
REGISTER BY OCTOBER 31, 2011 & SAVE $200!

International Institute for 
Business Information & Growth LLC PRESENTS:

Visit us on the WEB at www.iibig.com/Outsourcing

Meet & Network with Leading BioPharmaceutical Industry Experts from Companies Like these…

Optimizing Cross-Border 
Partnerships & Expanding Opportunities 
Using eClinical Technologies 

December 6 - 7, 2011
SHERATON MEADOWLANDS • EAST RUTHERFORD, NJ
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SPONSORED BY:

• Acurian
• AMAG Pharmaceuticals, Inc
• Anhvita BioPharma Consulting
• Aptalis Pharma
• Arno Therapeutics 
• Asherman Associates Inc.
• Beardsworth 
• Celgene Corporation 
• CHDI Foundation 
• Cipher Pharmaceuticals Inc 
• Clinverse
• Confluent Translations 
• Eagle Genomics Ltd
• Eli Lilly & Company
• Endo Pharmaceuticals

• Fountain Medical Development 
• Grifols Inc.
• Grünenthal
• ICON Late Phase & Outcomes Research
• ImClone Systems
• Incyte
• Inovio Pharmaceuticals, Inc
• JB Ashtin
• Johnson & Johnson 
• Lux Biosciences
• Magnolia Lane Consulting 
• Mcwatters Clinical Research Consulting
• MediGuard.org
• Mission3
• MyClin 

• Novartis - US
• Novartis Pharmacueticals 

Corporation
• Octapharma USA 
• Pfizer
• PRA International
• PwC
• Radiant Sage LLC
• RadPharm, Inc.
• RxTrials
• SAFE-BioPharma
• Shire Development Inc.
• Talecris Biotherapeutics
• ViroPharma



Dear Colleague, 

I am pleased to invite you to attend iiBIG’s 5th ANNUAL GLOBAL CLINICAL TRIAL PARTNERSHIPS:
OPTIMIZING CROSS-BORDER OUTSOURCING, scheduled for December 6-7, 2011 in East
Rutherford, New Jersey. We have planned an executive-level event that will focus on the unique
issues involved in outsourcing clinical research & life sciences manufacturing to non-US locales
and on the regulatory, logistical and technology-related issues that are empowering global
partnerships.

To address these issues, an outstanding speaking faculty of senior-level executives along with key
operational leaders who handle global outsourcing and alliance management has been secured for
this conference. You will hear from representatives of large, medium, and small pharmaceutical as
well as biotechnology and medical device companies as they share their insights on strategies for
optimizing clinical operations and outsourcing.

Key issues to be addressed, especially through case studies, include:
• How to effectively share operational risk with sponsors & or CROs and develop strategic planning

for win-win partnerships
• Full service versus functional (niche) outsourcing: Strategies for Global Clinical Outsourcing
• Cloud computing concepts applied in pharma research and development
• Using the latest technologies for patient recruitment, compliance, and retention
• Managing relationships in over 10, 20 or more countries
• How to effectively find the right suppliers with the proper skill set & knowledge in emerging

markets 
• Successful strategies sponsors & CROs use to protect intellectual property rights 
• Enhancing effective, accurate and timely collection of trial data
• Innovative ways to use technologies to lower drug development costs
• Study preparation meeting – No SOWs allowed
• Best practices for selecting CROs, suppliers and sites in BRIC countries and beyond

This intimate, highly focused, and informative event is only a day-and-a-half away from the
office─yet you will hear from and network with many of the industry’s most innovative and strategic
leaders, as well as receive the latest thinking on cross-border partnering strategies. Take away the
tools and techniques to tackle outsourcing challenges that are unique to doing business in a global
setting in the biopharmaceutical and medical device industry.

I look forward to seeing you December 6-7 in East Rutherford. 

Best regards,

Lissa Blake
Lissa Blake, Conference Organizer
iiBIG

A WARM WELCOME FROM 
YOUR CONFERENCE CHAIR

CONTINUING EDUCATION CREDITS

Register by October 31, 2011 and SAVE!

