attending both Morning and Afternoon Workshops
AFTERNOON HALF-DAY PRE-CONFERENCE WORKSHOPS
12:00 Workshop Registration
1:00 – 5:00 Establishing the Outsourcing Function in Your Company: Strategy and Operations

Sue Stempien, Senior Manager, Head, Clinical Outsourcing, GENENTECH
David Gillogly, Director, Clinical Operations, TAP PHARMACEUTICAL PRODUCTS
Warren Myers, Director, Medical Research, Department Head, Outsourcing and Contract Administration, AMGEN
Madeline Miller DVM, Director, Medical Affairs Operations, GILEAD SCIENCES, INC.

1:00 – 5:00 Senior Forum on Sponsor/CRO Partnerships: Examining Strategic Opportunities to Take Partnering to the Next Level
Steven Whittaker, Director of Project Management Excellence, ELI LILLY AND COMPANY
Steven Chmielewski, Manager of Clinical Project Sourcing, Project Management Excellence, ELI LILLY AND COMPANY
Michael Arlotto, Senior Vice President of Project Management, QUINTILES CLINICAL DEVELOPMENT SERVICES

5:00 - 6:30 Grand Opening of Exhibit Hall Welcoming Reception

Tuesday, April 27, 2004
7:00 Main Conference Registration and Welcoming Breakfast Buffet, Hosted by COVANCE INC.
8:00 Chairpersons’ Welcome
8:30 K E Y N O T E  A D D R E S S

Changing the Paradigm of R & D through a Breakthrough Partnership
Christopher C. Gallen, MD, PhD, Vice President and Chief of Operations, WYETH RESEARCH
David Boath, Partner, Health & Life Sciences, ACCENTURE

9:15 K E Y N O T E  A D D R E S S
The Partnering Paradigm Advances: Delivering on Pharma’s Promise
Dennis Gillings, PhD, Chairman and CEO, QUINTILES TRANSNATIONAL

10:00 – 10:45 Refreshment and Networking Break, Opportunity to Visit Exhibit Hall
10:45 S E N I O R E X E C U T I V E K E Y N O T E P A N E L

Strategic Insights on the Evolution of Outsourcing in Clinical Development
Stuart Kliman, Partner, VANTAGE PARTNERS
James A. Bannon, PharmD, Corporate Senior Vice President and President, Late Stage Clinical Services, COVANCE INC
John Climax, PhD, Executive Chairman, ICON CLINICAL RESEARCH
Dr. R. Adrian Otte, MB, BCH, FFPM, Senior Vice President, Worldwide Development Operations, PFIZER GLOBAL RESEARCH & DEVELOPMENT
Jeremy G. Chadwick, PhD, Vice President, Drug Evaluation Operations, Drug Evaluation & Approval (DEA), VERTEX PHARMACEUTICALS, INC.

11:45 INTERACTIVE VOTING TOWN MEETING
Michael Minor, VP, Regional Operations, ICON CLINICAL RESEARCH
Mark Sanders, Associate Director, Outsourcing Operations, PFIZER, INC.
Dan Ernest, Sourcing Associate, ELI LILLY & COMPANY
Jody Fleisig, Global Strategic Account Director, OMNICARE CLINICAL RESEARCH, INC.
Nick Reed, CEO, PARAGON BIOMEDICAL, INC.

1:00 – 2:00 Luncheon in Exhibit Hall, Hosted by PRA INTERNATIONAL
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EVENT-AT-A-GLANCE
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5:30 Close of Day
5:30 – 7:00 Evening Reception, Hosted by Paragon Biomedical

TRACK A: 
Outsourcing Globally for 
International Trials

TRACK B
Optimizing Outsourcing Contracts
and Budgets

TRACK C
E-Clinical Initiatives in Outsourcing
Clinical Development

TRACK D
Maximizing Relationships with
Investigative Sites 

TRACK E
Measuring and Managing the
Outsourced Relationship

Concurrent Tracks

1:30

2:30

3:30 Event Concludes

4:30 

3:45 45 Minute Break Hosted by

Wednesday, April 28, 2004
7:45 Morning Coffee in Exhibit Hall
8:15 Chairpersons’ Opening Remarks and Recap of Day One
8:30 FEATURED ADDRESS

Transforming the Pharmaceutical/Life Sciences Entity: An In-Depth Overview of "Pharma 2010 – The Threshold of Innovation"
Sam Barnett, EdD, Americas Lead Partner, Life Sciences/Pharmaceuticals, IBM BUSINESS CONSULTING SERVICES

9:15 K E Y N O T E  A D D R E S S
Enhancing Partnership Opportunities through New Levels of Customer Service
Renu Gupta, MD, Senior Vice President, Development, ANTIGENICS, INC.

10:00 – 10:45 Morning Refreshment Break; Opportunity to Visit Exhibits 
10:45 2004 BEST PRACTICE SPOTLIGHT

Lessons Learned from Outsourcing Experts in other Industries
James Taylor, Global Head of Outsourcing Drug Innovation and Approval, AVENTIS PHARMA
Vicki Crisp, Head, Vehicle Analysis Branch, LANGLEY RESEARCH CENTER, NASA
Geoff Jue, Global Solutions Offering Executive, IBM GLOBAL ENERGY AND UTILITIES INDUSTRY

11:45 2004 PULSE OF PHARMA’S USE OF CROs
What Does Pharma Value in the CRO Industry: A Roundtable Discussion among Seasoned Outsourcing Experts
Peter A. Carberry, MD, MBA, VP, Clinical Trials, JOHNSON & JOHNSON PHARMACEUTICAL R & D
Fred Naids, PhD, Senior Director, Contracts & Outsourcing, Development Operations, PFIZER GLOBAL RESEARCH & DEVELOPMENT
John F. Covin, Head, Global Grants and Contacts, GLAXOSMITHKLINE
Don Kellerman, PharmD, Senior Vice President of Development, INSPIRE PHARMACEUTICALS
Dan Perlman, President and CEO, RPS

12:30 – 1:30 Luncheon and Optional Lunch and Learn Roundtable Sessions
1:30 Exhibit Hall Closes

Selecting, Managing and
Communicating Effectively with
Vendors to Facilitate
International Studies
Rafael Escandon, PhD, MSc,
Senior Director, Clinical
Operations,
CV THERAPUTICS
Additional panelists to be
announced

Managing the Contractual and
Budgetary Challenges of
Outsourcing in a Small Company
Solomon Babani, MBA, Manager,
Finance and Outsourcing, Clinical
Sciences
REGENERON
PHARMACEUTICALS
Jennifer Carver, RN, MBA,
Manager, Clinical Finance and
Outsourcing 
ALLOS THERAPEUTICS
Srilu M. Ravi, MPH, Manager,
DEA Outsourcing and Planning
VERTEX PHARMACEUTICALS
Laurie Tibbets, Associate Director,
Clinical Contract and Finance
GILEAD SCIENCES, INC.
Paulette Wilson, Comptroller
ALLOS THERAPEUTICS

Innovation versus Risk: How
Much Innovation Do We
Embrace?
David Ng, PhD, Vice President of
Data Management/Biostatistics
Consultative Services
PPD DEVELOPMENT
Additional presenters to be
announced

Employing an Innovative
Approach to Successful Patient
Recruitment 
Elaine Richardson, Director,
Internal Medicine Therapeutic
Area
FOREST RESEARCH INSTITUTE
a division of FOREST
LABORATORIES, INC.
Ann Kottcamp, Vice-President
Client Relations
PRP - PHARMACEUTICAL
RESEARCH PLUS

Using Performance Metrics to
Improve Outsourcing and
Evaluate the Success of a
Project
Ed Cannon, Global Account
Manager
ASTRAZENECA LP
Additional panelists to be
announced

Developing Japanese
Pharmaceutical Clinical
Research with Global Affiliates
Presenters to be announced
See www.cropartners.com for
updates

Pros and Cons of Bonuses and
Penalties in Outsourcing
Contracts
Linda Donahoe, Associate
Director, Strategic Resource
Management
BIOGEN IDEC MA, INC.
Lynn McGovern, Senior Manager,
Clinical Procurement
MILLENNIUM
PHARMACEUTICALS
Rick O'Hara, MBA, Senior
Manager, Business Operations 
CENTOCOR, INC. (Invited)
Jonathan Koch, Vice President,
Global Comercial Services
INVERESK

Improving Workflow to Optimize
a Web-Based Clinical Trial
Management System
Lorraine D. Ellis, MS, MBA,
President/CEO
RESEARCH DYNAMICS
CONSULTING GROUP, LTD.
John D. Kofoed, Director,
globalTRIALSTM Management
Solutions
ARIS GLOBAL
Ambrish Mathur, VP Product
Development
ARIS GLOBAL

Managing the Domino Effect:
The Interface of Sponsors, Sites
and Vendors for Study Success  
Audrey Rossow, Senior Clinical
Project Manager, Clinical
Operations
SEPRACOR, INC.
Elizabeth Moench, President
MEDICIGROUP
Dan Ulrey, President and CEO
MIDWEST CLINICAL SUPPORT,
INC. (MCSI)

Leveraging Outsourcing from
Pre-Clinical to Submission
Beverly Dale, Director, Business
Development, Clinical Genomics
Marketing Group, 
ROCHE
Andrew Ginsberg, Managing
Director, The Americas, Clinical
Trials Division
LABCORP

Drivers behind the Decision to
Take Clinical Trials International
Alan Horgan, Group Vice
President of Late Stage
Development
MDS PHARMA SERVICES
William F. Colman, PMP, Director,
Sourcing Group, Acting Head,
Global Clinical Outsourcing, Acting
Global Account Manager, US Drug
Development
ASTRAZENECA LP
Vaila Clements, Vice President of
Corporate Development  
QUINTILES TRANSNATIONAL
John Mills, MD, PhD, Chief
Executive Officer, BIOSTORAGE
TECHNOLOGIES

Resolving Legal Issues, Risks
and Challenges Facing
Sponsors when Contracting
with Service Providers 
Blaine Templeman, Esq., Attorney,
Business and Finance/Biotech
Practice Group
MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO P.C. 
Lyn Rossano, MPH, Vice
President, Clinical Trial Coverages
WILLIS, INC.  
Robyn Philip Norton, Manager of
Medical Affairs, OSI
PHARMACEUTICALS
James Lovett, Corporate Senior
Vice President, General Counsel
and Secretary, COVANCE INC.

Standardizing the Capture,
Measurement and Storage of
Medical Images for Improved
Quality and Efficiency
Mark A. Goldberg, MD
President, PERCEPTIVE
INFORMATICS, INC. 
(A PAREXEL Company)
Max Rosen, MD, MPH, Associate
Professor of Radiology - Harvard
Medical School 
BETH ISRAEL DEACONESS
MEDICAL CENTER

Alternatives to Investigator
Meetings: Can Webcasts and
other Technology Advances Be
More Effective than In-Person
Meetings?
Lisa Laluna, VP of Business
Development
EPHARMALEARNING
Colleen Gorman, Manager of
Clinical Research
PFIZER, INC. 
LuAnn Vanaman, Clinical Study
Leader
ASTRAZENECA
Michael Schwartzman, Senior
Contracts Associate
AVENTIS
Rochelle Suffern, Clinical
Research Manager  
GLAXOSMITHKLINE (invited)

Building and Implementing a
Key Pharma/CRO Relationship
Management System 
Cindy Kearney, Director, Alliance
Strategy Clinical Research
JOHNSON & JOHNSON
Stu Kliman, Partner
VANTAGE PARTNERS

TRACK A: continued TRACK B: continued TRACK C: continued TRACK D: continued TRACK E: continued



UPDATED!
B1: Efficient Problem-Solving in an
Outsourced Project: Design Your
Own Workshop 
Design-Your-Own-Workshop
This hands-on workshop is designed to give
participants real-world experience dealing with typical
problems that occur in outsourced projects. New to
this year’s workshop is the ability for participants to
choose the set of problems they are most interested
in tackling.

The day-long program includes descriptions of first-
hand experiences by workshop leaders, realistic role-
plays, team assignments of case studies, group
discussions, and an opportunity for delegates to
present their own outsourcing problems. Workshop
participants will learn how to recognize red flags,
analyze problems, find solutions, assign
responsibilities, measure outcomes, and measure
follow up actions.

