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Sponsorship and Exhibit Opportunities

Agenda Presentations

Agenda presentation sponsorships include a 15 or 25-minute podium presentation within
the scientific agenda of your choice, as well as exhibit space, onsite branding and access to
the conference delegate lists.

Breakfast & Luncheon Presentations

These presentations include a 20 to 30-minute podium presentation with a 10 to 15-minute
Q&A session. Invite session attendees to enjoy breakfast or lunch on your company’s
behalf while you give your talk.

Pre-Conference Workshops
Includes 15-minute or 30-minute podium presentation during pre-conference workshop, as well
as your company logo displayed on pre-conference workshop materials and onsite signage.

Invitation-Only VIP/ Hospitality Suite

Sponsor will select invitees from the conference pre-registration list for an evening of
networking at the hotel or a top local venue. CHI will extend invitations, conduct follow-up
and monitor responses. Reminder cards will be placed in the badges of those delegates who
will be attending.

Exhibiting

Enjoy networking with 400 end-users and decision makers as an exhibitor. The exhibit area offers
you the unique opportunity to meet potential clients face-to-face, allowing you to leave the event
with highly qualified leads. Exhibit space historically sells out, call to reserve your space.

Web Symposia

These symposia are powerful lead generation tools, as well as effective vehicles to communicate
with your target audience. Connect with key prospects through our Web Symposia Series. CHI
produces agendas, promotes the symposium, and manages all of the logistics! Sponsors will
receive a minimum of 100 qualified leads. Call for details.

To discuss sponsorship and exhibit opportunities, please contact:

llana Quigley

Manager, Business Development
Phone: 781-972-5457

iquigley @healthtech.com

Hotel & Travel Information

Conference Hotel:
Hilton Miami Downtown
1601 Biscayne Blvd
Miami, FL 33132

T. 305-374-0000

Discounted Room Rate: $215 s/d
Cut Off Date: January 6, 2012

Please call the hotel directly to reserve your sleeping accommodations. Identify yourself
as a Cambridge Healthtech Institute conference attendee to receive the discounted room
rate. Reservations made after the cut-off date or after the group room block has been filled
(whichever comes first) will be accepted on a space-and rate-availability basis. Rooms are
limited, so please book early.

Flight Discounts:

Special discounts have been established with American Airlines. Please use the following
method:

e (Call 1-800-433-1790 use Conference code A8622AU
e (o to www.aa.com enter Conference code A8622AU in promotion discount box

e Contact our designated travel agents at 1-877-559-5549
or chi@protravelinc.com

Car Rental Discounts:
Special discount rentals have been established with Hertz for this conference.
e Call Hertz directly at 800-654-3131 and reference our Discount Number 04KL0O003
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Monday PM
Feb. 6

Tuesday AM-PM
Feb. 7

Wednesday AM
Feb. 8

Conference D (NEW)
Integrating and Leveraging Clinical Trial
Operations Data: Portals, Data Warehouses,
Site/Study Execution Metrics
www.scopesummit.com/clinicaldatamanagement

Wednesday PM
Feb. 8

Thursday AM-PM
Feb. 9

Conference D (NEW)

Integrating and Leveraging Clinical Trial
Operations Data: Portals, Data Warehouses,
Site/Study Execution Metrics
www.scopesummit.com/clinicaldatamanagement

Summit for Clinical Ops Executives (SCOPE) Conference-at-a-Glance
February 7-9, 2012 * Hilton Miami Downtown * Miami, FL

SCUPE 2[]1 1 WI’H[]-U[] SCOPE 2011 moves to Miami and delivers again! On February 8, 2011, SCOPE convened in Miami, Florida.
Over 350 participants from more than 200 different companies and 17 different countries spent three days networking and discussing clinical
trial operation issues related to Forecasting, Site Selection, Patient Recruitment, Data Collection, and Project Management, as well as case
studies and best practices. Each program of SCOPE 2011 featured presentations and discussions offering different views and perspectives on
poignant issues that the field currently faces, while also being able to facilitate networking opportunities and peer collaborations.

Pre-Conference Short Courses™

MONDAY, FEBRUARY 6 - 2:00 - 5:30 PM

EMR/EHRs: Utilization of Electronic Health Record (EHR) Data

for Clinical Research

In this workshop, we will discuss the potential benefits and risks

involved in mining information outside of controlled trials to create

insights on diseases, drugs, and patient populations and to optimize

the conduct of clinical trials. Key topics to be addressed:

e Using EHRs to support clinical trial protocol design, feasibility
determination and optimization

* Mining large EHR databases to support site identification through
regional geographic heat maps

e Leveraging EHRs for data-driven patient identification and
recruitment: learning from the experience from a clinical research site

e Understanding the limitations of current systems, including data
quality issues

e Recognizing the benefits and complexities of EHR-EDC integration

¢ Navigating rules, regulations and policy: a US, EU and healthcare
institution’s perspective

Instructors:

Aaron Kamauu, M.D., M.S., M.RH., Principal & Director, Healthcare

Data Analytics, Clinical Methods LLC

Werner Ceusters, M.D., Director, Ontology Research Group, NYS

Center of Excellence in Bioinformatics & Life Sciences

Richard Scheuermann, Ph.D., Professor, Director, Division of Biomedical

Informatics, University of Texas Southwestern Medical Center

Andreas Schmidt, eStrategy Project Leader, Pharma Develooment, £

Hoffmann-La Roche AG (pending)
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Social Media and Mobile Technology in Supporting Patients in

Studies and Registries

With increasing numbers of people seeking health information online,

sponsors and CROs are using additional avenues of outreach to widen

the recruitment funnel. Every unigue online communication platform

offers another way to reach and interact with potential patients, to

support and inform patients, identify influencers who help inform

patients, and make study information easily accessible.

o Clear strategies for study managers: Implementing a social media
campaign

e Nuts and bolts: Mechanics of social media both from the sponsor
and the patient perspective, strengths and weaknesses of various
approaches

e \Vendors and partners: Hiring the right people and companies to help
develop and implement your strategy

e Current landscape: Players, tools, costs, ROI

® Managing risk associated with social media: Ethics and regulatory
perspectives

Instructors:

Tricia Barrett, Vice President, Operations, Praxis

Bonnie Brescia, Founding Principal, BBK Worldwide

Jacqueline Cole, Clinical Operations Portfolio Management, Eli Lilly

Abbe Steel, Vice President, Patient & Physician Services, United

BioSource Corporation (UBC)

David Williams, Chief Marketing Officer, PatientsLikeMe

*Separate Registration Required

SCOPEsummit.com
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February 7 - 8, 2012

@ Electronic Data in Clinical Trials

TUESDAY, FEBRUARY 7

7:30 am Conference Registration and Morning Coffee

ELECTRONIC HEALTH RECORDS
AND CLINICALTRIALS

Shared Session with Managing Post-Marketing Studies
(Phase llIb-1V) and Registries

8:15

8:30 leynote Presentation - Clinical Innovation and
Pfizer's Virtual Trial

Craig Lipset, Head, Clinical Innovation, Pfizer Worldwide Research &
Development

The time, cost, and complexity of clinical trials today is largely
unsustainable - the future of clinical trials is dependent upon
innovation. Mobile, health information technology, and telemedicine
are just some of the key tools to enable clinical innovation. In 2011,
Pfizer announced the launch of the “Virtual Trial’’ a novel integration
of these tools to enable a disruptive new clinical trial model. This
session will provide an update on the Virtual Trial and share other
exciting opportunities for clinical innovation.

8:55 Beyond the Primary Endpoint: Optimizing Learning
from Clinical Trials

Eric Perakslis, Ph.D., Vice President, Research & Development IT
Johnson & Johnson Pharmaceuticals Research and Development
Given the costs and complexity of human clinical trials, the resulting
data and information is among the most expensive and obligating in
the drug discovery and development process. The optimization of the
utility of this content across the enterprise and pipeline is essential

to bring value to patients and to the business. Looking beyond the
primary endpoint to enable the maximum translatability of all the
collected data can be viewed only as an expense when, in truth, it can
often provide the highest return on investment.

9:20 A Full System Approach to Electronic Data and
Integration with the Patients’ EHR

John Parkinson, Ph.D., Head, GPRD, MHRA Medicines & Healthcare
Products Regulatory Agency

Separate silos of CT and EHR data are not in the best interest of
patients. A fully validated EHR is the way forward. Such a system
enables many types of clinical trials.

Chairperson’s Opening Remarks

9:45 Interactive Question and Answer Session with Speakers
10:00 Coffee Break in the Exhibit Hall

10:40 Chairperson’s Remarks

10:45 EDC and Beyond - eXRO

Adrian Hsing, Senior Director, Clinical Operations, Elan Pharmaceuticals
EDC has brought tremendous benefits for clinical trials: improved
quality, shortened timeline and ultimately lower cost. However,

the water remains unchartered in the world of clinician reported
outcomes. This presentation describes the dichotomy of benefits and
risks of electronic data collection for clinician reported outcomes,

as well as the rationale and process in implementing electronic data
collection for clinician reported outcomes.

SCOPEsummit.com

11:10  Clinical Research Investigative Sites and the Use
of Electronic Health Record Systems: How to Help Sites
Help Themselves

Darlene Kalinowski, Associate Director, EDC Operations, Bristol-
Myers Squibb Co.

This session will review the practical considerations for clinical trial
sites using EHRs, including the benefits of the EHRCR Functional
Profile. The document is intended as a practical guide to assist
clinical research site personnel in: Understanding and complying
with regulations when participating in clinical research; Selecting
or upgrading an EHR system to hold data which could potentially
become source data to support regulations applicable to drug or
medical device clinical trials or development activities; Identifying
best practices in implementing and maintaining an EHR system,
especially if it may hold data that could become source for clinical
trials; and Clearly differentiating system-supported requirements from
requirements that must be met through site processes.

11:35

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

INTEGRATING SYSTEMS AND SOLUTIONS

Chairperson’s Remarks

Sponsored Presentation (Opportunity Available)

1:25

1:35 Incorporating and Integrating the eClinical Systems
and Practices of Two Organizations: Lessons Learned in the
Latest Set of Mergers

Timothy Joy, Director, Global Clinical Data Services, Pfizer, Inc.

This presentation will feature strategic steps and key lessons learned
during the merger between Wyeth and Pfizer. The audience will learn
about the two year effort to consolidate and integrate e-clinical data
and systems with the least amount of impact on study teams and
Investigator sites.

2:00 A Medical Data Portal Surfacing Multi-Source
Content and Visualizations

Catherine Celingant, Senior Director, Medical Systems Innovative
Technologies, Millennium: The Takeda Oncology Company

To enhance drug development efficiency, Millennium’s Medical
Informatics team and R&D stakeholders delivered a portal with
multi-source content that is able to provide clinicians with advanced
visualization capabilities. We will review the technologies utilized,
benefits realized, lessons learned and next steps.

2:25 Sponsored Presentation (Opportunity Available)
2:40 Refreshment Break in the Exhibit Hall
3:15 Case Study: Lessons Learned from an EDC

Implementation at a Large Academic Cancer Center

Marina Nillni, EDC Program Manager, Dana-Farber Cancer Institute
This presentation will describe why Dana-Farber/Harvard Cancer
Center (DF/HCC) decided to implement an EDC program for its
intramural clinical trials program, how it went about selecting a
solution, and its approach to implementation. It will also describe the
challenges and benefits of the program 6 years from its initiation. The
perspective is that of an academic medical center, so DF/HCC's EDC
experience both as a site and sponsor will be highlighted.

SCOPE Summit | 4


http://www.scopesummit.com
http://www.scopesummit.com

3:40 Trailblazing Trial Approach of Integrating Clinical and
Safety Databases Leads to Cleaner Data, More Insightful
Trend Analysis

Donna Cohen, Director, Pharmacovigilance, Medical Operations,
ZIOPHARM Oncology, Inc.