Continuing Education Credits (e.g. CLE, CPE, CME, etc.) may be available for iiBIG conferences. Upon request
conference attendees will be provided with a “Certificate of Attendance” and a copy of the conference agenda,
showing topics, length of sessions, and name(s) and professional affiliation(s) of presenter(s) for each session.
Attendees wishing to apply for continuing education credits for attending this conference may submit this
documentation to the relevant organization in his/her state when applying for such credits.

Program Level: Overview Program is a “Group Live” offering
No Advance Preparation Required CPE Credits awarded: 13.5
No Prerequisites Required

The International Institute for Business Information and Growth (iiBIG) is registered with the National
Association of State Boards of Accountancy (NASBA) as a sponsor of continuing professional education on the
National Registry of CPE Sponsors. State boards of accountancy have final authority on the acceptance of
individual courses for CPE credit. Complaints regarding registered sponsors may be addressed to the National
Registry of CPE Sponsors, 150 Fourth Avenue North, Suite 700, Nashville, TN, 37219-2417. Website:
www.nasba.org.

For more information regarding administrative policies such as a complaint or refund request, please contact our
offices at 212-300-2521.

EXECUTIVE SPEAKING FACULTY:
Heather Almonte, Associate Director, Clinical Operations,
OCTAPHARMA USA
Ira Asherman, President, ASHERMAN ASSOCIATES INC.
Lori Bainbridge, Director, Client Services, JB ASHTIN
Dirk Karsten Beth, President & CEO, MISSION3
Nancy Cardone, Business Development Manager,
CONFLUENT TRANSLATIONS
Tia Carmon, Patient Research Coordinator, MEDIGUARD.ORG
Adam R. Chasse, Vice President, Corporate Development,
RxTRIALS
Scott Connor, VP Marketing, ACURIAN
Ed Corsi, Manager Clinical Trials, Clinical Development,
TALECRIS BIOTHERAPEUTICS
Jacqueline Delfgaauw, PhD, Sr. Director, Head, Clinical
Operations and Medical Monitoring US, GRÜNENTHAL
James Denmark , Founder & CEO, MYCLIN
Keith Elliston, PhD, Vice President, Systems Biology, CHDI
Janet Flisak, Clinical Program Leader, Oncology, 
Global Clinical Operations, JOHNSON & JOHNSON
Joseph Gardner, Senior Scientist, PFIZER
Pedro Gittens, Senior Directory, Compliance and Regulatory
Affairs, LUX BIOSCIENCES
Kathy Goin, Global Trial Director, 
ENDO PHARMACEUTICALS
Gretchen Goller, Senior Director, Therapeutic Expertise,
Patient Access and Retention Services, PRA INTERNATIONAL
Jason A. Gross, Vice President of Scientific and Medical
Affairs, CIPHER PHARMACEUTICALS INC.
Richard Holland, Chief Business Officer, 
EAGLE GENOMICS LTD.
Tim Immel, Chairman and CEO, CLINVERSE
Renu Jain, Program Director, GRIFOLS INC.
Joanne Jiang, VP, Business Development and 
Project Management, Co-Founder, FOUNTAIN MEDICAL
DEVELOPMENT
Jeffrey N. Klein, Assistant General Counsel, 
APTALIS PHARMA
Mary Lynne Kupchella, Esq., Associate Director, Outsourcing
Lead, Contracts, Compliance and Vendor Management,
PFIZER, INC
Jessica C. Lee, Senior Director, Clinical Development,
INOVIO PHARMACEUTICALS, INC.
Richard Malloy, Assistant Director Quality Assurance,
VIROPHARMA
Jacquie Mardell, Principal/ Partner, 
ANHVITA BIOPHARMA CONSULTING, INC
Kara Lee McWatters, Professor, HUMBER COLLEGE
SCHOOL OF HEALTH SCIENCES & Clinical Research
Consultant, MCWATTERS CLINICAL RESEARCH
CONSULTING INC.
Michael G. Minor, Sr. VP Strategic Planning & Proposals,
ICON LATE PHASE & OUTCOMES RESEARCH
Dhiraj Pathak, PhD, Cloud Infrastructure Services Leader, PwC
Ross D. Pettit, Vice President, Clinical Operations and Data
Management, AMAG PHARMACEUTICALS, INC.
Stefan Proniuk, Senior Director Product Development, 
ARNO THERAPEUTICS
Evette Riegel, Senior Director Clinical Operations/Project
Management, BEARDSWORTH
Donald P Rosen MD, Co-founder, RADPHARM, INC. and
Director, ACR IMAGE METRIX
Barry Sagotsky, President, MAGNOLIA LANE CONSULTING
Dr. Uwe Schneider, VP, Compound Development & Branding;
Head of Global Sourcing Management, GRÜNENTHAL GMBH
Michael Semo, Sourcing Manager / Virtual CMC Team,
ELI LILLY AND COMPANY
Elizabeth Shewell, Senior Director, Outsourcing, INCYTE
Mollie Shields-Uehling, President & CEO, SAFE-BIOPHARMA
Ven Thangaraj, Founder & Advisor, RADIANT SAGE LLC
Adair Turner, Regulatory Affairs Manager, MISSION3
Bryant Wales VP, Strategic Sourcing, IMCLONE SYSTEMS
Jane A. Wilcox, Associate Clinical Contracts Director, 
Clinical Development Operations & Biostatistics, 
SHIRE DEVELOPMENT INC.
Bradley T. Wyman, Director, Imaging and Technologies,
Precision Medicine, PFIZER