Case study/role-play exercises revolve around the
following types of challenges. Workshop participants

may choose the "problem area" most common to
their day-to-day responsibilities so they can walk
away with actionable strategies for overcoming it: 

Overcoming failure to define scope of
work/expectations

Obtaining a clear definition and understanding of
scope of work 
Properly define expectations from a Sponsor for a
CRO
Overcoming failure to have best practice tools to
generate weekly/monthly reports

Overcoming failure of the communication plan

Resolving difficulty with virtual team collaboration 
Improving what was a lack of communication
from vendors regarding expectations. 
Optimizing roles around issue escalation
Improving meeting timelines on data transfers from
CROs and labs: Who communicates the problem?
How is root cause of the delay discovered? 

Overcoming failure to manage scope change

Tracking and managing out of scope activities 
Responsiveness of vendor in providing 

change orders 
Getting buy in for scope of work, especially during
staff changes

Overcoming inadequate staffing/training

Coping with inexperienced project management
teams and changes in personnel assigned to
project
Effectively managing staff transition 
Beating team turnover early in the project  
Misjudging CRO plans for resource requirements

WORKSHOP LEADERS:

John R. Vogel, PhD, Drug Development Consultant
JOHN R. VOGEL ASSOCIATES, INC. 

Meryl Wiernick, Associate Director, Strategic 
Sourcing and Procurement
AMGEN

Jim Powers, Executive Vice President
PRA INTERNATIONAL

NEW!
B3: Outsourcing Phase IV and other
Late Phase Studies
This workshop illustrates overcoming challenges
associated with outsourcing Phase IIIb and Phase IV

clinical trials including:

Overcoming challenges in conducting late phase
studies and why outsource?
Site evaluation and selection
Collecting and analyzing safety and efficacy data
for market approval and marketing

Phase IV's contribution to risk management
initiatives
Effects of outcomes and pharmacoeconomic
factors 

Workshop faculty to be announced. Visit
www.cropartners.com for updates

6

PRE-CONFERENCE WORKSHOPS

MONDAY, APRIL 26, 2004
The purpose of the Partnerships workshops is to encourage pharmaceutical and biotech professionals to work through a particular subject for a half or whole day to gain
detailed guidance on problem-solving, provider selection, contracting, managing and more. Workshops present quality-driven, in-depth agendas in selected areas of
interest to support professional growth and strengthen project success. The workshop leaders are dedicated, seasoned experts in their topic areas who share their wealth
of experience in an interactive format.

NEW!

B2: Provider Selection and the RFP
Process 
Selecting the right CRO for a clinical trial is a
daunting job. Whether the sponsor has five days, five
weeks or even five months to make their selection,
there is a right way to manage the selection process.
Key deliverables are fewer project risks, faster-
smoother trials, with fewer surprises, while
minimizing unsavory cost-impacts around
unanticipated scope changes. The workshop
examines specific provider selection processes and
the critical role played by the RFP process. Our
workshop leaders interactively address:

Pre-Qualifying your CROs and soliciting lucid,
data rich Requests For Information (RFIs)
Optimizing the number of CROs in the bidding
pool for a project
Standardizing the RFP
Timing the RFP correctly to minimize inefficiency

and friction
Controlling money spent to win a study
Making an effective CRO presentation: What
matters most to sponsors?
Using a knowledge management approach to
selection: A CRO capabilities and metrics
database
Bid grids are standardized, but they may end up
looking very "vanilla"; how do you demonstrate
creativity?
Competitive bid process: Managing the timeline,
the documents and the people 
Metrics to measure your selection process
performance

The workshop also provides a variety of tools,
documents, templates and process maps that can
provide a foundation for an evolving outsourcing
group or can augment even the most robust
collection of tools. The workshop arms the CRO
community with the information necessary to give the
Sponsor what it needs to make an informed
selection. Properly equipped, the CRO gains the high

ground to compete and win more contracts.

WORKSHOP LEADERS:

Holly B. Kooyman, Associate Director Clinical Operations
NPS PHARMACEUTICALS, INC.
President, PHARMACEUTICAL DEVELOPMENT PARTNERS, LC 

Martin (Jay) Joyce, MBA, CPM, Senior Purchasing Manager,
Health Care Global R & D Purchases
PROCTOR & GAMBLE PHARMACEUTICALS, INC. (invited)

Dennis J. LaCroix, JD, Director and Senior Counsel, Clinical
Contracts and Vendor Management
GENZYME

Carolyn Saffer, Contracts Manager
GENZYME

Janet L. Brennan, Chief Operating Officer
RPS (RESEARCH PHARMACEUTICAL SERVICES, INC.)

Ralph Munyan, Principal
PHARMAMEDIATION, INC.

Scot Stubenhofer, Principal
PHARMAMEDIATION, INC.

7:30 Workshop Registration and Morning Coffee

8:30 Workshops B3 and B4 Begin

10:00 30-Minute Break

12:00 End of Workshops
Luncheon for Delegates Attending both Morning and
Afternoon Workshops

FULL-DAY PRE-CONFERENCE WORKSHOPS
7:30 Workshop Registration and Morning Coffee

8:30 Workshops B1 and B2 Begin

10:00 30-Minute Break

12:00–1:00 Luncheon for Delegates and Workshop Leaders

2:30 30-Minute Break

5:00 End of Workshops

MORNING HALF-DAY PRE-CONFERENCE WORKSHOPS

To Register     Call  888.670.8200     Fax  941.365.2507

SUNDAY, APRIL 25, 2004
5:00 – 6:00 pm             Beat the rush --Pre-register for the conference and meet the Partnerships 2004 team 
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PRE-CONFERENCE WORKSHOPS

UPDATED!
B4: Creating and Customizing Cost
Models for CRO Contracts
As outsourcing in the pharmaceutical and
biotechnology industries continues to evolve,
companies have become extremely savvy in
creating and customizing methods to price
outsourced activities. Where are we finding
success? How are we improving the process? This
interactive workshop shares practical experience
with how different costing models are used and
combined in various companies and evaluates
positives and negatives. In response to feedback
from previous attendees, this year’s workshop on
cost model includes more forum discussion and
brainstorming than ever before to create additional
and improved solutions. Short presentations by the
workshop leaders are followed by scenario
exercises and group discussion to ensure a good
balance between lecture and interactive learning. 

Participants learn to apply costing methods based

on specific project needs and receive guidance on
how to develop a customized costing model that
will work for their own organization. Workshop
leaders explore:

How have different companies have applied
various cost models—and with what outcome?
What information and tools are needed?
Is activity based costing or fixed unit pricing right
for all projects?
How and when does a dedicated staffing model
work best?
How are fixed and variable cost elements
incorporated into a unit pricing model?
When do payment schedules really work out as
planned? And why / why not?
What methods have been used successfully to
reduce the burden of change management?

Also covered in greater depth:

Utilizing advance payments, hybrid costing
models and change order mechanisms
Accelerating contract negotiation 

Simplifying the billing transactions without losing
project tracking detail
Making the contract closing process more
efficient
Customizing cost models to suit the project

Workshop leaders present specific tools and
"hands-on" exercises for working with different
costing models.

WORKSHOP LEADERS:

John Buerger, Clinical Business Manager
ICOS CORPORATION

Gil Price, MD, CEO
CONGRESSIONAL PHARMACEUTICALS, INC.

Barbara Birch, Director of Clinical Business Development
STATPROBE, INC.

NEW!
B5: Establishing the Outsourcing
Function in Your Company: Strategy
and Operation
This four-part workshop is presented by industry
outsourcing veterans-professionals who paved the way
in how outsourcing groups are created and maximized.
Learn the fundamental functions and strategies and
how to apply them to your unique organization.
Part I: Rationale behind Creating an
Outsourcing Department

Knowing what you want to accomplish
How to maximize the department's effectiveness
Capitalizing on the unique expertise in the
department, different from clinical reseach

Part II: Creating an Outsourcing Strategy 
Seeking and obtaining input and support from
stakeholders, clients and management 
Defining the strategy based on:
-  Corporate culture: What molecules are

developed wholly in-house? By study phase?
By need? 

-  Not having the resources or expertise in-
house

-  % of R& D budget fixed dollar amount, by

business unit or therapeutic area, by function
-  Types of service providers
-  Types of relationships/collaborations
-  Types of contract? 
Understanding the interface with Corporate
Compliance, Legal, Finance, Purchasing,
Regulatory, non-clinops functions: Is your
strategy in alignment with theirs? 

Part III: Operationalizing the Group
Defining the basic processes to implement 
Roles and responsibilities of any and all functions 
RFI, RFP, Vendor Selection, Contract
Negotiation, Metrics collection, on-study/project
issue resolution, change orders/amendments,
lessons learned 
Providing training to clients, management,
stakeholders in the process 
Maintaining access to decision makers 
Providing the means to obtain feedback from
clients
Providing regular feedback to management 
Ensuring an accurate determination of the
volume of work 
Critically assessing the services you offer and
questioning their value added 
Being open to new ideas and to the possibility
that there are other ways to reach the same goal 

Part IV: Creating and Utilizing Tools 
A process map and SOPs in process 
Standard templates of frequently used
documents: RFIs, RFPs, due diligence checklist,
metrics tracking database 
A process status tracking database 
A service provider/vendor information database 
Appropriate ongoing training on SOPs,
tipsheets, training modules for clients,
stakeholders, outsourcing group
Forums to meet with clients and stakeholders to
inform and share process improvements
Benchmarking efforts with contacts in the industry

WORKSHOP LEADERS:

Madeline Miller DVM, Director, Medical Affairs Operations
GILEAD SCIENCES, INC.

Warren W. Myers, MSTM, Director, Medical Research,
Department Head, Outsourcing and Contract Administration
AMGEN, INC.

David Gillogly, Director, Clinical Operations
TAP PHARMACEUTICAL PRODUCTS, INC.

Sue Stempien, MBA, CPM, Senior Manager, Head, Clinical
Outsourcing 
GENENTECH, INC.

12:00 Workshop Registration 

1:00 Workshops B5 and B6 Begin

2:30 30-Minute Break

5:00 End of Workshops

AFTERNOON HALF-DAY PRE-CONFERENCE WORKSHOPS

NEW!
B6: Senior Forum on Sponsor/CRO
Partnerships: Examining Strategic
Opportunities to Take Partnering to
the Next Level
In theory, as partnerships mature, they proceed from a
tactical, transactional model to a strategic, integrated
relationship that provides increasing value to both
members. In practice, a majority of sponsor / CRO
partnerships proceed only partially through this
continuum and do not deliver the planned or
reciprocal benefits.
This workshop brings together executives and opinion
leaders from the Pharma/CRO industries to discuss
opportunities for stretching partnerships from tactical,
transactional modes of interaction to more fully
integrated or strategic models. This is a highly
participatory workshop where attendees should bring
specific examples within their areas of focus that can
be shared with the group. The workshop is designed
to share information and ideas that could develop a
Sponsor / CRO working group designed to move
Pharma-CRO relationships to more strategic models
of operating. Areas of focus include:

Current “piecemeal” approaches to outsourcing:
Value and limitation of this value when Sponsor /
CRO tactical modes of operations are established.
Additional costs in time and communication when

a project is contracted to several CROs
Who’s managing the project? Project management
competence (or lack thereof) within the Sponsor /
CRO team
Resource redundancy between the Pharma / CRO
team: Positive and negative impacts on project
deliverables and methods to reduce excessive
oversight required by sponsor companies to
manage outsourced projects
Data integration and transfer best practices: What
works well? What does not? Does the
development of standards (such as CDISC data
management standards increase ease of
outsourcing?
Options for pharma companies to outsource entire
capabilities (e.g. data management) across projects
Virtual Clinical Development: Myth, Reality or a Bit
of Both? Bring examples of outsourcing of entire
projects across the value chain (pre-clinical, clinical
(phase I, phase II-III, phase IV), CM&C, toxicology,
PK, etc.) 
The very best projects and relationships between
Sponsor / CRO:  Characteristics and examples
that lead to mutual trust, co-ownership and project
efficiencies
The very worse projects (horror stories) between
Sponsors / CROs:  Characteristics and examples
Moving the Sponsor / CRO relationships
consistently to the ideal strategic level: Is it possible
now and what does or would it take to get there