The ZIOPHARM approach of integrating clinical and safety data

into one database has proven to be both cost and time-efficient.
Additionally it has facilitated timely query resolution and off-site
monitoring of important safety data. All SAE data is readily available
to the study team and rapid medical monitor review. The clinical
database is more robust. SAE reconciliation is performed in real-
time. Training is essential to the success of this effort. This model
can effectively be adopted as the new standard of practice for small
biotech companies globally.

4:05 Sponsored Presentation (Opportunity Available)

4:30 - 5:40 Interactive Breakout Discussion Groups

INTERACTIVE BREAKOUT
DISCUSSION GROUPS

Concurrent breakout discussion groups are interactive, guided
discussions hosted by a facilitator or set of co-facilitators to
discuss some of the more poignant questions facing the industry.
Delegates will join a table of interest to them and become

an active part of the discussion at hand. It is an informal, yet

informative, format that allows attendees to learn from each

other and make some new contacts. To get the most out of this

interactive format, please come prepared to share examples

from your work, vet some ideas with your peers, be a part of

group interrogation and problem solving, and, most importantly,

participate in active idea sharing.

e Utilization of Electronic Health Record (EHR) data in clinical
research: Overcoming regulatory, policy, technical and
organizational challenges

e Approaching data integration for BioTech, Small/Midsize Pharma
and Big Pharma: Integrating systems (EDC, IVRS, CTMS) and
clinical operations data

e |ncreasing clinical trial efficiency through operational data
management: Best practices in integrating safety reporting data
and your EDC system

® |ncorporating and integrating the eClinical systems and
practices of two organizations: Lessons learned in the latest set
of mergers

e Electronic Data Capture (EDC) adoption: Changes in processes
and procedures and training staff (sponsor staff, site, CROs)

e Available technologies and vendor selection: Selecting the right
partner for your strategy

e Regulatory compliance issues on the use of computerized
systems in clinical investigations: Qualification of sites that have
EMR/EHR systems for source documents; regulatory audits at
sites using EDC

* |ntegration of mobile and web-based technologies to enable the
patient-centered clinical trial

e | everaging technology to enable adaptive trials: Is EDC an
absolute necessity?

5:40 - 6:40 Welcome Cocktail Reception in Exhibit Hall

SCOPEsummit.com

WEDNESDAY, FEBRUARY 8

7:45 am Breakfast Presentation (Sponsorship Opportunity
Available) or Morning Coffee

ENSURING BEST PRACTICES IN CLINICALTRIALS

8:25 Chairperson’s Opening Remarks

8:30 Establishing a Clinical Data Standards Metadata
Library for the Medical Division

Paul Bukowiec, Director, Medical Standards, Millennium: The Takeda
Oncology Company

Clinical data standards are typically developed and maintained to
streamline data collection and analysis activities. The use of clinical
data standards should extend beyond the data collection and analysis
life cycle. They should be developed to support broader facets of the
clinical trial process, including protocol development, data review,
regulatory reporting obligations, and risk management plans. This
presentation will describe the establishment of a medical standards
department, a standards metadata library, and an evolving governance
model to support the broader Medical division.

8:55 EDC as aWay to Improve Methodological Quality of a
Clinical Study
Speaker to be Announced

9:20 Re-engineering Clinical Care and Research Workflows
with Optimized Research Visits Scheduling

Chunhua Weng, Ph.D., Florence Irving Assistant Professor of
Biomedical Informatics, Co-Director of Biomedical Informatics Core
for CTSA, Columbia University.

9:45 Sponsored Presentation (Opportunity Available)
10:00 Coffee Break in the Exhibit Hall

UTILIZATION OF PATIENT-LEVEL DATA & PATIENT
REPORTED OUTCOMES (PROs) INTRIALS

Shared Session with Managing Post-Marketing Studies
(Phase lllb-1V) and Registries

10:40 Chairperson’s Remarks

10:45 Creating a Novel PRO to Measure Patient Perspective
Elsie Matthews, Director, Global Data Operations, Bristol-Myers
Squibb Co.

A PRO tool developed for a label claim in clinical studies requires rigor
and specific documented evidence of the concept claimed as per the
new FDA PRO guidance. A new PRO instrument was developed for
measuring the severity level of physical symptoms.

11:10  Generate, Analyze and Interpret PRO Data to Support
Drug Development and Achieve Commercial Objectives

Linda Deal, former Director, Patient Reported Outcomes,
Immunology, Johnson & Johnson

This session will review the strategic and operational considerations
for achieving product labeling supported by patient-reported outcomes
data in the context of the “Learn and Confirm” drug development
paradigm. Timing of PRO validation efforts and recommendations

for when to seek regulatory advice for a PRO labeling strategy under
three measurement strategy scenarios, using an existing, modified or
new PRO instrument, will be covered.

11:35 Maximizing the Use of IT and Tools for Registries
and Non-Interventional Observational Studies

Speaker to be Announced

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

(Bridging Session between Electronic Data in Clinical Trials &
Integrating and Leveraging Clinical Trial Operations Data)

1:25 End of Electronic Data in Clinical Trials
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Global Site Selection, Feasibility Assessment,
Operations and Site Management

TUESDAY, FEBRUARY 7
7:30 am

Conference Registration and Morning Coffee

8:15

8:30 Optimizing Protocol Development and Site Selection:
Getting it Right in the Beginning

Joseph Kim, M.B.A., Clinical Operations Director, Shire

Protocols that are poorly designed from an operational standpoint
continue to be a major source of recruitment delays and cost overruns.
This presentation will cover alternative methods to assess recruitability
and operability of protocols during the development stage to help
mitigate the risks associated with slow recruitment and unforeseen
costs related to amendments. A business case framework will also be
discussed to increase the likelihood to adopt a variety of solutions.