8:00 – 9:15 Registration & Networking

9:15 – 9:30

Welcoming Remarks/Introductions

9:30 – 10:20

State of the Industry
As Pharma sponsors reduce domestic workforces, dependence on outsourced
relationships throughout the life sciences food-chain will increase. Outsourcing
and strategic partnerships have never been more imperative to drive down
costs and reduce drug delivery time. With increasing pressure to achieve a
greater level of accuracy and skill on both the Sponsor and Provider front, it’s
more important than ever to drive higher levels of joint effectiveness with
clinical partners by establishing strong alliances early on. Contract research is
almost at 20% of total drug development spending, and it continues to grow at
a rapid pace. Strategic partnerships with CROs are what drive clinical trials at
the very core of clinical development; and with billions of dollars spent on
development each year, there is much opportunity for clinical partners to meet
and maximize one another’s expectations and goals moving forward.

PANELISTS: Michael G. Minor, Sr. VP Strategic Planning &
Proposals, ICON LATE PHASE & OUTCOMES
RESEARCH

Mary Lynne Kupchella, Esq., Associate Director,
Outsourcing Lead, Contracts, Compliance and Vendor
Management, PFIZER, INC

Ed Corsi, Manager Clinical Trials, Clinical
Development, TALECRIS BIOTHERAPEUTICS

10:20 – 11:05

Gaining Control of Clinical Imaging Data
This session will explore the benefits of utilizing cloud based technologies to
manage medical imaging data related to clinical trials. Cloud computing is
changing the way users interact with applications and systems. The
challenges with medical imaging revolve around image transfer, image
volumes, image display, image storage, and workflows especially as the
systems and image data are held on the cloud. The session will provide
details and use cases on image transfer, image archival, workflow, blinded
reads and collaboration as well as provide a cost benefit analysis of using
cloud based technologies.
• Clinical Image Management System (CIMS)/ Image EDC perspective from a

customer 
• CIMS from an Imaging corelab and Radiology perspective 
• CIMS from a use case perspective
• Cloud technologies for drug discovery in a high volume and regulated

environment.

MODERATOR:
Ven Thangaraj, Founder & Advisor, 
RADIANT SAGE LLC

PANELISTS:

Keith Elliston, PhD, Vice President, Systems Biology,
CHDI

Bradley T. Wyman, Director, Imaging and
Technologies, Precision Medicine, PFIZER

Dhiraj Pathak, PhD, Cloud Infrastructure Services
Leader, PwC

Donald P. Rosen MD, Co-founder, RADPHARM, INC.
& Director, ACR IMAGE METRIX

11:05-11:35 Morning Break & Networking

11:35 – 12:20

Move into the Fast Lane with eTMF
We will be covering the following in the session:
• What is TMF?
• What is an eTMF?
• What is an eTMF system?
• Overview of the Trial Master File in Reference Model (RM)
• Benefits of eTMF based on the DIA RM to Stakeholders