PREREQUISITES:
Intended participants are Pharma and CRO

executives who have significant experience in
strategic partnerships and leadership of new
outsourcing paradigms. Participants who are
accepted into this workshop should, at a minimum,
possess the following professional characteristics: 

10 years Pharma and/or CRO experience
Director level or above
Able to facilitate, influence or direct change within
their organization as it relates to how Pharma-CRO
business is constructed and managed
Able and willing to share specific experiences
with the group as they relate to the course
description below

WORKSHOP LEADERS:

Steven Whittaker, Director of Project Management Excellence
ELI LILLY AND COMPANY

Steven Chmielewski, Manager of Clinical Project Sourcing,
Project Management Excellence
ELI LILLY AND COMPANY

Michael Arlotto, Senior Vice President of Project Management
QUINTILES CLINICAL DEVELOPMENT SERVICES

5:00 – 6:30 
Grand Opening of Exhibit Hall

Welcoming Reception

Email  register@iirusa.com     Web  www.cropartners.com



TUESDAY, APRIL 27, 2004
7:00 Main Conference Registration and Welcoming Breakfast Buffet, Hosted by 

8:00 Chairpersons’ Welcome

Don Kellerman, PharmD, Senior Vice President, Development, INSPIRE PHARMACEUTICALS

Gena Reed, Executive Vice President, PARAGON BIOMEDICAL

K E Y N O T E  A D D R E S S

8:30 Changing the Paradigm of R & D through a 
Breakthrough Partnership

With Industry pipelines thinning and costs rising, pharmaceutical companies are looking
for ways to boost productivity of innovative drugs.  To meet this challenge, Wyeth
formed a landmark partnership with Accenture to streamline operations and improve
the overall effectiveness of its R & D program. With the drug discovery phase of the
partnership resulting in a 400% rise in productivity, it became time to make similar
improvements in clinical development. Our speakers are spearheading a partnered
business that will manage global clinical data management operations. Its goals are to
reduce cycle time (example, reduce time between last patient, last visit and database
lock by 80%) and reduce contracted costs by more than 30% through effective
partnering while retaining very high quality levels. For the first time, our speakers
present their experience to date in this forum. 

Christopher C. Gallen, MD, PhD, Vice President and Chief of Operations
WYETH RESEARCH

David Boath,

Partner, Health & Life Sciences

ACCENTURE

K E Y N O T E  A D D R E S S
9:15 The Partnering Paradigm Advances:  Delivering on Pharma’s Promise

Today’s pharmaceutical industry faces unprecedented opportunities because of basic
research breakthroughs in the life sciences - from genomics and proteomics to
revolutionary diagnostics and nanotechnologies.  But pharma’s challenges are
escalating as well. The industry faces rising R&D costs, a slowdown in product
introductions and the added cost of implementing new technologies. The question is:
Can pharma deliver on the scientific promise to improve healthcare? Dr. Gillings
believes it can. The solution is in strategic alliances that increase the resources and
efficiencies of drug development.  This is the “Partnering Paradigm” he suggested two
years ago as the basis of the CRO industry’s transition from traditional service provider
to true strategic partner. Today, Dr. Gillings tells the Partnerships audience how Quintiles
is pursuing this vision. Their new partnering model offers financial solutions that support
pharma with dollars, expertise, and research and marketing services. In exchange
Quintiles shares in their partners’ success. Dr. Gillings is staking Quintiles’ future on this

business strategy - which Quintiles pursuing now as a private company -
and believes it will have a significant impact on the evolving pharma/CRO
relationship.

Dennis Gillings, PhD, Chairman and CEO
QUINTILES TRANSNATIONAL

10:00 45-Minute Refreshment and Networking Break; Opportunity to Visit Exhibit Hall 

S E N I O R  E X E C U T I V E  K E Y N O T E  P A N E L  

10:45 Strategic Insights on the Evolution of Outsourcing in Clinical
Development

Senior level executives from two of the top five global CROs, a large pharma and a

small pharma gather to address the following key issues affecting 
today’s partnerships:

Changes in the CRO industry and outsourcing over the years
Defining "strategic" in clinical development outsourcing
The move towards offshore clinical trials in an effort to perform back office
capabilities and find additional patients in regions such as China, Africa and India
The strategic role technology plays in offshore outsourcing
The evolution of outsourcing partnerships into strategic alliances
Is bigger better? A look at pharma and CRO M&A growth

Moderator:

Stuart Kliman, Partner, VANTAGE PARTNERS

Panelists:

James A. Bannon, PharmD

Corporate Senior Vice President and President,
Late Stage Clinical Services

COVANCE INC

John Climax, PhD.

Executive Chairman

ICON CLINICAL RESEARCH

Dr. R. Adrian Otte, MB, BCH, FFPM

Senior Vice President, Worldwide Development Operations

PFIZER GLOBAL RESEARCH & DEVELOPMENT

Jeremy G. Chadwick, PhD

Vice President, Drug Evaluation Operations, Drug Evaluation & Approval (DEA)

VERTEX PHARMACEUTICALS, INC.

11:45 INTERACTIVE VOTING TOWN MEETING
Due to the success of the 2003 Interactive Voting session, our panel has rejoined to
ask a series of questions and thoughtfully comment on survey results. The session is
structured to surface common misperceptions about sponsors and providers and
focus on the issues that limit strategic outsourcing from delivering its full potential. The
Partnerships Interactive Voting questions do not duplicate other industry surveys and
center the dialogue on contemporary challenges in the drug development marketplace.
Take this opportunity to attend this informative session, cast your votes anonymously
and participate in a dynamic, open forum discussion. Goals of the session include:

Sharing eye-opening, cross-functional information with sponsors and providers 
Providing CROs with insights on how to market more effectively to sponsors
Benchmarking best practice outsourcing strategies to identify key success
factors
Providing a conduit and open forum that compels the audience into thought-
provoking, honest conversation
Being a premier source of insider information to relay back to your companies

Moderator:

Michael Minor, VP, Regional Operations, ICON CLINICAL RESEARCH

Panelists:

Mark Sanders, Associate Director, Outsourcing Operations, PFIZER, INC.

Dan Ernest, Sourcing Associate, ELI LILLY & COMPANY

Jody Fleisig, Global Strategic Account Director, OMNICARE CLINICAL RESEARCH, INC.

Nick Reed, CEO, PARAGON BIOMEDICAL, INC.

1:00 – 2:00 Luncheon in Exhibit Hall Sponsored by:
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TRACK A: 
Outsourcing Globally for
International Trials

CHAIRED BY: 
Albert E.Boylan, VP, Acquisitions and
Global Initiatives, RPS

2:00 Hot Topics for
Conducting Trials in Key
Geographical Regions

Drug development in 2004
often requires that we conduct
global trials in order to meet
aggressive timelines and obtain
data that allows us to register
products internationally. As the
pharma industry increasingly
places trials internationally-not
merely regionally-it is important
to understand the challenges
to successfully implementing
global trials, including having
solid business reasons for why
you should place your trials in
specific regions. Our panel of

TRACK B: 
Optimizing Outsourcing
Contracts and Budgets

CHAIRED BY: 
Carol O’Brien, Chief Financial Officer,
PARAGON BIOMEDICAL

SURVEY RESULTS SHARED!

2:00 How Much Oversight
Should an Outsourced Trial
Have?

A calculated level of oversight is
a good investment of time and
resources. This presentation
examines industry trends on
utilizing internal resources in
outsourced clinical trials. One
popular method of providing
oversight is co-monitoring,
defined as the assessment, for
quality control purposes, of a
CRO employee performing the
duties of a site monitor during
the conduce of a clinical trial.
Although co-monitoring is not a

TRACK C: 
E-Clinical Initiatives in
Outsourcing Clinical
Development

FDA PERSPECTIVE!

2:00 Optimizing EDC: Build
It, Buy It or Outsource It? 

This session features a mock
future case study on what
would need to be done today
to an RFP from a sponsor
company to assure that
performance metrics, data
generation, project
management, and adequate
communications between all
participants will indeed
innovate and deliver.
Perspectives from an EDC
provider, a CRO, a Sponsor
and the FDA are shared as to
what elements are needed to
make a trial successful. Insights
are also shared about what
industry analysts look for in
generating success stories. 

TRACK D: 
Maximizing Relationships
with Investigative Sites

2:00 Changing the Site
Paradigm and Improving
Performance

Traditionally, clinical trials have
been managed with a sponsor-
centric focus and the
investigative site treated as a
component of the overall project
plan. This session explores the
benefits of shifting to a site-
centered focus and reaping the
benefits of improved site
performance. Attendees can
expect recommendations to
assist them with:

Identifying the right sites
Understanding site burden
and what can be done to
address their challenges 
Using early site performance
to predict the future

TRACK E: 
Measuring and Managing the
Outsourced Relationship

CHAIRED BY: 
Connie Andrews, Director of Clinical
Operations, MEDIMMUNE, INC.

2:00 Optimizing
Relationships in a
Therapeutically Focused
Environment: Current
Trends and Challenges 
This session explores several
examples of best practices in the
complex areas of CNS, oncology
and pediatrics, comparing and
contrasting lessons learned for
optimal project execution. The
panelists’ unique perspectives
are representative of the phases
of decision-making, selection and
relationship building associated
with a multi-faceted
Sponsor/CRO dynamic.
Emphasis is placed on
demonstrating how specific

To Register     Call  888.670.8200     Fax  941.365.2507



international experts offers their
perspectives on:

Are some regions saturated
with trials thereby impeding
rapid patient recruitment?
How to adapt to specific
country regulations
Transportation and
distribution of study drug
and trial supplies
Advantages and
disadvantages of each key
geographic region
Misconceptions around
cost: Do you save money
by going overseas?

Moderator:

Barbara J. Geiger, President and
Clinical Director
CLINICAL RESEARCH
MANAGEMENT SERVICES, INC.

Panelists:

Sue Tremlett
ROCHE (invited)

Robert Teoh, VP of Asia
PPD PHARMA (invited)

Maria Fernandez Freire, Director
THYWILL LATIN SOLUTIONS

3:00 Critical Success
Factors when Working with
Geographically Focused
CROs 

Many companies have been
using large global CROs to
deliver International clinical trials
with limited success. Learn how
to gain competitive advantages
by working with geographically
focused CROs. Strategic use of
local expertise can guarantee
access to the best quality sites
and patients in the least amount
of time to speed trials to a
successful conclusion. You can
make your global trial a success
by utilizing local expertise for the
best quality work that is
compliant with global and local
ethical and safety regulations. In
this session, local experts share
the advantages of working using
best practices to deliver your
global clinical trials. Learn how
and why these models of
managing global clinical trials
have been able to ensure the
success of numerous clinical
trials-far exceeding expectations.
Included in the discussion are:

Evaluating the suitability of
geographic expertise for
projects
Critical success factors:
Reduction of project
timelines, cost effective,
quality data, ethical, safety
and regulatory compliance,
reliance on local experts,
reduction of time to market
Optimizing geographic
expertise and leveraging
existing relationships
Maximizing sponsor affiliates
Decentralized model
advantages

Moderator:

Gena H. Reed, Executive Vice
President
PARAGON BIOMEDICAL
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regulatory requirement per the
Code of Federal Regulations or
ICH GCP guidelines, most
sponsors require it. Two real-life
scenarios from a "hands on"
sponsor approach to a risk-
management method that
reflects a better utilization of
internal resources are presented.
Results from a 2004 survey that
queried CROs, pharmaceuticals
and biotechs on the number of
FTEs and costs associated with
oversight is shared. 

Charleen Pagel Jue, Director, Clinical
Operations
OSI PHARMACEUTICALS

Bruno Gagnon, Director, Clinical
Operations
CHIRON CORPORATION

Jim Powers, Executive Director
PRA INTERNATIONAL

3:00 Increasing Efficiencies
around Contract Negotiation
and Change Order
Amendments

A streamlined contract
negotiation and change order
process is an obvious, but
often unachieved, goal in a
Sponsor/CRO relationship. The
purpose of this presentation is
to highlight and discuss a
number of key elements
towards increasing efficiencies
around this process, based on
actual recent experiences
encompassing:

Senior management
strategic vision
Delegation and distribution
of responsibilities
Key contractual and
budgetary parameters
Communication
Trust and ethics
Performance metrics and
project management tools

Holly B. Kooyman, ND, Associate
Director Clinical Operations
NPS PHARMACEUTICALS, INC.
and President
PHARMACEUTICAL DEVELOPMENT
PARTNERS, LC

Nathan Ternus, Senior Contracts and
Outsourcing Associate
NPS PHARMACEUTICALS, INC.