8:55 Driving Innovation in Study Start-Up: Optimizing Site
Performance through Evidence-Based Site Selection

Daphne Van, Global Trial Optimization Manager, Center for Project &
Study Excellence, GlaxoSmithKline

Successful trial enroliment is a key component of drug development. Yet
frequently, minimal time and energy is invested to identify and select
sites that are best suited for executing a given protocol. This is often due
to limited upfront planning, coupled with a lack of robust performance
assessment criteria and tools and the support to fully utilize them. As

a result of this sub-optimal site selection and feasibility assessment
process, on average ~20% of sites recruit just a single patient, while
more than 50% of sites deliver less than 60% of the targeted number

of patients. A significant opportunity exists to improve enroliment
performance of sites, predictably deliver enroliment timelines and reduce
study costs through a rigorous and disciplined approach to site selection
by thoroughly understanding past performance & capabilities of sites.
Using evidence to drive decisions ensures optimal selection of sites that
leads to more consistent performance across trials.

9:20 Optimizing Country Selection: Strategies for
Positioning Trials for Success Using a Global Footprint
Speaker to be Announced

Chairperson’s Opening Remarks

9:45 Sponsored Presentation (Opportunity Available)
10:00 Coffee Break in the Exhibit Hall

10:40 Chairperson’s Remarks

10:45 Modeling the Country and Site

Selection for Shortening the Clinical Development Timeline
Feng Li, Manager, Stakeholders Office, sanofi-aventis

Jaap Hoek, Vice President, Clinical Sciences & Operations, sanofi-aventis
Over the entire clinical development cycle the most troublesome and
the only stage that is not under the total control of the drug sponsor

is the patient enrollment process. This is due to its high probability

of slippage in maintaining a tightly controlled timeline. This modeling
approach takes the historical account of trials run in a given therapeutic
area to advise what country and which site to select for an improved
patient enrollment outcome. This presentation offers a fresh alternative
to the traditional method. The audience will learn the concept, will get
a glimpse of the inner working of the model and take away a simple
example to be expanded upon and adapted to their own situation.

6 | SCOPE Summit

11:25 - Finding the Ideal Site

This interactive panel will explore the various methods used by trial
sponsors to appropriately identify, recruit and initiate sites for a clinical
research study. Panelists will provide specific details regarding accessing
the most effective data sources, maximizing the feasibility process, on-
site pre-qualification visits, and leveraging historical performance metrics
for finding study sites. Trial sponsors will share examples of lessons
learned and suggestions for site identification improvements.

12:00 pm Leveraging
Data-Driven Site Selection Strategies to
Maximize the Average Enrollment Performance
Potential of Your Clinical Trial

Sylvia Marecki, Ph.D., Product Manager, SiteTrove, Citeline, Inc.

This session will address data-driven techniques for selecting sites
and clinical investigators most likely to deliver high patient enrollment
performance in clinical trials. The connection between investigators’
patterns of clinical trial participation and their potential for future
performance will be assessed, and the potential ROl will be quantified.

Sponsored by
Citeline

intelligence Soiutions

1:25

1:30 Importance of Site Feasibility Process: First Critical
Step to a Successful Study Outcome

Sudeesh Tantry, Ph.D., Associate Director, Clinical Research, Teva
Branded Pharmaceutical Products R&D, Inc.

The feasibility process is the first critical step in selecting an

optimal site that can provide quality patients and quality data. By
implementing specific parameters and processes prior to and during
feasibility process, site selection can be more efficient resulting in
quality sites, quality patients and quality data. Thus, site feasibility is
not only important for meeting the recruitment target but also critical
for a successful study outcome. The presentation will be a practical
one, based on actual experience in selecting sites and managing
clinical programs.

1:55 A Collaborative Approach Looking
at Feasibility: Plans to Reduce Time, Cost and Percentage of
Non-Active Sites from Both the Sponsor and Site Perspective
Nye Pelton, (COPM) Clinical Operations Portfolio Management,
USMD, Eli Lilly

Deena Bernstein, Director, Clinical Research, Sheridan Clinical Research
Both the sponsor and sites are aware of the high dollar and personnel
resource and cost affiliated with non-active sites. We want to put

a dollar amount to those resources, and share with the audiences
changes that we are making at both the sponsor and site level to
reduce the number of non-active sites. We are proposing ways to
create a better synergy between Sponsors and Sites when assessing
site feasibility. The audience will gain an awareness of the high cost
of non-performing sites beyond just the dollar amount, and the need
to spend more time doing robust feasibility to make sure each study
is a good fit. Our format will be a shared interactive presentation from
both the site and sponsor perspective.

2:25
2:40

Chairperson’s Remarks

Sponsored Presentation (Opportunity Available)
Refreshment Break in the Exhibit Hall
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Shared Session with Managing Post-Marketing Studies
(Phase llib-1V) and Registries

3:15 When Enrollment is the True Priority,
Which Feasibility, Site Selection and Site
Support Methods Apply Equally in
Registration and Post-Approval Studies?
Jaime Cohen, Strategic Planning, BBK Worldwide
Despite differences in physician and patient motivations
to participate in these research efforts, registration studies and post-
approval studies have a great deal in common when it comes to planning
methods and recruitment priorities. In this session, we'll assume that

the “Last Patient Enrolled” metric is the most important one and explore
the many ways in which study managers risk achieving this goal. As well,
we will review recent findings from site surveys that uncover simple
operational improvements that significantly improve enrollment.

3:40 Is There Patient Recruitment in a Sponsored by
Post-Marketing Study? 5 UBC
Tess Drahzal, Director, Patient Recruitment United BioSource Corporation
Strategies, United BioSource Corporation (UBC)
Observational research doesn’t mean recruitment
tactics can't be used to enroll patients in a study. There are many
ways to access patients post decision to treat to enroll for a study.
This presentation will address what works and what doesn't, and
considerations to help sites manage enrollment for registries and
observational studies.

4:05 Success in Post-Market Studies Using Sponsored by
an Innovative Direct-to-Patient (through the = MCSKESSON
Pharmacist) Model Empowerin
Carrie Hurwitz, Corporate Strategy and Business

Development, McKesson Corp.