MODERATOR:
Dirk Karsten Beth, President & CEO, 
MISSION3

PANELISTS:

Adair Turner, Regulatory Affairs Manager, 
MISSION3

Pedro Gittens, Senior Directory, Compliance and
Regulatory Affairs, LUX BIOSCIENCES

12:20 – 1:30 NETWORKING LUNCHEON

1:35 – 2:10

How to Effectively Share Operational Risk with CROs to Develop
Win-Win Strategic Partnerships
The CRO competitive environment is evolving, as outsourcing demand from
large pharmaceutical companies has picked up. Preferred partnerships
between Big Pharma and CROs are becoming more common, with the
benefits of increased efficiency, expanded developmental capabilities, and
significant cost savings. Although partnerships have previously existed in
various situations, the concept is only now becoming more prevalent
throughout the industry. In addition to the substantial recurring revenue that
partnership deals generate for CROs, any significant collaboration with
Biopharma companies increases the likelihood of an eventual longer-term
pact. CROs can concentrate on the various aspects of enterprise risk
management, gaining appropriate insight across all functions where risks
may threaten the enterprise.

MODERATOR: Jane A. Wilcox, Associate Clinical Contracts Director,
Clinical Development Operations & Biostatistics,
SHIRE DEVELOPMENT INC.

PANELISTS:

Jason A. Gross, Vice President of Scientific and
Medical Affairs, CIPHER PHARMACEUTICALS INC.

Dr. Uwe Schneider, VP, Compound Development &
Branding; Head of Global Sourcing Management,
GRÜNENTHAL GMBH

Bryant Wales VP, Strategic Sourcing, 
IMCLONE SYSTEMS

2:15 – 2:45 Refreshments & Networking

DAY ONE
TUESDAY, DECEMBER 6, 2011

REGISTER:    1. Online: www.iibig.com/Outsourcing     2. Call: 212-300-2520     3. FAX: 212-300-2529 



2:50 – 4:00

Study Preparation Meeting – No SOWs Allowed
• Bringing a global study team together to physically walk through processes

– no assumptions
• A-Ha moments bring a team together
• Why we leave the Statement of Work at the door

SESSION LEADER:
Kathy Goin, MS, CCRA, Global Trial Director, 
ENDO PHARMACEUTICALS

PANELISTS: Kara Lee McWatters, Professor, HUMBER COLLEGE
SCHOOL OF HEALTH SCIENCES & Clinical Research
Consultant, MCWATTERS CLINICAL RESEARCH
CONSULTING INC.

Lori Bainbridge, Director, Client Services, 
JB ASHTIN

James Denmark, Founder & CEO, 
MYCLIN

4:05 – 5:00

Finding the Right Suppliers: Identifying Proper Skill Sets &
Knowledge-base in Emerging Markets
The choice of the right supplier is key and sometimes communication
problems are an issue especially if emerging markets are taken into
consideration. It is important to choose the right study geography and
understand the different roles for emerging and established markets to roll
out an outsourced study with more confidence. The CRO must have the right
level of technical competence to deliver to the company’s needs.  The
supplier must have the right equipment and/or facilities to deliver the project.
And finally cost - the price has to be right.

MODERATOR: Jacqueline Delfgaauw, PhD, Sr. Director,Head,
Clinical Operations and Medical Monitoring US,
GRÜNENTHAL 

PANELISTS:

Ross D. Pettit, Vice President, Clinical Operations,
AMAG PHARMACEUTICALS, INC.

Jacquie Mardell, Founder/Partner, 
ANHVITA BIOPHARMA CONSULTING

5:00 – 6:30

EVENING NETWORKING RECEPTION:
Meet & Network with Your Fellow Outsourcing Colleagues

8:00 – 9:00 Networking & Registration

9:00 – 9:45

Managing Relationships in Over 10, 20 or More Countries
Pharmaceutical and biotechnology companies are increasingly attempting to
expand the market for new drugs by applying for regulatory approvals in
multiple countries simultaneously rather than sequentially as they have in the
past. Many believe that contract research organizations with a global
presence will continue to benefit from these trends.

PANELISTS:
Renu Jain, Ph.D, RAC, Program Director, 
GRIFOLS INC.