Francis Wouters, PhD, DDS, Senior
Director of Business Development
PHARMANET, LLC

Tara Fitzgerald, Vice-President,
Operations
PHARMDATA, INC.

3:45 45-Minute Break 
Hosted by PAREXEL
INTERNATIONAL

4:30 Resolving Legal
Issues, Risks and
Challenges Facing Sponsors
when Contracting with
Service Providers 

This panel explores pertinent
issues, risks and challenges
commonly encountered in
negotiations between sponsors
and providers. Our panelists
analyze and discuss: 

Negotiating strategies for
key issues such as

Moderator:

Bruce L. Maloff, PhD, Chief Clinical
Officer
LIFETREE TECHNOLOGY & FFF
ENTERPRISES

Panelists:

Michael Fauntleroy, Director for
Electronic Submissions
US FDA-CBER

David Detoro, Senior Director,
Clinical Data Management,
SCHERING-PLOUGH RESEARCH
INSTITUTE

James R. Weston, Vice President,
Corporate and Regulatory Strategy,
Managing Director
CATO RESEARCH

3:00 Preparing an IT
Infrastructure for Optimal
Global Logistics
Management 

The purpose of this session is
to illustrate why ease of use, a
well managed roll-out, and a
competent help desk are
essential to successful e-
Clinical deployments. In the
case of EDC, the key is to
minimize the distraction for the
investigators, enabling them to
concentrate on inputting data
rather than wrestling with
technology. This support must
encompass not only the initial
rollout of technology, but also
help desk support for
investigators using the laptop
or Web browser solution. Our
presenters discuss how:

A below-par help desk can
seriously compromise the
success of an e-Clinical
implementation 
Consistent global support is
an essential element of the
successful deployment of e-
Clinical solutions  
Simplicity is required to
foster widespread user
adoption, a critical measure
of success for the sponsor
and CRO  

Robert Oyler, Exec - Information
Technology Services for Healthcare
IBM LIFE SCIENCES

Rob Goodwin, Director of Clinical
Operations Strategy, Worldwide
Development
PFIZER GLOBAL R & D

3:45 45-Minute Break 
Hosted by PAREXEL
INTERNATIONAL

4:30 Standardizing the
Capture, Measurement and
Storage of Medical Images
for Improved Quality and
Efficiency

Medical imaging in clinical trials
continues to grow as a tool for
evaluating the safety and
efficacy of new drugs,
biologics, and devices. Imaging
data can be used to support
regulatory submissions as well
as to inform go/no-go decision-
making. This session discusses
some of the practical aspects
of implementing the imaging
component of clinical trials and
how sponsor organizations and

Robert J. Davie, PhD, Vice President
Service Delivery Europe

COVANCE INC.
Janis Witzleb, Contracts Manager

WYETH RESEARCH 
Sandra S. Vose, Director, Clinical
Operations, Regional Monitoring
Services, NA

COVANCE INC.
SallyAnn Crann, Director, Clinical
Affairs

RPS 

3:00 Overcoming
Recruitment Hurdles in
Challenging Therapeutic
Areas

Our panel addresses key
recruitment challenges that
plague some of the biggest
therapeutic areas---oncology,
CNS and others, where
protocol design issues,
competing trials, unrealistic
enrollment projections and
problems enrolling difficult
populations all impact the
success of your efforts. In
addition to these key concerns,
our panel addresses

Innovative strategies for
enrollment
Overcoming barriers to
recruitment and retention
Competing for the limited
number of patients
Ethical/IRB issues 
Panelists include:

Gina M. Zappolo, Director,
Strategic Operations
RPS (RESEARCH PHARMACEUTICAL
SERVICES, INC.)
Sue Hocker, VP and General
Manager of Patient and Clinical
Communications

PAREXEL MEDICAL MARKETING
SERVICES

Additional panelists to be announced

3:45 45-Minute Break 
Hosted by PAREXEL
INTERNATIONAL

4:30 Alternatives to
Investigator Meetings: Can
Webcasts and other
Technology Advances Be
More Effective than In-
Person Meetings?

This session evaluates the
effectiveness and efficiency of
online Investigators’ Meetings,
as compared to traditional
meetings, with a focus on both
cost and quality measures.
Case studies demonstrate
quality of data, site
performance and cost savings
with online Investigator’s
Meetings. This interactive
session also demonstrates
several online solutions and
reviews the process used at
Investigators’ Meetings to help
predict the sites most (and
least) likely to succeed in a
particular study and the
methods used to verify which
patient recruitment campaign(s)
will work best for each site.
Virtual demonstrations
illustrating the time and cost-

therapeutic experience across
the entire team creates an
environment of proactive trend
analysis and problem solving.
The panel involves the audience
in a discussion evolving around
trends and challenges faced in
optimizing relationships,
specifically in each therapeutically
focused environment. Topics
covered include:

Understanding the measured
selection process pharma
utilizes in selecting the most
appropriate outsourcing
partner
Examining the current
therapeutic trends within
pharma driving this selection
process, such as therapeutic
expertise, access to patients,
knowledge of sites,
experienced staff, stability,
and efficient use of
technology
Proactively addressing
regulatory challenges to plan
for success, especially in
CNS, oncology and pediatrics 
Integrating new technology,
such as RDC, to improve
overall quality and reduce
timelines
Identifying the critical factors
Sponsors use to determine
whether the relationship with
the outsourcing partner has
been successful

Thomas G. Schlagheck, PhD, Vice
President, Clinical Operations
ENDO PHARMACEUTICALS

Jennifer Harris, PharmD, Clinical
Pharmocology and Discovery
Medicine, Oncology
GLAXOSMITHKLINE

John Potthoff, PhD, Senior Vice
President, CNS Therapeutics
INC RESEARCH

Kari Leonard, PhD,
Senior Program Manager
INC PEDIATRICS

Julianne Hull, Director, Clinical Data
Management Outsourcing
WYETH PHARMACEUTICALS

Anne Wiles, President
DATA SPECTRUM

C A S E  S T U D Y
3:00 Managing the Highest
Level, Long-Term
Relationship to Meet your
Strategic Goals
There is an ever-increasing need
for pharmaceutical companies to
build long-term outsourcing
relationships. Today, virtually all
laboratory testing is outsourced,
forcing many companies to
consider long-term agreements
with their service providers. Once
a Master Service Agreement is
established, managing the
relationship is the key to long-
term success. Many different
types of relationships can be
created, ranging from single-
study through strategic alliances.
Through this case study, our
presenters demonstrate the
practical aspects of managing
and maintaining the highest level
of relationship, a strategic
alliance. Issues such as planning,
resource allocation, pricing,
project management and
communication are covered from
the perspective of both sponsor
and service provider, and real
world examples are shared. In a

TRACK A: 
Outsourcing Globally for
International Trials

TRACK B: 
Optimizing Outsourcing
Contracts and Budgets

TRACK C: 
E-Clinical Initiatives in
Outsourcing Clinical
Development

TRACK D: 
Maximizing
Relationships with
Investigative Sites 

TRACK E: 
Measuring and Managing
the Outsourced
Relationship

Email  register@iirusa.com     Web  www.cropartners.com



Panelists:

Pawel Dyras, MD, PhD, Vice
President
CLINTEC INTERNATIONAL

Debra Echlin, Program Director
ABBOTT LABORATORIES

Rebecca McMillian, VP, Strategic
Development
PARAGON BIOMEDICAL

3:45 45-Minute Break 
Hosted by PAREXEL
INTERNATIONAL

4:30 Drivers behind the
Decision to Take Clinical
Trials International

The growth of global trials
continues at a rapid pace with
a continued need for patients
and investigator sites in
therapeutic areas not easily
satisfied in the US and Europe.
What are the key drivers
behind this expansion? An
international panel of experts
discuss the position from both
the pharmaceutical company
perspective as well as the
CRO, and include views on the
challenges presented by new
technology, increasing
regulatory complexity, the
impact of the EU clinical trials
directive, as well as an insight
into the problems that can
occur in complex trials across
multiple continents.

Alan Horgan, Group Vice President of
Late Stage Development
MDS PHARMA SERVICES

William F. Colman, PMP, Director,
Sourcing Group, Acting Head, Global
Clinical Outsourcing, Acting Global
Account Manager
ASTRAZENECA LP

Vaila Clements, Vice President of
Corporate Development
QUINTILES TRANSNATIONAL

John Mills, MD, PhD, Chief Executive
Officer
BIOSTORAGE TECHNOLOGIES

5:30 Day One Concludes
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intellectual property
ownership and
indemnification
Risk allocation issues that
ordinarily arise when
negotiating key agreements
How to respond when the
hospital and investigator
don't want to sign your
contract
How to use the negotiation
process to ensure that both
parties have prepared
adequately for data
protection and exchange
Issues raised when
contracting in various parts
of the world, including the
EU, South America, Asia,
Israel and Australia
What the parties can do
when their relationship turns
rocky

Moderator:

Blaine Templeman, Esq., Attorney,
Business and Finance/Biotech
Practice Group
MINTZ LEVIN COHN FERRIS
GLOVSKY AND POPEO P.C. 

Panelists:

Lyn Rossano, MPH, Vice President,
Clinical Trial Coverages
WILLIS, INC.  

Robyn Phillip Norton, Manager of
Medical Affairs
OSI PHARMACEUTICALS

James Lovett, Senior Corporate Vice
President and Secretary
COVANCE INC.

5:30 Day One Concludes

imaging core labs can best
collaborate. Topics to be
addressed include:

Role of imaging and an
imaging core lab in clinical
trials

- Understanding FDA’s
expectations

- Defining an "imaging charter"

- Ensuring the reproducible
acquisition of imaging data
within and across sites

- Interacting with investigator
sites on imaging related issues

- Handling, processing, and
analyzing images

- Archiving images and
supporting regulatory filings

Avoiding the common
pitfalls
Assigning roles and
responsibilities 
Managing the sponsor/core
lab relationship for success

Mark A. Goldberg, MD, President
PERCEPTIVE INFORMATICS, INC. (A
PAREXEL COMPANY)
Max Rosen, MD, MPH, Associate
Professor of Radiology - Harvard
Medical School 

BETH ISRAEL DEACONESS
MEDICAL CENTER 

5:30 Day One Concludes

effectiveness of this approach
are presented, including online
site identification, selection and
feasibility, and online protocol
and procedure training. Our
session presenters address:

Best practices for data-
driven site identification,
selection and feasibility
Online Investigators’
Meeting demonstration
How adding interactivity can
improve learning retention
Case studies to
demonstrate time, cost and
quality improvements
Cost benefit analysis vs.
traditional methods

Moderator:

Lisa Laluna, VP of Business
Development
EPHARMALEARNING
Panelists:

Colleen Gorman, Manager of Clinical
Research
PFIZER, INC. 

LuAnn Vanaman, Clinical Study
Leader
ASTRAZENECA           

Michael Schwartzman, Senior
Contracts Associate
AVENTIS                 

Rochelle Suffern, Clinical Research
Manager  
GLAXOSMITHKLINE (invited)

5:30 Day One Concludes

long-term agreement, strategic
objectives and corporate
priorities change, therefore ideas
are presented for managing
change in both companies while
preserving the alliance into the
future.

Patrick Phillips, Head, Global
Supplies and Governance
GLAXOSMITHKLINE

Harris Koffer, VP Clinical Trials and
Pharma Business Development 
QUEST DIAGNOSTICS

3:45 45-Minute Break 
Hosted by PAREXEL
INTERNATIONAL

CASE STUDY

4:30 Building and
Implementing a Key
Pharma/CRO Relationship
Management System 

Two years ago, Johnson &
Johnson undertook major
sourcing initiatives aimed at
enabling it to achieve the best
value possible for its overall
outsourcing spend. After
successfully negotiating new
preferred CRO contracts, J&J’s
SourceLink Team faced the
challenge of ensuring that work
was shifted to the preferred
providers, and also ensuring
effective collaboration across
J&J’s Operating companies and
its CROs.  