In this talk we will present results from a recent case study of a large
nationwide post-market study that was successful in finding and enrolling
patients through community pharmacists using the McKesson StudyLink
Program. We will discuss this proven new approach using a Centralized PI
and Direct-to-Patient (through the pharmacist) model. Attendees will learn
about the advantages community-based pharmacists can provide as an
accessible and trusted healthcare provider.

4:30- 5:40 Interactive Breakout Discussion Groups

Sponsored by

WORLDWIDE

Evidence Matters

Heafthcare

Topics may include:

e Site selection and study planning considerations: Understanding
regional issues, regulatory landscapes, and local ethic processes

e Optimizing country selection: Strategies for positioning trials for
success using a global footprint

e Optimizing the site feasibility process: Improving global site
feasibility assessment to identify sites that will recruit on time
and within budget

e Cost-effective techniques for finding high performing sites:
High-tech and low-tech solutions to avoid uninterested and low
enrolling parties

e QOvercoming challenges in clinical operations and site
management: Linking sponsors, service providers, investigative
sites and positioning sites for success by anticipating their needs

e Improving operational efficiencies in site, CRO, and sponsor
interactions: Implementing strategic relationships and other
forms of partnerships

e Driving innovation in study start-up: Optimizing processes,
training leaders and leveraging technology

5:40 - 6:40 Welcome Cocktail Reception in Exhibit Hall

WEDNESDAY, FEBRUARY 8

7:45 am Breakfast Presentation (Sponsorship Opportunity
Available) or Morning Coffee

SCOPEsummit.com

8:25 Chairperson’s Opening Remarks

8:30 Ensuring the Integrity and Appropriateness of
Patients in Clinical Research

Ellis Wilson, Senior Director, Project Coordination, AstraZeneca

This presentation will offer an overview of the challenges which the
pharmaceutical industry has experienced regarding increased incidence
of non-compliant, inappropriate and financially motivated patients. Data
from several clinical trials will be shared. How new technologies were
beneficial in decreasing unwanted data variability will also be discussed.

8:55 Global Considerations for Virtual Sponsored by
InvestigatorTraini_ng . ‘ BTrifecta
Suzanne Collins, Director, Operations, Trifecta MULTIMEDICAL
Multimedical

With global economic pressures affecting every segment of the

R&D process, Virtual Investigator Training is becoming a catch all
phrase that organizations are pointing to in an attempt to help reduce
costs. But at what cost? In this session, we will explore the steps

of selecting the appropriate solution(s) for global studies and outline
common pitfalls that study teams should avoid.

9:20 Implementing Strategic Relationships: Improving
Operational Efficiencies in Site, CRO, and Sponsor Interactions
Speaker to be Announced

9:45 Sponsored Presentation (Opportunity Available)
10:00 Coffee Break in the Exhibit Hall

10:40 Chairperson’s Remarks

10:45 Improving Operational Efficiencies Within the

Sponsor Organization: A Device Perspective

Kathi Durdon, Manager, Clinical Operations, Welch Allyn

We will review tools which can ultimately improve product and
testing design, site selection and study startup/closeout. A Site
Profile Form and Project Checklist will be shared with the group to
show how to be proactive in aligning the needs of the Sponsor with
the requirements of the CRO/Site. The audience will discuss how
developing and using tools coupled with training can serve as best
practice for proactive operational process.

11:10  Why Sites Fail, and What Industry Must Do to Help
Them: A CallTo Action

Adam Chasse, Vice President, Corporate Development, RxTrials
Industry devotes significant resources to developing data-driven tools and
technology that should, in theory, lead to more predictable enrollment;
yet over the years, industry statistics show little improvement in study
timelines or proportions of underperforming sites, with a staggering
number of new investigators entering the field each year. While industry’s
solutions are necessary pieces of the puzzle, they presuppose that most
sites actually know how to integrate the knowledge gleaned from those
tools into their planning and study management efforts. This session will
focus on how industry must tailor its solutions so that busy healthcare
providers — for whom research is a very small part — can develop and
execute robust strategies to deliver studies on time.

11:35 Improving Performance and Relationships with
International Investigative Sites: Evaluating Relationships
with Sponsors and CROs and Vice Versa

Joan Chambers, COO, CenterWatch

Clinical trials and their success are largely dependent on the clinical
investigator sites and their ability to perform their responsibilities efficiently
and effectively. And part of their success is their business relationship
with sponsor and CRO companies even in challenging economic times.
Recent survey results are presented on how sponsor and CRO companies
are working with investigative sites to improve relationships, training,
project management, quality, and site performance.

12:00 pm Luncheon Presentation (Sponsorship Opportunity Available)
or Lunch onYour Own

(Bridging Session between Global Site Selection & Patient Recruitment)

1:25 End of Global Site Selection, Feasibility Assessment,
Operations and Site Management
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@ \anaging Post-Marketing Studies (Phase lllb-1V)

and Registries

TUESDAY, FEBRUARY 7

7:30 am Conference Registration and Morning Coffee

ELECTRONIC HEALTH RECORDS AND
CLINICALTRIALS

Shared Session with Electronic Data in Clinical Trials
8:15 Chairperson’s Opening Remarks

8:30 Keynote Presentation - Clinical Innovation and
Pfizer’s Virtual Trial

Craig Lipset, Head, Clinical Innovation, Pfizer Worldwide Research &
Development

The time, cost, and complexity of clinical trials today is largely
unsustainable — The future of clinical trials is dependent upon innovation.
Mobile, health information technology, and telemedicine are just some of
the key tools to enable clinical innovation. In 2011, Pfizer announced the
launch of the “Virtual Trial’’ a novel integration of these tools to enable a
disruptive new clinical trial model. This session will provide an update on
the Virtual Trial and share other exciting opportunities for clinical innovation.