Joseph Gardner,  Senior Scientist, 
PFIZER

9:50 – 10:10

Implementation of PLM Software to Enable Integrated
Collaboration and Vendor Oversight for CMC Activities
PRESENTED BY:

Michael Semo, Sourcing Manager / Virtual CMC Team,
ELI LILLY AND COMPANY

10:10 – 10:30 Morning Break & Networking

10:30 – 11:30

Full Service vs. Functional (niche) Outsourcing: Strategies for Global
Clinical Outsourcing
Clinical outsourcing strategies are innovative and offer companies options to
drive their time to market and decrease costs. These strategies have come in
various forms and have been uniquely structured based on the needs of the
sponsor company and service provider. While no one strategy works the best
for everyone, a different model is appropriate at different times. Times have
changed from full-service outsourcing, where a sponsor engages with global
contract research organizations (CROs) to complete the services of a full
clinical trial, or functional outsourcing, where various service providers
provide a specific clinical function. The latter is a common model employed
amongst many sponsors where "bundling" functional outsourcing has also
been popular. The logic of functional outsourcing has many facets that
compel a sponsor to choose this model versus full-service outsourcing - "jack
of all trades, expert of none" and/or "not having all eggs in one basket."

PANELISTS:
Evette Riegel, Senior Director Clinical
Operations/Project Management, BEARDSWORTH

Elizabeth Shewell, Senior Director, Outsourcing,
INCYTE

Jessica C. Lee, MPH, Senior Director, Clinical
Development, INOVIO PHARMACEUTICALS, INC.

DAY TWO
WEDNESDAY, DECEMBER 7, 2011

Register by October 31, 2011 and SAVE!

CanBiotech
R&D Outsourcing

Capital Sourcing

Competitive Intelligence

AN iiBIG THANK YOU TO OUR MARKETING PARTNERS



11:35 – 12:15

Using the Latest Technologies for Patient Recruitment, Compliance & Retention
Current recruitment methods simply aren’t bringing enough patients into clinical studies. New
processes and technologies integrated with traditional methods are crucial to accessing new
patient populations and helping to secure engagement. Several organizations are making dramatic
strides in developing approaches and systems that work for them. This will address successful
strategies for engaging patients including similarities and differences around the globe. This session
will also address how to harness social media and the internet to recruit potential ePatients;
increasing patient compliance by using new technologies as an engagement tool; reducing
recruitment time with online screening and Electronic Health Records and more.

PANELISTS:
Scott Connor, VP Marketing, 
ACURIAN

Janet Flisak, Clinical Program Leader, Oncology, Global Clinical
Operations, JOHNSON & JOHNSON

Tia Carmon, Patient Research Coordinator, 
MEDIGUARD.ORG

12:15 – 1:20

Best Practices for Selecting CROs, Suppliers, and Sites in BRIC Countries and Beyond
Proximity, expertise, language, culture and pricing are all considered when selecting a CRO. A good
CRO should function as an extension of the Client’s development group. Expertise, ease of
communication, language and culture are most easily found in a local CRO. How do you effectively
overcome the challenges of selecting the appropriate countries, sites and investigators? What are the
cost differentials for site selection? This session discusses the need to carefully examine country specific
regulations for doing business in BRIC countries and identify the challenges of outsourcing in these
regions and possible solutions. What are the successful strategies sponsors & CROs use to protect
intellectual property rights? What are the latest lucrative partnerships and why did they do so well?

PANELISTS:
Jeffrey N. Klein, Assistant General Counsel, 
APTALIS PHARMA

Stefan Proniuk, Ph.D., MBA, Sr. Director Product Development, 
ARNO THERAPEUTICS

Nancy Cardone, Business Development Manager, 
CONFLUENT TRANSLATIONS

Joanne Jiang, PhD, MBA. VP, Business Development and Project
Management, Co-Founder, FOUNTAIN MEDICAL DEVELOPMENT

1:20 – 2:20 NETWORKING LUNCHEON

2:20 – 3:00

Cloud Computing Concepts Applied in Pharma R&D
This session will share lessons learned and approaches in applying cloud computing concepts in a
pharmaceutical research and development environment. Specific real world use cases will be
highlighted. There will be discussion on future opportunities as well as current challenges in
reaching further adoption including strategic issues such as security, technical integration, platform
readiness, cost and service support. Topics will include value of cloud computing studies, cloud
vendors/providers, non cloud solutions that provide what the cloud does, performance
benchmarking, security models, and tools and frameworks for data analysis.