One of SourceLink’s goals is to
enable J&J to make the process
of J&J and CROs working
together more efficient and
productive for both sides while
simultaneously continually
uncovering and capitalizing on
new opportunities to create joint
value through innovation,
process improvements, new
services, and the like. Working
with Vantage Partners, the
SourceLink team is deploying a
collaborative workspace with a
series of dashboards and job
aids to support new joint
business planning activities,
metrics reporting, performance
measurement, and relationship
management. Participants learn: 

Internal and external barriers
to successfully
implementing preferred
CRO agreements 
Best practices for managing
collaborative pharma-CRO
relationships
What software can do (and
what it can’t do) to support
effective collaboration
Lessons for successful
design and deployment of
relationship management
software

Cindy Kearney, Director, Alliance
Strategy Clinical Research
JOHNSON & JOHNSON

Stu Kliman, Partner
VANTAGE PARTNERS

5:30 Close of Day

5:30 – 7:00
Evening Reception, Hosted by 

TRACK A: 
Outsourcing Globally for
International Trials

TRACK B: 
Optimizing Outsourcing
Contracts and Budgets

TRACK C: 
E-Clinical Initiatives in
Outsourcing Clinical
Development

TRACK D: 
Maximizing
Relationships with
Investigative Sites 

TRACK E: 
Measuring and Managing
the Outsourced
Relationship

To Register     Call  888.670.8200     Fax  941.365.2507

While in Orlando, take advantage of a POMA
Roundtable Meeting, immediately following
Partnerships on Thursday, April 27, 2004, 8:30am -
4:00pm, focused on Current Issues in
Biopharmaceutical Clinical Trials.

Not a member of POMA? Take advantage of this offer! 
Pay the non-member registration fee of $400 and get
the following benefits: 

•  12 month membership in POMA
•  Opportunities to attend future POMA roundtables at

no charge 
•  Access to "members only" area of the POMA

website
•  20% discount to attend 13th annual Partnerships

with CROs

The Pharmaceutical Outsourcing Management
Association (POMA) is a non-profit organization
comprised of outsourcing professionals from the
pharmaceutical/biotechnology industries and the
organizations that provide outsourcing products and
services. With over 230 members from 60
pharmaceutical and biotechnology companies and 50
provider companies, POMA's primary goal is to provide
outsourcing colleagues with opportunities for
professional development, networking and the
exchange of ideas, knowledge, and expertise regarding
the field of outsourcing. 

For additional information about POMA or to apply for
membership, please visit their website
www.pomasite.com.

Attention POMA Members!

"This is one of the better conferences I attend all year,
and will continue attending in the future. Thanks for a
great job organizing and making it a worthwhile
investment of time and money!" 
Cindy Keisling, Purchasing Group Manager, Proctor &
Gamble Pharmaceuticals



WEDNESDAY, APRIL 28, 2004
7:45 Morning Coffee in Exhibit Hall

8:15 Opening Remarks and Recap of Day One

Co-Chaired by:

Janet L. Brennan, Chief Operating Oficer
RPS (RESEARCH PHARMACEUTICAL SERVICES, INC.)

2 0 0 4  E y e  o n  t h e  F u t u r e

8:30 Transforming the Pharmaceutical/Life Sciences Entity: An In-Depth
Overview of "Pharma 2010 – The Threshold of Innovation"

IBM Business Consulting Services predicts 5.3% growth rate by 2010, rather
than 9% predicted by analysts. IBM Business Consulting Services’ latest report,
"Pharma 2010 – The Threshold of Innovation" predicts that a new business
model for the pharmaceutical industry, based on Targeted Treatment Solutions,
has the potential to achieve truly breakthrough growth. IBM argues that this new
business model is needed to cross the new "Threshold of Innovation" that results
from governments and insurers alike no longer being able or willing to pay high
prices for "me too" medicines. This presentation provides an in-depth overview of
the "Pharma 2010" strategies that will lead to a more adaptive and flexible way of
conducting business and treating patients. Our presenter proposes:

Slashing R & D costs per drug to a quarter of the current average of $800 million
Forging productive relationships with patients, physicians,
payers and regulators
Supporting new and innovative sales and marketing
techniques (i.e., outcomes-based pricing schemes, smaller,
well-trained sales force)

Sam Barnett, EdD, Americas Lead Partner, Life Sciences/Pharmaceuticals
IBM BUSINESS CONSULTING SERVICES

K E Y N O T E  A D D R E S S

9:15 Enhancing Partnerships Opportunities through New Levels of
Customer Service 

One of the key drivers of successful partnerships is a realization of mutual goals and
benefits. At the end of the day, new business is rewarded to partners who serve you
best. Whether a large one-stop-shop CRO or boutique provider, whether a big pharma
or small biotech, the relationships that are forged and ways in which partners engage
each other will result in new or more effective and efficient relationships. Companies
large and small should be viewed as first tier customers if they have proven or promise
to enhance productivity and revenue. This address from an executive who brings

experience from both large and small pharma as well as provider-
side experience is a call to sponsors and providers alike to deliver an
improved level of customer service and to better establish and
customize their business models to serve large and small customers
who bring value to the drug development process.

Renu Gupta, MD, Senior Vice President World Wide Development
ANTIGENICS, INC.

10:00 Morning Refreshment Break; Opportunity to Visit Exhibits 

2 0 0 4  B E S T  P R A C T I C E  S P O T L I G H T

10:45 Lessons Learned from Outsourcing Experts in other Industries

For the first time, outsourcing experts from NASA and IBM Global Energy and
Utilities present together on insights and lessons learned from their unique
outsourcing practices. Their experiences with developing partnerships, offering
competitive advantage to their partners, evolving contracts into partnerships,
valuing customer service, achieving trust and developing long term strategies for
outsourcing provide examples from which our maturing industry can learn. A
pharma industry moderator draws lines back to the pharmaceutical industry and

encourages the audience to propose take-away lessons pharma can apply to
their outsourcing practices and relationships. Our industry learns:

What it took to achieve successful partnerships
What barriers or worse, failures, had to be overcome?
What risks were taken?
How much oversight do project require?
How was the organization transformed to embrace the outsourcing model and
its value?
How is organizational memory maintained?
How senior management was influenced to move from transactional to
strategic outsourcing

Moderator:

James Taylor, Global Head of Outsourcing, Drug Innovation and Approval
AVENTIS PHARMA

Panelists:

Vicki Crisp, Head, Vehicle Analysis Branch
LANGLEY RESEARCH CENTER, NASA

Geoff Jue, Global Solutions Offering Executive
IBM GLOBAL ENERGY AND UTILITIES INDUSTRY

Additional panelists to be announced

2 0 0 4  P u l s e  o f  P h a r m a ’ s  U s e  o f  C R O s

11:45 What Does Pharma Value in the CRO Industry: A Roundtable
Discussion among Seasoned Outsourcing Experts

Participate in a discussion with senior outsourcing industry professionals as they
challenge commonly held theory and practice as they debate the real reasons behind
CRO use and partnerships and how to maximize value. Experts address the 
following points:

Productivity: Are CROs helping pipeline growth by accelerating drug
development or is their value in the additional of resources?
Competitive advantage: How should CROs best demonstrate that they can
offer this to pharma? Is cost the final differentiator?
Innovation: What can CROs bring to the table and is pharma ready?
Operational excellence: What matters most among quality, productivity and
on-time efficiencies?

Bring your own insight when the floor is opened to audience interaction. 

Panelists:

Fred Naids, PhD, Senior Director, Contracts & Outsourcing, Development Operations
PFIZER GLOBAL RESEARCH & DEVELOPMENT

John F. Covin, Head, Global Grants and Contracts
GLAXOSMITHKLINE

Don Kellerman, PharmD, Senior Vice President, Development
INSPIRE PHARMACEUTICALS

Peter A. Carberry, MD, MBA, Vice President, Clinical Trials
JOHNSON & JOHNSON PHARMACEUTICAL R&D

Dan Perlman, President and CEO
RPS (RESEARCH PHARMACEUTICAL SERVICES, INC.)

12:30 – 1:30  Luncheon and Optional Lunch and Learn Roundtable Sessions

Haven’t been active in the event’s Q & A sessions or moderated discussions yet?
If you prefer to interact in an informal, relaxed setting, opt to participate in
optional, moderated lunch table discussions. Interact at your own comfort level,
and make sure your voice is heard. Participation will be on a first come, first serve
basis, so visit the event website at www.cropartners.com for updates on how to
join this dynamic lunch hour.

1:30 Exhibit Hall Closes
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CHAIRED BY: 
Albert E.Boylan, VP, Acquisitions and
Global Initiatives, RPS

1:30 Developing Japanese
Pharmaceutical Clinical
Research with Global
Affiliates

The growth is of the Japanese
market is exciting, and many
new or enhanced compounds
are being developed and
introduced into the research
community. With all of the
growth, there are challenges
that accompany the success.
Our panel’s shared experiences
in working in this environment
demonstrate the importance of
respecting the cultural aspects
of conducting research and

CHAIRED BY: 
Carol O’Brien, Chief Financial Officer,
PARAGON BIOMEDICAL

1:30 Pros and Cons of
Bonuses and Penalties in
Outsourcing Contracts

The inclusion of bonus and
penalty clauses in CRO contracts
is used to varying degrees in the
industry, usually with the goal of
accelerating timelines. Bonuses
have been viewed as motivators
whereas penalties are most often
viewed as de-motivators. Our
session leaders have had
experience with various
contracting styles including fixed
price, cost plus, fixed unit pricing
and more and discuss when it is
appropriate to apply a bonus or
penalty within a contract and
where to apply within the
contract. Attend this session to

1:30 Improving Workflow to
Optimize a Web-Based
Clinical Trial Management
System 

In order to maximize the
benefits of deploying e-clinical
research technology, workflow
and clinical research processes
need to be analyzed and
redesigned. Our presenters
discuss the use of a web-
based CTMS system for clinical
trial management as well as
improving the information flow
for all team members including
pharmaceutical companies,
CROs, monitors, and
investigator sites. Having real
time trial status information for
all team members will decrease
the cost of the trial as key

1:30 Managing the Domino
Effect: The Interface of
Sponsors, Sites and
Vendors for Study Success

Sponsors’ recruitment budgets
are limited and their timelines
fixed. Successful clinical trials
rest with the sites selected, so
you want to keep these sites
happy. In return, you want sites
to make your study their
priority. The reality is that only
two thirds of selected sites will
actually perform to
expectations. Non-performing
sites might be cut loose and
sites on the "B" list added, but
the wait-and-see-approach to
recruitment pushes your study
into rescue-mode. This panel
examines site and recruitment
issues that influence study
success and failure. Industry

CHAIRED BY: 
Connie Andrews, Director of Clinical
Operations, MEDIMMUNE, INC.

1:30 Leveraging
Outsourcing from Pre-
Clinical to Submission
Additional value can be gained
by consolidating outsourcing
across fewer partners. One
often untapped avenue to
increase leverage is to use the
same partners, when
applicable, across research
and development. Vertical
expansion of current
partnerships can reduce costs
and also have meaningful
impact on development time.
This session explores the
barriers to increasing leverage
through outsourcing, how to
overcome them, and what
benefits can be gained.
Attendees gain a better

TRACK A: 
Outsourcing Globally for
International Trials

TRACK B: 
Optimizing Outsourcing
Contracts and Budgets

TRACK C: 
E-Clinical Initiatives in
Outsourcing Clinical
Development

TRACK D: 
Maximizing
Relationships with
Investigative Sites 

TRACK E: 
Measuring and Managing
the Outsourced
Relationship

Email  register@iirusa.com     Web  www.cropartners.com



The Partnerships event team would like to extend our gratitude to everyone who has contributed their
efforts with the research and organization of this event; especially our distinguished advisory board,
speakers and our affiliate partners.
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business between a parent
Japanese Pharmaceutical
company and affiliate offices in
the U.S. and Europe. There are
considerations that are unique
to developing, maintaining and
strengthening the working
relationship between the parent
company and affiliate offices
versus the model that has the
parent company based in the
U.S. or Europe with the affiliate
in Japan.  Beyond the cultural
and business practices, there
are also legal and regulatory
considerations that add a twist
to the conduct of clinical
research. Key concepts include:

Clinical operations
implementation
Outsourcing and contracting
Success factors in parent -
affiliate relationship
foundation
Cultural awareness
Business perspective
Research perspective

Presenters to be announced

see www.cropartners.com for
updates

2:30 Selecting, Managing
and Communicating
Effectively with Vendors to
Facilitate International
Studies 

This session examines best
practices for planning,
selecting, managing and liaising
with sites, third-party vendors
and other service providers in
the EU and CEE and Latin
America. Strategies to
determine regions/countries
that best fit the trial and
development objectives are
shared. In addition, participate
in a discussion about how to
identify practical and logistical
benefits and non-starters.