8:55 Beyond the Primary Endpoint: Optimizing Learning
from Clinical Trials

Eric Perakslis, Ph.D., Vice President, Research & Development IT
Johnson & Johnson Pharmaceuticals Research and Development
Given the costs and complexity of human clinical trials, the resulting
data and information is among the most expensive and obligating in
the drug discovery and development process. The optimization of the
utility of this content across the enterprise and pipeline is essential
to bring value to patients and to the business. Looking beyond the
primary endpoint to enable the maximum translatability of all the
collected data can be viewed only as an expense when, in truth, it
can often provide the highest return on investment.

9:20 A Full System Approach to Electronic Data and
Integration with the Patients’ EHR

John Parkinson, Ph.D., Head, GPRD, MHRA Medicines & Healthcare
Products Regulatory Agency

Separate silos of CT and EHR data are not in the best interest of
patients. A fully validated EHR is the way forward. Such a system
enables many types of clinical trials.

9:45 Interactive Question and Answer Session with Speakers
10:00 Coffee Break in the Exhibit Hall

REGISTRIES AND OBSERVATIONAL STUDIES
10:40 Chairperson’s Remarks

10:45 Current Challenges in Comparative Effectiveness
Research (CER) and Future Directions in Registries and
Observational Studies

Charlie Barr, M.D., Medical Director and Head, Patient Registries,
Medical Affairs, Genentech

How can we produce data that is both reliable and and relevant?
Evidence-Based Medicine (EBM) and hierarchies of evidence prefer
randomized controlled trials (RCT), while Comparative Effectiveness
Research (CER) emphasizes real world information. This talk will
describe the key issues and controversies in evaluating the quality
and usefulness of evidence, give examples of key trends in evidence
development and dissemination, outline a roadmap of possible future
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scenarios, and develop a conceptual framework for resolving the
paradox. The presentation will also discuss the value and future roles
of various study types (registries and observational studies, adaptive
trials and pragmatic trials, electronic health records) and emerging data
sources (internet registries and social media); and the importance of
rigor in study design, conduction, analysis and interpretation.

11:10  Strategic and Operational Challenges in Late-Phase
Research and Observational Studies

Carmen Bozic, M.D., Senior Vice President and Global Head, Safety
and Benefit-Risk Management, Biogen Idec

11:35 Developing Global Regulatory Strategy for Phase Ill/
IV Studies in Emerging Markets

Helen Edelberg, M.D., Vice President, Regulatory Affairs (Consultant),
Aptalis Pharma

A global regulatory strategy is critical to the success of registrational
and postapproval clinical trials involving emerging markets. Global
product development plans need to consider local regulatory
requirements — particularly, quality and stability testing, population
pharmacokinetics, and local population enrollment —- as well as local
and regional differences in clinical practice and standard of care. These
requirements present unique challenges for those sponsors engaged
in co-development or licensing in emerging markets.

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

1:25 Chairperson’s Remarks

1:35 PASS and Registries in the EU and US: Are They Different?
Eleanor S. Segal, M.D., Independent Biopharmaceutical Consultant
This talk will compare drug vs. disease registries by looking at two
published programs and will outline the differences between a health
authority required post-authorization safety commitment and a “nice-
to-have” program, including a discussion of a few of the differences
between EU and US regulatory needs.

2:00 Challenges of Orphan Disease Registries in the Post-
Marketing Environment

Emma James, Senior Project Manager, Evidence-Based Medicine
Center of Excellence, Genzyme a Sanofi Company

Orphan diseases provide a unique challenge in obtaining data to
demonstrate a product’s efficacy, safety, and value. Increasingly, regulators
are requiring disease registries be established as part of post-marketing
commitments, while reimbursement authorities are also requiring
evidence of long-term effectiveness. In such rare populations, registries
may be the only way to capture longitudinal data on a sufficiently large
cohort of patients to be able to draw meaningful conclusions; however,

in an era of increasing post-marketing requirements and growing interest
from a variety of stakeholders, there are practical challenges associated
with implementation of these registries, and a continued need to evolve
our thinking to adapt accordingly.

2:25 Sponsored Presentation (Opportunity Available)
2:40 Refreshment Break in the Exhibit Hall

OPERATIONAL CHALLENGES IN PHASE lllb-1V

Shared Session with Global Site Selection, Feasibility Assessment,
Operations and Site Management

SCOPEsummit.com
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Sponsored by

WORLDWIDE

3:15 When Enrollment is the True Priority,
Which Feasibility, Site Selection and Site
Support Methods Apply Equally in
Registration and Post-Approval Studies?
Jaime Cohen, Strategic Planning, BBK Worldwide
Despite differences in physician and patient motivations
to participate in these research efforts, registration studies and post-
approval studies have a great deal in common when it comes to planning
methods and recruitment priorities. In this session, we'll assume that
the "Last Patient Enrolled” metric is the most important one and explore
the many ways in which study managers risk achieving this goal. As well,
we will review recent findings from site surveys that uncover simple
operational improvements that significantly improve enrollment.

3:40 Is There Patient Recruitment in a Sponsored by
Post-Marketing Study? 5 UBC
Tess Drahzal, Director, Patient Recruitment United BioSource Corporation
Strategies, United BioSource Corporation (UBC)
Observational research doesn't mean recruitment tactics
can't be used to enroll patients in a study. There are many ways to access
patients post decision to treat to enroll for a study. This presentation will
address what works and what doesn't, and considerations to help sites
manage enrollment for registries and observational studies.

4:05  Success in Post-Market Studies Using Sponsored by
an Innovative Direct-to-Patient (through the MCKESSON
Pharmacist) Model Empowering Healtheare
Carrie Hurwitz, Corporate Strategy and Business

Development, McKesson Corp.

We will present results from a recent case study of a large nationwide
post-market study that was successful in finding and enrolling patients
through community pharmacists using the McKesson StudyLink
Program. We wiill discuss this proven new approach using a Centralized
Pl and Direct-to-Patient (through the pharmacist) model.