PANELISTS:
Tim Immel, Chairman and CEO, 
CLINVERSE

Richard Holland, Chief Business Officer, 
EAGLE GENOMICS LTD.

Mollie Shields-Uehling, President and CEO, 
SAFE-BIOPHARMA 

REGISTER:    1. Online: www.iibig.com/Outsourcing     2. Call: 212-300-2520     3. FAX: 212-300-2529 

WHO WILL ATTEND:
This conference is specifically designed for senior-level
executives with titles and industry affiliations such as:

Heads, Executive Directors, Vice Presidents,
Directors and Associate Directors in:

• Global Strategic Sourcing
• Outsourcing
• Clinical Operations
• Contract Management
• International Clinical Operations
• Risk Management
• Clinical Trial Projects
• Clinical Development
• Planning
• R & D
• Global Clinical Programs
• Alliance Management
• Corporate Counsel
• Government Affairs 
• Project Management

Industries:
• Pharmaceutical
• Biotechnology
• Medical Device
• Contract Research Organizations (CROs) 
• Contract Manufacturing Organizations (CMOs)
• Site Management Organizations (SMOs)
• Independent Review Boards (IRBs) 

2011 KEY HIGHLIGHTS
✔ 90% NEW senior level speakers to present at

the 5th Annual event– bringing NEW insights
and NEW industry strategies with them

✔ In excess of 150 individual organizations
were represented at this conference

✔ Over 45 leading industry experts on this
event’s speaker faculty

✔ Over 15 hours of content with with 14
roundtable panel discussions 

✔ Over 6 hrs of dedicated networking and face-
to-face time with industry leaders

✔ Plus, networking breakfasts, breaks and drinks
reception and an optional dinner for attendees

CORE FOCUS AREAS FOR 2011
• Applying cloud computing concepts in a

pharmaceutical research and development
environment

• Full Service vs. Functional (niche) Outsourcing
• Using the Latest Technologies for Patient

Recruitment, Compliance & Retention 
• Discover the latest risks and benefits of working

in emerging markets in Asia, Central Eastern
Europe and Latin America

WHY YOU NEED TO BE THERE
✔ Meet face-to-face with key pharma, biotech

and medical device senior-level outsourcing
professionals and decision-makers

✔ Obtain strategic operational plans of
pharmaceutical and biotech sponsors who
are conducting multi-regional clinical trials

✔ Attain competitive advantage of how to
successfully implement cutting-edge
outsourcing strategies for small, medium and
large pharma

✔ Network with the best in the industry



VENUE INFORMATION:

SHERATON MEADOWLANDS HOTEL
2 Meadowlands Plaza 
East Rutherford, NJ 07073
Phone: 201-896-0500
Fax: 201-896-9696  
Web: www.sheraton.com/Meadowlands

HOW TO BOOK YOUR ROOM:

iiBIG has made arrangements with the Sheraton
Madowkands Hotel & Conference Center for a
limited block of rooms for this conference at the
discounted rate of only $155 per night. To take
advantage of this discounted rate you must make
your reservations no later than Monday,
November 6, 2011 as the discounted room block
rate will expire on this date. When making your
reservations, be sure to mention that you are a
participant of the "iiBIG/ Global Clinical Trial
Outsourcing Conference."

TO RESERVE YOUR ROOM, CALL: 
201-896-0500

REGISTRATION 
TERMS & CONDITIONS:

Registration fee includes admission to all conference
sessions; breakfasts, luncheons, refreshments,
receptions; and one copy of the conference
documentation workbook provided by iiBIG.

Cancellation of registration must be made in
writing to iiBIG no later than 30 days before the
conference. A $199 service & handling fee will be
retained for each cancellation. No refunds if
cancellation is received less than 30 days before
the conference; however, registration(s) may be
transferred to another person by sending iiBIG the
name and full contact details of the substitute
registrant(s). In lieu of cancellation, registration(s)
may be transferred to any other iiBIG conference
held within twelve (12) months of the date of the
original conference.