Panelists include:

Rafael Escandon, PhD, MSc, Senior
Director, Clinical Operations
CV THERAPEUTICS

Additional panelists to be announced

3:30 Event Concludes

participate in an interactive
discussion about a contract
strategy that is seldom talked
about, but which is of high
interest as efforts to expedite
clinical projects continue. Our
panel catalyzes discussion
around:

How to define bonus goals
Pros and cons to using
bonus and penalty clauses
Risks and rewards for
sponsors and CROs
Maintaining an equitable
results for both sides
When to apply bonuses and
penalties
Where to apply such
clauses within a contract
Are deliverables-based
milestone payment
schedules a good
alternative?
Recommendations and
audience input

Linda Donahoe, Associate Director,
Strategic Resource Management
BIOGEN IDEC MA, INC.
Lynn McGovern, Senior Manager,
Clinical Procurement
MILLENNIUM PHARMACEUTICALS
Rick O'Hara, MBA, Senior Manager,
Business Operations 
CENTOCOR, INC. (Invited)
Jonathan Koch, Vice President,
Global Commercial Services
INVERESK

2:30 Managing the
Contractual and Budgetary
Challenges of Outsourcing
in a Small Company
At a biotech company or smaller
pharma, professionals are finding
themselves responsible for the
range of strategic and tactical
work surrounding contracts,
outsourcing and finance and
budgets. In such circumstances,
those involved know all too well
that establishing a streamlined
process is of critical importance.
Responsibilities such as
developing a contract database,
creating mechanisms for
contract review, and managing
the crossover between finance
and accounting all require small
companies to master this
balancing act. Our session
presenters interactively engage
the audience in a discussion
around establishing the following
processes:

Contract and contract
amendment management
–  Contract database and

P.O. system
Study budget approvals/
revisions/tracking/reconciliation
Vendor selection process
and pre-qualification
Preferred providers and the
RFP process
Tracking and reconciliation of
investigator payments with
IVRS, study enrollment logs
Where do Contracts/
Outsourcing professionals fit
in? Clinical? Finance/
Accounting/Purchasing?

Moderator:
Solomon Babani, MBA, Manager,
Finance and Outsourcing, Clinical
Sciences
REGENERON PHARMACEUTICALS
Panelists:
Jennifer Carver, RN, MBA, Manager,
Clinical Finance and Outsourcing 
ALLOS THERAPEUTICS
Srilu M. Ravi, MPH, Manager, DEA
Outsourcing and Planning
VERTEX PHARMACEUTICALS
Laurie Tibbets, Associate Director,
Clinical Contract and Finance
GILEAD SCIENCES, INC.
Paulette Wilson, Comptroller
ALLOS THERAPEUTICS

3:30 Event Concludes

decisions about execution can
be made earlier and changes
implemented faster. This
presentation discusses: 

The value of web based
information systems for all
team members
The work flow analysis and
process changes that must
be implemented to make
the technology effective
How real time information
will improve trial execution
and costs

Lorraine D. Ellis, MS, MBA,
President/CEO
RESEARCH DYNAMICS CONSULTING
GROUP, LTD.

John D. Kofoed, Director,
globalTRIALSTM Management
Solutions
ARIS GLOBAL

Ambrish Mathur, VP Product
Development
ARIS GLOBAL

2:30 Innovation versus
Risk: How Much Innovation
Do We Embrace?

How much innovation do we
really need? Are routine tools
enough? This session
discusses aligning systems and
promoting standardization
through the use of standard
and innovative tools, including
electronic data capture. Pros
and cons of introducing
additional innovation are
discussed. 

David Ng, PhD, Vice President of
Data Management/Biostatistics
Consultative Services
PPD DEVELOPMENT

Additional panelists to be announced

3:30 Event Concludes

representatives discuss study
data, strategies and methods
for building more productive
partnerships between sites and
sponsors. Our panelists
address the following:

Key economic issues:
Increasing productivity -
minimizing costs - achieving
rapid enrollment and high
retention
Call centers: When and how
can they be used more
effectively?
Collecting and using metrics
data for identification,
selection and termination of
sites
Motivating sites and
sponsors to be better
partners and to yield
positive results

Audrey Rossow, Senior Clinical
Project Manager, Clinical Operations
SEPRACOR, INC.
Elizabeth Moench, President
MEDICIGROUP, INC.
Dan Ulrey, President and CEO
MIDWEST CLINICAL SUPPORT, INC.
(MCSI)

2:30 Employing an
Innovative Approach to
Successful Patient
Recruitment
Patient recruitment poses
many challenges for most
biotech and pharmaceutical
companies as increased
competition makes it more
difficult to enroll patients and
complete studies according to
established timelines. This case
study demonstrates the
importance of establishing and
maintaining an effective
partnering relationship between
a Sponsor and Patient
Recruitment firm in achieving
successful enrollment, and
introduces a brand new,
innovative process that can
potentially improve the quality
of patients selected for
enrollment in clinical trials.  The
presenters discuss:

Challenges for the sponsor
and sites in recruiting
patients for a new
therapeutic area 
Approaches and results 
Implementing a secondary
screening process
Implementing a successful
media strategy
Integration of services 
Assessing the benefits of
integration and its impact
on site staff and the project
team
Outcomes and conclusions

Elaine Richardson, Director, Internal
Medicine Therapeutic Area
FOREST RESEARCH INSTITUTE

A DIVISION OF FOREST
LABORATORIES, INC.
Ann Kottcamp,
Vice-President Client Relations
PRP - PHARMACEUTICAL
RESEARCH PLUS

3:30 Event Concludes

understanding of:
When it is worth expanding
the scope of outsourcing
with partners
How drug developers’
organizational structure can
help or hinder vertical
collaboration
Whether partners can help
drug developers transition
from research to
development
What role technology
standardization plays across
R&D

Beverly Dale, Director of Business
Development, Clinical
GenomicsMarketing
ROCHE
Andrew Ginsberg, Managing
Director, The Americas, Clinical Trials
Division
LABCORP

2:30 Using Performance
Metrics to Improve
Outsourcing and Evaluate
the Success of a Project
Metrics collection and various
types of scorecards are
increasingly being used as a
component of preferred
provider relationships. This
session explores from several
perspectives on how to
effectively measure clinical
research performance. Critical
areas are how to define key
measures of quality, how to use
the information collected in a
fair and balanced manner and
how to use this tool to jointly
drive improvement in
processes and mutual success.
Participants learn how to:

Provide objective feedback
both to the CRO and
pharma 
Measure internal studies by
the same means as similar
CRO-managed studies
Use this tool to work
together with a CRO to
jointly improve our
processes 
Ensure strategic placement
of future studies 

Ed Cannon, Global Account Manager
ASTRAZENECA LP
Additional panelists to be announced

3:30 Event Concludes

TRACK A: 
Outsourcing Globally for
International Trials

TRACK B: 
Optimizing Outsourcing
Contracts and Budgets

TRACK C: 
E-Clinical Initiatives in
Outsourcing Clinical
Development

TRACK D: 
Maximizing
Relationships with
Investigative Sites 

TRACK E: 
Measuring and Managing
the Outsourced
Relationship

To Register     Call  888.670.8200     Fax  941.365.2507

"Information was
very thorough and
detailed. Extremely
good presentation;
very knowledgeable
presenters." 
Janis Dobbins,
Contracts
Associate, UCB
Pharma, Inc.

"Very diplomatic
approach and focus
on best practices." 
Tony Gottschalk,
Director, Business
Development,
Ninaza

"The information
sharing from both
sides is a great start
to good
partnerships." 
Lynn Moore, Senior
Buyer, Purchasing,
Centocor
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PLATINUM PARTNERS
Paragon Biomedical, Inc. is
a privately held, full-service
contract research

organization serving the pharmaceutical,
biotechnology and device industries. This highly
synergistic company offers a seamless
comprehensive array of clinical trials services from
protocol development to clinical summary.
Paragon’s mission is ‘to deliver the finest research
services possible, while building partnerships within
the healthcare industry.’ Founded in 1989, Paragon
is an organization that is dedicated to establishing
working relationships based on integrity, service and
teamwork.

RPS (ReSearch Pharmaceutical
Services, Inc.) is the first and only
Pharmaceutical Resource Organization

(PRO) in the Pharmaceutical/Biotechnology industry.
Companies choose the PRO solution of RPS for the
full range of clinical development services across
multiple therapeutic specialties. The customized
clinical teams of highly experienced RPS
professionals operate with the Sponsor in a
seamless and integrated manner. RPS combines
the clinical expertise of a CRO and the resource
management capabilities of a staffing firm. Since
RPS is not a CRO, our Project Teams are fully
committed to our Sponsors and are hand-selected
according to Sponsor specifications. Our “custom-
designed” Project Teams allow our Sponsors to
take advantage of the industry’s top professionals
within the functional areas required for the
successful completion of their projects.

GOLD PARTNERS
Covance, with headquarters in
Princeton, New Jersey, is one of
the world’s leading drug

development service companies with 36 sites in 18
countries and a staff of over 6,700.
Covance provides innovative solutions to drug
development challenges, enabling you to make
crucial decisions, maximize economic objectives
and speed time to market. Covance uses its
comprehensive development experience and
therapeutic expertise in the services we offer that
encompasses every step of the development
pathway. For more information, please contact us at
1.888.COVANCE, e-mail us at info@covance.com
or visit our website at www.covance.com

IBM Life Sciences is dedicated to
bringing leading-edge technology out of
the laboratory and into the marketplace

for customers in pharmaceutical research,
biotechnology, genomics, proteomics, health care,
academic research and other life science areas.
Combined with IBM’s core strength in providing
robust information technology, middleware, and
services, IBM Life Sciences delivers innovative,
scalable infrastructure solutions that are unique to
the industry. Projects in areas such as
computational biology, data analytics, and high
performance computing at IBM Research Centers
and the IBM Deep Computing Institute foster
collaboration with life sciences organizations.

PRA International, a top five global clinical
development organization, provides a
broad range of services to

pharmaceutical, biotechnology and medical device
companies. With over 2000 employees and 22
offices, PRA conducts clinical drug development
and related services on six continents. For more
information, visit our website at
www.prainternational.com.

Quintiles helps improve healthcare
worldwide by providing a broad range
of professional services, information

and partnering solutions to the pharmaceutical,
biotechnology and healthcare industries. As the
world’s leading pharmaceutical services company,
we have helped develop or commercialize every
one of the top 30 best-selling drugs. Quintiles offers
unmatched breadth and depth of therapeutic
expertise with a highly qualified team of more than
300 MDs and nearly 450 PhDs. With offices in 49
countries around the world, we combine strong
local knowledge, established relationships and in-
country resources with global quality standards.
Worldwide, you can count on Quintiles to deliver
the results you need. Visit us at quintiles.com.

BAG SPONSOR
Averion assists biotech,
pharmaceutical and medical
device companies in the design,
execution and reporting of

clinical trials. Services include Program Planning,
Study Design, Clinical Monitoring, Medical
Monitoring, Data Management. Database
Development, Biometrics, Medical Writing,
Compliance and Validation, and FDA
Representation. What makes Averion’s services
unique is the integrity of the processes supporting
them and the personal commitment of the
individuals on staff. Averion also continues to build
upon its extensive alliance network which currently
includes the "best of breed" of global CROs, EDC
vendors, Investigational Review Boards, IVRS
vendors, Central Laboratories, and Regulatory
Affairs groups.

E-BUSINESS CENTER
SPONSOR

ICON - A World-Class CRO. ICON
was the world's first CRO to be
registered to the ISO 9002 
standard across all company

divisions and functions. Our unique project
management approach and culture of quality
produce an unparalleled record for delivering
projects ahead of schedule. In Phase I to IV clinical
research ranging from small local studies to the
largest global programs, we understand the critical
importance of both timeliness and accuracy.  