Evidence Matters

4:30 - 5:40 Interactive Breakout Discussion Groups

INTERACTIVE BREAKOUT DISCUSSION GROUPS

Topics may include:

e Properly designing and managing patient registries to produce a
wealth of valuable data in a cost-effective manner

e Effective tools for registries and non-interventional observational
studies: Leveraging IT and tools for improved data capture,
tracking, reviewing and processing

e Risk-based monitoring: Is statistical monitoring sufficient for an
observational study with sufficient power to provide for good
statistical analysis?

e How do | choose the right partner to support my post-approval study?

e QOvercoming recruitment challenges: Recruiting patients to join
studies that are focused on an already approved drug

e Qutcomes research and disease management: Understanding
the role and management of health economic studies

e Site selection and site management for an observational study: How
to do proper site selection and management in Phase Ill vs. [V

e Optimizing use and management of patient-reported outcomes
(PROs) in clinical research: When are they most useful and what are
current limitations; what are next generation capabilities in PRO

e Meeting regulatory requirements for post-authorization in
various countries and regions

e Safety or marketing...do you have to choose?

5:40 - 6:40 Welcome Cocktail Reception in Exhibit Hall
WEDNESDAY, FEBRUARY 8

7:45 am Breakfast Presentation (Opportunity Available) or

Morning Coffee

BALANCING POST-MARKETING REQUIREMENTS
OF IN-HOUSE AND POLICY STAKEHOLDERS

8:25 Chairperson’s Opening Remarks

8:30 Balancing the Post-Marketing Requirements of Key
Stakeholders

SCOPEsummit.com

Christopher Milne, Ph.D., Professor, Associate Director, Center for the
Study of Drug Development, Tufts University Medical School

The demand by regulatory and reimbursement authorities for efficacy,
safety, and comparative studies is going through an evolution away
from a strict dichotomy of pre- and post-market and unconditional

entry into the marketplace toward more nuanced approaches such as
progressive licensing and relative effectiveness. Incorporating REMS,
PMC/PMR and EU-RMP requirements into your post-marketing plan
while balancing flexibility, redundancy, and efficiency is key to effective
regulatory life cycle management of your product! There are multiple
stakeholders with varied and sometimes conflicting requirements, both
explicit and implicit, that must be taken into account. Best practices

for using post-marketing studies to address these competing and
overlapping interests while conserving resources will be discussed.

8:55 Multiple Stakeholders: Challenges and Best Practices
in Managing Program Scope in Long Term, Observational
Registry Programs

Catherine Koepper, Director, Global Registry Operations, Evidence
Based Medicine, Genzyme, a Sanofi Company

The use of registries has substantially increased over time. Registry
research questions may have initially focused on specific stakeholders
and objectives. However, it is not unusual now for various stakeholders,
including regulators, patients, healthcare providers, commercial,
reimbursement authorities and others to express an interest in a
registry’s ability to support additional objectives, such as: clinical
development planning, comparative effectiveness, market access,
product label expansion, reimbursement approval, multiple dataset
integration, and more. Based on increasing expectations, it is critical

to have a long-term strategy that establishes and supports the primary
objectives and stakeholders of a registry.

9:20 Taking a Comprehensive Approach to Post-Marketing
Studies: Strategic Planning, Data Capture, Marketing and Safety
Sean Zhao, M.D., Ph.D., Vice President, Global Safety, Amylin
Pharmaceuticals, Inc.

9:45 Sponsored Presentation (Opportunity Available)

10:00 Coffee Break in the Exhibit Hall

UTILIZATION OF PATIENT-LEVEL DATA & PATIENT
REPORTED OUTCOMES (PROs) INTRIALS

Shared Session with Electronic Data in Clinical Trials
10:40 Chairperson’s Remarks

10:45 Creating a Novel PRO to Measure Patient Perspective
Elsie Matthews, Director, Global Data Operations, Bristol-Myers Squibb Co.
A PRO tool developed for a label claim in clinical studies requires rigor
and specific documented evidence of the concept claimed as per the
new FDA PRO guidance. A new PRO instrument was developed for
measuring the severity level of physical symptoms.

11:10  Generate, Analyze and Interpret PRO Data to Support
Drug Development and Achieve Commercial Objectives

Linda Deal, former Director, Patient Reported Outcomes,
Immunology, Johnson & Johnson

This session will review the strategic and operational considerations
for achieving product labeling supported by patient-reported
outcomes data in the context of the “Learn and Confirm” drug
development paradigm. Timing of PRO validation efforts and
recommendations for when to seek regulatory advice for a PRO
labeling strategy under three measurement strategy scenarios, using
an existing, modified or new PRO instrument, will be covered.

11:35 Maximizing the Use of IT and Tools for Registries
and Non-Interventional Observational Studies

Speaker to be Announced

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

(Bridging Session between Managing Post-Marketing Studies (Phase
1l1b-1V) and Registries & Clinical Trial Forecasting)

1:25 End of Managing Post-Marketing Studies (Phase llIb-1V)
and Registries
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Integrating and Leveraging Clinical Trial Operations Data

WEDNESDAY, FEBRUARY 8

12:00 pm Conference Registration

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

(Bridging Session between Electronic Data in Clinical Trials &
Integrating and Leveraging Clinical Trial Operations Data)

Shared Session with Patient Recruitment and Retention
1:25

1:30 To Source or Not to Source: Getting the Most from
Your Internal Staff and Partners for Improved Study Start Up
and Enrollment

Peter DiBiaso, Senior Director, Clinical Planning & Performance,
Clinical Development Operations, Vertex Pharma

This session will examine a blended sourcing model utilized by a
sponsor to optimize the planning and execution of the study site
activation and start up process.

1:55 Case Study: Leveraging
Organizational Data Sources to Forecast Clinical Trial Timelines
Otis Johnson, Manager, Global Trial Optimization (GTO), Merck & Co.
Ed White, Informatics Analyst, Global Trial Optimization (GTO), Merck
& Co.