Conference attendees are solely responsible for
costs to attend conference including – but not
limited to – travel, lodging, and/or shipping and
safe keeping of personal or business property.
iiBIG encourages all conference participants to
carry insurance to protect against the loss, damage
or theft of any personal or business property. 

3:00 – 3:20 Afternoon Break & Networking

3:20 – 4:00

How to Lower Drug Development Costs Through Effective Technology Use and Site
Management
• Technology can be an important part of patient recruitment and retention
• EMR
• Social media
• Online screening
• Maintain patient compliance and engagement
• Human element can’t be discounted – technology can IDENTIFY patients, but sites must manage

studies well to fully leverage technology
• Recruitment planning (with contingencies)
• Metrics-based project management
• These skills are not found in abundance at most sites – how to remedy this?

PANELISTS:
Gretchen Goller, Senior Director, Therapeutic Expertise, Patient Access and
Retention Services, PRA INTERNATIONAL

Adam R. Chasse, Vice President, Corporate Development, 
RxTRIALS

4:00 – 4:45

Site Activation: How to Get Beyond the Classic Pitfalls
Efficient site activation is vital to clinical trial success. With the various activities happening during
site activation several challenges come into play again and again. It is essential to timely site
activation to know what these typical challenges are, being able to work through them and avoiding
them when possible. During this panel session, speakers will share their experiences specializing in
site activation, and the best practices that have been implemented to handle these challenges of this
wide-ranging process. What opportunities are being offered in managing global data for clinical
trials; how should global pharmaceutical companies address the challenges and seize the
opportunities from this increasingly important hub for clinical trials. How can pharmaceutical
companies and sponsors stay abreast of clinical trial practices by improving efficiency and reducing
cost in collecting and managing clinical data? How should CROs organize themselves to address
sponsors’ requirements and play the role of a strategic partner in reducing trial time and complying
with regulatory requirements?

PANELISTS:
Heather Almonte, Associate Director, Clinical Operations, 
OCTAPHARMA USA

Richard Malloy, Assistant Director Quality Assurance, 
VIROPHARMA

4:45 – 5:15

Trust-Based Influencing to Create Collaborative Relationships
Critical to the success of any sponsor/CRO contract is the ability of the parties to work together as a
team, to be open to each other’s ideas, and to allow themselves to be influenced by the other party.
Trust-based influencing has great potential for long-term success.  We define “trust” as a willingness to
be open to, and to take risks with, another individual over whom you have no direct control. As such,
trust does not come easy; it takes time and effort. Trust-based influencing, then, requires three critical
skills if it is to be effective:
• Being willing to listen to the other party and to acknowledge his/her issues as legitimate;
• Being clear about your own objectives and what you want from the interaction; and
• Being more interested in finding a solution that works for both parties than in “winning.”

PANELISTS:
Ira Asherman, President, 
ASHERMAN ASSOCIATES, INC.

Barry Sagotsky, President, 
MAGNOLIA LANE CONSULTING

5:15 Conference Concludes: Thanks for “Thinking iiBIG!”

DAY TWO
WEDNESDAY, DECEMBER 7, 2011

Register by October 31, 2011 and SAVE!



Acurian is the global leader in clinical trial patient recruitment and retention solutions. Our
predictive models, proven processes, and cutting-edge technology combine with years of
experience to take the guesswork and uncertainty out of patient recruitment. Since 1998,
Acurian has supported over 400 protocols for more than 60 companies worldwide.

Beardsworth – a full-service CRO specializing in business solutions for complex clinical trials with a particular expertise in
oncology including newly emerging oncology vaccine technologies. Our experienced team of professionals averages 20+
years experience in clinical trial design, conduct, management, safety and reporting through FDA approval. Our patient-
centric approach and cross-functional strength transform trial complexities into sound strategy and execution. As the founding
partner of OncologyOne® – an alliance of best-in-class regional CROs, we provide global reach with local expertise for
oncology trials. Celebrating 25 years in business, Beardsworth is a CCR registrant & designated Small Business. When you are
looking for straight talk, accurate results, and a CRO partner invested in your project, Beardsworth provides the solutions – on
time and within budget. Visit us at www.beardsworth.com.