BADGE AND LANYARD
SPONSOR

Inveresk, with more than 35 years
experience and over 2,800
employees in over 20 countries,
offers a complete range of clinical

and non-clinical research and development
services.  From protocol design to regulatory
submission, our world-class team of scientists and
medical professionals deliver the highest quality of
services on time.  We design, monitor, manage and
report on all phases of clinical trials and have the
resources to tailor services for our clients’ specific
needs.

PHONE CARD SPONSOR
CTMS, Inc. is a CRO providing
innovative and top-quality services
to the Pharmaceutical and

Biologics industries. Through 14 years of
trustworthy and lasting relationships, the vast
majority of our business is from repeat Sponsors or
colleagues to whom richly satisfied clients have
referred us. Founded in 1989, CTMS employees
145. Noteworthy is our extraordinary Project
Manager retention. With 8 Clinical and 4 Data
Management Project Managers, CTMS has never
had turnover in the Project Manager Positions.
100% Project Manager retention permits a much
appreciated continuity of quality. Moreover, 92% of
CTMS Monitors have been retained in the past 12
months.Specialty therapeutic areas include,
Respiratory, CNS, Infectious Diseases, GI and
Ophthalmology.

ASSOCIATE SPONSORS
For over a decade, Aris Global has
pioneered the advancement of
innovative Clinical, Safety,
Regulatory and Risk Management

solutions for the life sciences industry. Aris Global
products and services are used by 9 of the top 15
pharmaceutical companies and 3 of the top 5
biotechnology companies.
Aris Global embraces a partnership approach to
development, assisting its biopharmaceutical and
CRO customers to improve the management and
operational efficiency of their global clinical trials,
meet global safety and regulatory requirements,
easily exchange information with partners and
affiliates, manage risk and realize new revenue
streams.

ePharmaLearning is a clinical
performance improvement
company that has improved

site performance and quality through innovative site
feasibility and protocol training solutions for 7 of the
10 largest pharmaceutical companies in the world.
Our solutions will help reduce data queries, improve
site performance, predict the sites most (and least)
likely to succeed in a study, and will help verify the
best possible recruitment strategy on a
SiteCentric™ level.  ePL online sessions can  be
delivered at 70% of the cost of in-person meetings.

INC Research is a specialized CRO
focused on clinical research in central
nervous system disorders and
oncology, as well as data services for a

range of therapeutic areas. We've built our team by
hand-picking the brightest people in the industry.
Our expertise extends from our top scientists to our
data entry group, and each staff member has years
of clinical experience.

LabCorp provides centralized
laboratory testing in support of
pre-clinical and phase I through
IV clinical trials, post-marketing

surveillance programs and pharmacogenetic
analysis--including over 4,000 tests and method
development. Our facilities regionally serve the U.S.,
Latin America, Europe, Middle East, Asia, Australia,
and South Africa. Globally, LabCorp has performed
more than 4,000 studies including 26,000 sites and
3.2 million patient visits in its history. LabCorp
manages studies by utilizing a global computer
system with one real-time database. 

LifeTree - Clinical 
Services from FFF
Backed by the stability of parent
company FFF Enterprises, LifeTree

is accelerating clinical development, from data
capture to market, with exceptional clinical services
and electronic data capture. LifeTree ICTM 4.0
meets your study management challenges with
enhanced eCRF navigation, data on demand, real-
time access to information and skilled project
management.

MDS Pharma Services offers a
full spectrum of drug discovery
and development resources.
With years of experience, we
apply our scientific and

technological expertise to each stage of the overall
development process. An intensified global capacity
means that MDS Pharma Services delivers
unmatched quality in the services it provides. To
provide this range of services, six units work
together: Discovery, Preclinical, Early Clinical
Research (Phases I-IIa), Bioanalytical, Clinical
Research (Phases IIb-IV), and Central Lab. For
information, contact Phyllis Duster, Vice President,
Business Development, North America, The Triad
Building, 2200 Renaissance Blvd, Suite 400, King
of Prussia, PA 19406; Phone: 610-239-7900; Fax:
610-239-0250; Email:phyllis.duster@mdsps.com.

Omnicare Clinical Research is a
full service, global Contract
Research Organization with 29
principal locations and a presence

in more than 20 countries worldwide. Offering a full-
range of Phase I-IV contract services to
pharmaceutical, biotechnology and medical device
industries, Omnicare Clinical Research is one of the
world's largest CROs. Clients benefit from our
unique expertise in Geriatrics, access to Omnicare's
logitudinal outcomes data warehouse and
recruitment base, and one of the largest forces of
Clinical Research Associates in the industry.
Omnicare Clinical Research has documented
expertise in all major therapeutic classes. For
information, contact Kevin D. Duffy, Sr. Vice
President, Global Marketing & Business
Development, 630 Allendale Road, King of Prussia,
PA 19406; Toll free: 800-290-5766; Phone: 484-
679-2400; Fax: 484-679- 2410; Email:
moreinfo@omnicarecr.com.

PAREXEL is one of the largest
biopharmaceutical outsourcing
organizations in the world, providing

a broad range of consulting, clinical research,
medical marketing, and technology services to the
worldwide pharmaceutical, biotechnology and
medical device industries. Headquartered near
Boston, MA, PAREXEL operates globally in 57
locations throughout 36 countries, and has 5,105
employees.

Quest Diagnostics Incorporated is
the #1 Clinical Diagnostics
laboratory in the world servicing all
major markets with over $4 billion

in annual revenues. Quest Diagnostics Clinical Trials
offers global central laboratory testing and related
services to Pharmaceutical / Biotechnology
companies. Our capabilities are unsurpassed in the
world and our diverse workforce is experienced and
easy to work with. Our facilities in US, Europe and
our affiliates in Australia, South Africa and Singapore
are supported by a single worldwide database. We
are the only global central laboratory with Six Sigma
Black Belts and Green Belts driving quality and
performance improvements across our organization. 

The 13th Annual Partnerships Event Would Like to Thank Our Partners for Their Support and Continuous Industry Leadership
Please stop by the exhibit hall to learn more about these companies.

SPONSORS & MEDIA PARTNERS

Email  register@iirusa.com     Web  www.cropartners.com

Defining Integri ty  in Clinical  Development

®
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The 13th Annual Partnerships event is also
grateful to receive support from: 

MAJOR SUPPORTER:
The Pharmaceutical
Outsourcing Management
Association (POMA) is a non-

profit organization comprised of outsourcing
professionals from the
pharmaceutical/biotechnology industries and the
organizations that provide outsourcing products
and services. With over 230 members from 60
pharmaceutical and biotechnology companies and
50 provider companies, POMA’s primary goal is to
provide outsourcing colleagues with opportunities
for professional development, networking and the
exchange of ideas, knowledge, and expertise
regarding the field of outsourcing. 
For additional information about POMA or to apply
for membership, please visit their website
www.pomasite.com.

OFFICIAL PUBLICATION
Applied Clinical Trials provides
practical information about the
day-to-day issues faced by those

who initiate, design and monitor clinical trials. This
global magazine explores and illuminates rapidly
evolving regulator and ethical guidelines. Published
12 times a year, its balanced mix of articles,
columns and news is designed to help readers do
their jobs more efficiently. Website:
www.actmagazine.com

SUPPORTING PUBLICATIONS
American Pharmaceutical
Outsourcing is a bi-monthly journal
dedicated to pharmaceutical and
biopharmaceutical contract services.
Each issue reaches over 12,000 key

decision makers involved in clinical research,
regulatory affairs and the outsourcing of
manufacturing and packaging in the pharmaceutical
and biopharmaceutical industries in North America.
For your FREE subscription, please fill out our on-
line form at
www.americanpharmaceuticaloutsourcing.com

BioDrugs keeps you up to date with
the latest developments in the
clinical application of biotechnology

for the treatment of human disease. The journal is
an essential resource for R & D professionals in the
biomedical science industries and academia, and
clinicians with an interest in the leading edge
technology in this exciting area. Scientific Citation
Index Factor: 0.503; Visit
http://www.adis.com/page.asp?objectID=39 

Bio-IT World, Inc., an IDG
company, delivers award-winning
editorial content -- through its

magazine, Bio-IT World, website, email newsletters
and events -- on the technologies enabling the life
sciences R&D value chain, from basic research
through clinical trials and regulatory compliance.
Visit www.bio-itworld.com/subscribe for your free
trial subscription

Bio/Pharmaceutical Outsourcing
Report, PharmSource’s flagship
newsletter, it has tracked the

pharmaceutical outsourcing industry's growth and

development since 1996. Dedicated to providing
strategic information on all aspects of contract drug
development services, each issue is full of insightful
analysis, important industry news, and best
outsourcing management practices.

BioResearch Monitoring
Alert is a monthly

publication that analyzes 483s and Establishment
Inspection Reports (EIRs) for FDA inspections of
clinical investigators, institutional review boards
(IRBs), sponsor/monitors, contract research
organizations (CROs) and testing labs (GLP). This is
the first publication devoted exclusively to analyzing
"BiMo" inspection records.

CenterWatch is a Boston-based
publishing company that
focuses on the clinical trials

industry and is a business of The Thomson
Corporation. We provide a variety of information
services used by pharmaceutical and biotechnology
companies, CROs, SMOs and investigative sites
involved in the management and conduct of clinical
trials. CenterWatch also provides educational
materials for clinical research professionals, health
professionals and for health consumers. We provide
market research and market intelligence services
that many major companies have retained to help
develop new business strategies to guide the
implementation of new clinical research-related
initiatives and to assist in due diligence activities.

Clinical Drug Investigation gives
you rapid access to the best
designed, peer-reviewed clinical

and pharmacoeconomic studies worldwide,
allowing you to keep up to date with the latest
original research in this exciting area. Scientific
Citation Index Factor: 0.846; Visit
http://www.adis.com/page.asp?objectID=45 

Clinical Trials Advisor (CTA)
delivers practical information
and advice that helps clinical

trial sites to conduct pharmaceutical and medical
device clinical trials that are optimally cost effective,
timely and compliant. CTA provides techniques,
tips, and strategies that can be directly applied to
improve clinical operations. Visit
www.clinicaltrialsadvisor.com for more information.

Current Controlled Trials is an online
publisher launched in 1998 and
dedicated to providing the following
services in the area of randomised

controlled trials: 
•  Trial registration via the International Standard

Randomised Controlled Trial Number scheme,
which assigns a unique randomised 8 digit
number to a trial and ensures the trial is tracked
unambiguously throughout its life. 

•  Trial hosting via the metaRegister of Controlled
Trials (mRCT), an international compilation of 27
registers of completed and ongoing trials (such
as the UK Medical Research Council and the US
Department of Veterans Affairs Co-operative
Studies Program). 

•  The latest information on RCTs, with free access
for all registered site users to over 15,000 trial
records in all areas of health care.

Website: www.controlled-trials.com

D&MD Publications is the premier
research and market analysis
company for biopharmaceutical

professionals. We offer a range of strategic
publications covering important industry topics,
from target identification in discovery through
capacity issues in bioprocessing. Check out our
latest publications, view FREE content samples,
and much more at www.drugandmarket.com

Drugs in R&D gives you rapid access
to information on emerging drug
classes and new treatments for
specific disorders, allowing healthcare

decision-makers to keep up to date with clinically
applicable knowledge about the likely place in
therapy of new drugs. 
http://www.adis.com/page.asp?objectID=53 

FWI is a medical news and information
company. We provide tailored, concise
and unbiased information services for
physicians, patients, and industry

executives. For our pharmaceutical clients, our
consulting expertise lies in creating and
implementing exceptional educational initiatives.
The FWI brand is a symbol of integrity, authority and
trust. Our readers know that our famous "what you
need to know" moniker isn’t just a marketing
statement. FWI has spent nine years building a
trusted brand among health care professionals with
objective and accurate news and information. We
create value for our pharmaceutical partners
because physicians trust the services we provide
them.

Good Clinical Practice Journal (GCPj)
is the monthly, subscription magazine
chosen by dedicated research
professionals. GCPj aids awareness,

interpretation and implementation of the regulations
that affect global clinical trials and is brought to you
by PJB Publications Ltd, the pre-eminent publisher
of information to the pharmaceutical industry and
home of Scrip World Pharmaceutical News. 

Introducing Pharma
Agreement News
(PAN) - the twice-

monthly business publication published by Espicom
Business Intelligence. Industry executives worldwide
read PAN to learn who is collaborating with whom
on what. To download a free sample issue or to
order your subscription online, visit
www.espicom.com/iirusa2

Kalorama Information publishes innovative
life sciences market research from an
independent perspective. Each Kalorama
Information report provides precise

quantitative data and unique analysis from objective
industry experts. For over 20 years, Kalorama
Information has procided researchers and
executives with the information they need to make
the right strtagic decisions. Link to the Kalorama
Information site that can be added:
http://ki.marketresearch.com

Pharmaceutical
Development and
Regulation promotes

optimal pharmaceutical product development and
management by providing debate and exchange of
information on clinical trials management, regulatory
requirements and pharmaceutical law through a
regular programme of independent review articles. 

WEBLINK:
http://www.adis.com/page.asp?objectID=279 

MEDIA PARTNERS & EXHIBITORS

To Register     Call  888.670.8200     Fax  941.365.2507

AXIO RESEARCH
ASTER CEPHAC
BARC "THE CENTRAL LAB"
BIO-IMAGING TECHNOLOGIES, INC
BIOMEDICAL SYSTEMS
BIOMIT
CARDIOCORE LAB
CENTRALABS CLINICAL RESEARCH
CIRION CLINICAL TRIAL SERVICES, INC.
CLINFORCE
CLINPHONE
COVIDENCE
CRL.MEDINET
CTI NETWORK
DATAMEDIX
DYNARAND
ERESEARCH TECHNOLOGY
FULCRUM PHARMA DEVELOPMENT

GENTIAE CLINICAL RESEARCH
HARRISON CLINICAL RESEARCH
ICTI
INFOQUEST CLINICAL NETWORK, INC.
INTEGREX
INTEGRIUM
INTRALINKS
KELLY SCIENTIFIC RESOURCES
KENDLE INTERNATIONAL
KFORCE PROFESSIONAL STAFFING
MEDIDATA SOLUTIONS
MEDIFACTS INTERNATIONAL
MEDSOURCE CONSULTING
MERCURY PRINTING 
NINAZA
NOVA FACTOR, INC.
PHARMACEUTICAL RESEARCH NETWORK
PHARMAPROS

PHARMASEEK, INC.
PHARMATECH SOLUTIONS
PRINT TECH
PSI PHARMA SUPPORT, INC.
QUALITY DATA SERVICES, INC.
QUORUM REVIEW INC.
RADPHARM
REGISTRAT, INC.
RESEARCH DYNAMICS CONSULTING GROUP, LTD.
RXCCI
SCIREX
SFBC INTERNATIONAL
SIMPLIFIED CLINICAL DATA SYSTEMS
SPECTRA CLINICAL RESEARCH
STATPROBE, INC
TARGET RESEARCH ASSOCIATES
TRANSPERFECT TRANSLATIONS
WORLDCARE CLINICAL, INC.

The 13th Annual Partnerships offers you an excellent opportunity to promote your products and/or services in front of key decision-makers. Maximize your 2004 marketing dollars by
exhibiting at this event. Morning and afternoon breaks are carefully designed to ensure maximum networking opportunities, and all exhibits are strategically positioned. To learn more
about these marketing opportunities, please call Contact Casey Greenzweig, Business Development Manager at (800) 345-8016, ext. 3057 or email: cgreenzweig@iirusa.com.

13th Annual Partnerships Exhibitors (as of 12/15/03)

B I O T E C H N O L O G Y  A N D  C L I N I C A L  I N N O V A T I O N



15

CAREER DEVELOPMENT/JOB POSTINGS

If you are interested in posting employment opportunities at your
company, please drop off your announcement at the 13th Annual
Partnerships registration desk where a staff member will collect them for
display at our Employment Center in the Exhibit Hall. 

*Job postings accepted from registered companies only. For more
information, please contact Pam Sobotka by email at:
psobotka@iirusa.com.

Our Exclusive 13th Annual Partnerships Venue 
Caribe Royale All-Suites Resort & Convention Center in
Orlando, Florida is located minutes from Walt Disney
World®, EPCOT®, Sea World® and Universal Orlando.
Caribe Royale All-Suites Resort & Convention Center is 45
acres of lush, tropical oasis ideal for business, pleasure or
a little of both. As the name suggests, Caribe Royale has
blended lush landscaping, cascading waterfalls and an

array of amenities to create its own tropical rendition of classic hospitality. Caribe
Royale accommodations feature suites and villas perfect for family vacations or
business meetings, and state-of-the-art meeting and convention facilities. Orlando’s
Caribe Royale is the complete destination for business or pleasure. 

FIVE EASY WAYS TO REGISTER

FAX Registration form to (941) 365-2507

CALL (888) 670-8200 US or (941) 951-7885 Int’l

MAIL Registration form to:
Institute for International Research, NY
PO Box 3685
Boston, MA 02241-3685

E-MAIL register@iirusa.com

WEB www.cropartners.com

Including event materials, luncheons and refreshments, your investment for attending the
13th Annual Partnerships with CROs and Other Outsourcing Providers event is:

Event Plus Event Plus Event One Day Pass Exhibit Hall Exhibit
Full Day of One Half Day Only Pass and Opening Hall
Workshops Workshop Hall Reception Only*

Early $2295 $2095 $1695 $895 $85 FREE
Registration
prior to 
January 31, 2004

Early $2395 $2195 $1795 $995 $95 FREE
Registration
prior to 
February 28, 2004

Standard $2495 $2295 $1895 $1095 $195 FREE
Pre-Registration after 
February 28, 2004

The Academic rate is 30% off the registration price

Federal government/FDA rate: $695

* Exhibit Hall only pass does not include admittance to evening receptions on Monday, April
26, 2004 and Tuesday, April 27, 2004, nor does it entitle the pass holder to the conference
or luncheons.

GROUP DISCOUNTS AVAILABLE - SEND YOUR WHOLE TEAM!

Send 4 individuals from the same company and each receives 15% off
All individuals must register at the same time.

For further information, contact Scott Crabtree at 212-661-3500, ext. 3264; email:
scrabtree@iirusa.com.

If you attend the 13th annual Partnerships event and wish to send a project management
colleague to the co-located Project Management for Pharmaceuticals conference, your
colleague will receive 15% off registration fees. Please reference this brochure when
registering for the Project Management for Pharmaceuticals conference. 

Payments are required by April 12, 2004. You may pay by check, VISA, MasterCard, Diner’s
Club or American Express. Please make check payable to the "Institute for International
Research, Inc." and write the name of the delegate(s) and our reference number P0980 on
the face of the check. If payment has not been received prior to registration on April 26th,
2004, a credit card hold will be required and will be processed 2 weeks following the event.

DATES: April 26-28, 2004

VENUE: Caribe Royale All-Suites Resort & Convention Center
8101 World Center Drive
Orlando, FL 32821

Telephone: 407-238-8000

*This number is for general hotel information only. The hotel will not accept individual call-ins
for hotel 

HOTEL DISCOUNTS: All hotel bookings should be made through The Global Executive's
Internet booking site. Please visit www.globalexec.com/iir to make your reservation. If you
do not have web access, or need additional assistance, please call The Global Executive at
800-516-4265 or 203-431-8950 or send them an email at conf@globalexec.com. The hotel
will not accept individual calls for room reservations at the IIR negotiated rate.

CANCELLATIONS: Should you be unable to attend for any reason, please inform us IN
WRITING prior to April 12, 2004 and a credit voucher for the full amount will be issued. If
you prefer, a full refund, less a $195 non-refundable deposit will be issued. No refunds or
credits will be given for cancellations received on or after April 12, 2004. 

Substitutions of enrolled delegates may be made at any time. Please indicate upon
registration whether you are eligible for a discount. No two discounts can be combined. If
for any reason, IIR decides to cancel this event, we are not responsible for covering airfare,
hotel or other costs incurred by event registrants. Program content is subject to change
without notice.

All speakers and topics listed are confirmed as of press time. When substitutions must be
made due to speaker cancellations, IIR makes every effort to find a replacement of equal
caliber to present the scheduled topic.

Press permission must be obtained prior to the event and is dependent upon speakers'
approval.  The press may not quote speakers or delegates unless they have obtained their
approval in writing. 

Any disabled individual desiring an auxiliary aid for this event should notify IIR at least
3 weeks prior to the event in writing by faxing to (212) 661-6045.

DOCUMENTATION ORDER
If you are unable to attend the program, or would simply like to order additional sets of
documentation for your colleagues, they are available for $395 per set, including postage
and shipping in the U.S. only, plus any applicable sales tax. The Documentation is a
compilation of the speaker handouts including overheads, power point presentations,
articles and charts. Please fill out the order form on the back of the brochure. The
documentation is available for shipment two weeks after the event takes place. CREDIT
CARD PAYMENTS ONLY.

Email  register@iirusa.com     Web  www.cropartners.com

PharmaVOICE is the executive forum that allows
business leaders to engage in a candid dialogue on the
myriad challenges and trends impacting the life-sciences

industry. PharmaVOICE reaches more than 17,000 U.S.-based executives
who influence business strategies and affect change. Published monthly,
PharmaVOICE provides readers with insightful and thought-provoking
commentary in a multiple-perspective format through its forums, topics,
and articles that cover a range of issues from molecule through market. To
Raise Your VOICE, contact feedback@pharmavoice.com.

R&D Directions, the pharmaceutical industry’s premier
source of pharmaceutical product research and
development information, delivers all the information you

need to stay informed of the trends and events affecting the pharmaceutical
pipeline. R&D Directions provides original editorial and special reports
covering products in development, clinical trials, research organizations and
laboratories, and more! For information regarding R&D Directions, visit
www.PharmaLive.com.

Scrip Reports provide the highest standard of focused
business intelligence in the pharmaceutical and
biotechnology industries. Titles cover regulatory affairs, e-
commerce, strategic management issues, therapeutics, drug
discovery and biotechnology.   Scrip’s Pharmaceutical

Lifecycle Management: Options in drug deliveryAs the prescription drugs
market becomes increasingly overcrowded and generic competition
becomes fiercer, pharmaceutical companies are under greater pressure to
find ways of extending and protecting product lifecycles. Innovative drug
delivery strategies can extend a drug’s therapeutic effects and lengthen its
life span beyond patent expiry of the active substance.  This report is your
essential guide to how drug delivery technology is being utilised in
pharmaceutical lifecycle management.

ONLINE PARTNERS
A Portal and B2B Outsourcing Marketplace for the
Biopharma industry. The site features the Request for
Quote Outsourcing Research and Business Services

Marketplace, the Request for Partnership Marketplace, the IP-Out-
licensing/In-licensing Marketplace, the Product Marketplace, and the Career
Service. The portal features biopharma news, biopharma event calendars,
resources for researchers and entrepreneurs, tools, the biotechnology and
pharmaceutical directory featuring Canadian, U.S., U.K., European and
Indian biotech and pharma companies, organizations and associations
searchable by category and name. Publications include the BioMed
Outsourcing Report and the U-BioMed Newsletter covering research and
technology opportunities at over 200 institutions in Canada, the U.S., the
U.K. and Southeast Asia.

Industry Pharma with the singular goal of serving the
executives in the industry, the information presented on this
site provides as a free research resource to all members of
the Pharmaceutical community. Conveniently contained in

one online destination, IndustryPharma.com includes links to publications,
associations, conferences and training, solution providers, careers and
more within the Pharmaceutical industry. Visit www.industrypharma.com

PharmSource Information Services, Inc. is the premier
provider of information services that help pharmaceutical
and biopharmaceutical companies design, implement and
manage contract drug development and manufacturing

programs. Buyers and sellers of contract services rely on our publications,
online databases, surveys and custom services to provide timely and
accurate information and analysis

Phorum is an independent health sciences portal. Its
primary mission is providing information services through
site and news linkages for the benefit of Phorum

community members. 

VertMarkets provides industry specific online sales and
marketing products and services to small and medium
sized suppliers. VertMarkets continues to be the leader in

e-commerce enablement, with marketplace solutions that attracts and
connects buyers and suppliers online through its 68 industry-specific
marketplaces. Website: www.vertmarkets.com

Published by PharmaLinx LLC
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