Clinverse, Inc. provides the industry’s first fully automated, global, SaaS-based financial management network for
investigator payments. Our flagship product, ClinPay™, efficiently automates and facilitates the entire investigator payment
process from contract execution through site payment. It provides complete transparency for Sponsor, CRO’s, and
Investigators offering near real time transaction and payment information for all involved in the network.  We are integrated
with various e-Clinical systems to receive study data which triggers payment milestones in ClinPay eliminating duplication
of data entry. Clinverse’s patent pending technology platform supports payments in 130 currencies, is fully customizable,
and provides a very cost effective solution for investigator payments.

Confluent Translations’ mission is to go beyond translation to honest understanding through ongoing dialog with clients to
ensure success. We are ISO 9001:2008 certified dedicated to providing quality work in a timely manner. Our name reflects
the company’s customer centric philosophy by merging the client and Confluent in a fluid process to obtain a positive
outcome. Good translation and cultural training can make everything a company does fall into place internationally. You,
your end customers, partners, and employees will appreciate the joy of engaging with people, products and processes in
their first language. That’s the most respectful and profitable way to conduct business globally. “Reliable and responsive” are
words we hear every day from our clients. Visit www.confluenttranslations.com or call Nancy Cardone at 412 539 1410 x
101 to make sure your message is clearly delivered.

Fountain Medical Development Corp. is a contract research organization (CRO) offering a full range of ICH GCP
compliant clinical research services for multinational clients conducting clinical research in China. The management team
of Fountain has decades of combined experience working with the world's leading CRO's and drug developers. In the
Chinese CRO market, we fill the void of a service provider that balances high quality with moderate cost. Our extensive
global experience in multiple therapeutic areas is unmatched by other local CRO's, and our lower operational cost allows
us to pass significant savings on to our clients. www.fountain-med.com
•We have very strong regulatory team and clinical operation team in China.
• Our clinical operation team provide phase II-IV clinical trial service, operation in China, Hong Kong, Taiwan and Korea. 
• We have our own central laboratory, and we already got the certificate by CAP(College of American of pathologist).
• We also have our own phase I center, the only one managed by CRO in China. 
• Our management team have many years of experience working for leading CRO or Pharma companies in US.

Impact Corelab, Inc., headquartered in Sacramento, Calif., provides a comprehensive portfolio of clinical imaging corelab
services, which combines a purpose-built cloud-based clinical image management platform with intensive radiological
expertise to improve process transparency and control over complex imaging-based trials delivering significant time and
cost savings. The company is a wholly owned venture of Radiological Associates of Sacramento, a premier provider of
specialized radiological services founded in 1917, and Radiant Sage LLC, a leader in cloud-based software solutions for
clinical trial image management. Impact Corelab can be found on the Internet at: www.impactcorelab.com

Mission3 is the premier Regulatory Information Management software provider for the Life Sciences industry. Our
innovative software solutions help Life Sciences companies of all sizes handle their electronic data management,
regulatory submission planning and publishing, product registration tracking, virtual data rooms and electronic trial master
files. Mission3 recently added GlobalTMF, an eTMF product that allows clinical trial companies to significantly reduce the
start-up cost and efficiently manage trials. GlobalTMF is an easy but powerful document management that encompasses
everything related to a clinical trial document’s lifecycle, which promotes greater compliance with your SOPs, improves
process efficiency and drives control of study cost and quality.

Radiant Sage LLC provides on-demand, web-based Clinical Trial Image Management Solutions for organizations involved in
drug discovery and research. Specifically designed for clinical trials, the company’s solutions, Core-Lab-in-a-Box™ and
RadVista Viewer, enable rapid trial start and increased overall efficiency of the collection, distribution, and processing of images
within a few weeks and requiring no capital infrastructure investments. The Software-as-a-Service (SaaS) delivery model enables
sponsors to retain control of their clinical trials by leveraging cost-effective, efficient and accurate image management solutions.
Radiant Sage is headquartered in Boston, Mass. and can be found on the Internet at: www.radiantsage.com
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