With the increasing constraint on resources in pharmaceutical
research, it is becoming more critical to develop timely and accurate
forecasts for clinical trial timelines. This reality, in conjunction with
the increasing complexity of trial design, makes accurate and efficient
forecasting processes a key factor in the management and allocation
of limited organizational resources to execute clinical trials. Realizing
this need, Merck has made a unique commitment to the forecasting
and expediting of trial timelines over the past 5 years. This session
will involve a discussion of forecasting for clinical trial timelines,
methods and processes used to develop forecasts, and different
forecasting strategies depending on when the forecast is being
developed in the clinical trial timeline.

2:30 Accelerated Proof-of-Concept Studies: How Impactful
Can We Really Be?

Andrea Saddlemire, Patient Recruitment Specialist, Merck & Co.
Proof-of-Concept studies are mainly conducted in targeted patient
populations and are designed to demonstrate early signals of a
product’s efficacy. The goal of these studies is to help you avoid costly
late stage clinical development failures by making better and faster
go/no-go decisions. However, a key question is how impactful can we
really be. This presentation will attempt to illicit a response from the
community and will be continued during breakout discussion groups.

2:45 Refreshment Break in the Exhibit Hall

Chairperson’s Remarks

3:15 Clinical Research Management Systems: Policies and
Procedures for Achieving Compliance and Integration
Richard Scheuermann, Ph.D., Professor, Director, Division of Biomedical
Informatics, University of Texas Southwestern Medical Center

10 | SCOPE Summit

Clinical research is a complex enterprise from both an operational

and a legal perspective. At UT Southwestern Medical Center we
have deployed a clinical research management system (CRMS) at an
enterprise level with the goal of supporting the day-to-day management
of clinical studies and complying with the relevant billing and reporting
regulations associated with clinical research. We will discuss our
experience with integrating our CRMS with the institutional elRB
system, with establishing the policies and procedures to maintain
billing compliance through required budgeting and coverage analysis,
and with ongoing efforts to integrate electronic data capture of
standardized case report form data with our CRMS.

3:40 Utilizing Clinical Trials Management System (CTMS)
as the Platform to Improve Data Sharing

Speaker to be Announced

4:05 Clinical Operational Excellence Sponsored by
Eric Lake, Partner, Pharmica Consulting O
PHARMICA specializes in operational excellence (

1

initiatives for pharmaceutical R&D organizations C
with a focus on project management, process CONSULTING
improvement, SharePoint collaboration sites and

clinical portals, as well as clinical data system

implementation, integration, and reporting. This presentation will
include case studies illustrating how data from CROs, CTMS, IVRS,
Project Server, etc. can all be integrated to provide organizations with
a comprehensive, real-time view of clinical trial performance and
activities; all of which were true successes for the client organizations.

4:20 - 5:30 Interactive Breakout Discussion Groups

Topics may include:

e Utilizing portals: Integrating data, enabling communications, and
optimizing clinical trial operations methodology

e Clinical Trial Operations and Clinical Data Integration: Building data
warehouses to integrate clin ops and clinical data across studies

e Data mining and warehousing: Strategies for getting more
information from existing clinical trial data

e |Improving site and study execution metrics: Measuring
performance in terms of monitoring, site identification, and
clinical supply chain and then optimizing trials accordingly

e |nternal benchmark performance standards and metrics:
Improving performance and accountability by providing context
for planning and gap analysis

e | everaging technology to optimize trial design, management
and analysis: Increasing clinical trial efficiency through
operational data management and its re-use

e Electronic Trial Master Files (eTMFs): Supporting effective study
management to ensure data quality and compliance

e Reducing source data verification/monitoring costs: Achieving
cost savings for Sponsors and sites by electronically transferring
data from the sites' source documents to sponsor’s CRF system

THURSDAY, FEBRUARY 9

7:45 am Breakfast Presentation (Sponsorship Opportunity
Available) or Morning Coffee

SCOPEsummit.com
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8:15

8:30 Data Warehousing 2.0:
Creating an Integrated Data Environment for Clinical Trials
Munther Baara, Senior Director, Development Business Technology, Pfizer
This presentation will share how Pfizer will oversee and monitor the
execution of its outsourced studies through the implementation of an
integrated computing environment made up of clinical, operational and
unstructured data content to improve focus, flexibility and performance.

9:00 Data Integration Challenges and Considerations
Ramzi Najm, Vice President, Research & Development Information
and Technology Management, Allergan

Today’s Clinical Trial environment leverages multiple system solutions
including EDC, IVR/IWR, ePRO, Central Lab Systems, EMRs and so
on. Though standards such as those established through the CDISC
collaboration are becoming the basis of data transfers, real-time
data integration and exchange continues to be a technical challenge.
The presentation will provide an overview of one approach to
integrate data across internally hosted and multiple vendor managed
information platforms to provide a “real-time” or “near real-time”
data exchange capabilities in support of Clinical Trials.

Chairperson’s Remarks

9:25 DataWarehouses: More than a Version Controlled Data
Repository

Greg Moody, Director, Clinical Systems, Millennium: The Takeda
Oncology Company

Get more from an Integrated Medical Informatics Platform by moving
your data warehouse from the end of the data chain to the center. This
session will describe Millennium: The Takeda Oncology Company's
approach to data warehousing and how it not only fits into the technology
stack but aligns with the business’ vision and sourcing strategy.

9:50 Coffee Break in the Exhibit Hall
10:40 Chairperson’s Remarks
10:45 Web Portals in Clinical Trials

Jeanette Teague, Associate Director, eDC Operations, Bristol-Myers
Squibb Co.

11:10  Portals in Clinical Operation: User Experience at the
Center of Attention

Anna Kravets, Director, User Experience Strategy, Merck
11:35

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

Sponsored Presentation (Opportunity Available)

1:25 Chairperson’s Remarks

1:30 The Electronic Clinical Trial Master File at Bl

Kristin K. O’Connor, Executive Director, Project Management and
Medical Administration, Boehringer Ingelheim Pharmaceuticals

We have had an electronic Clinical Trial Master File at Bl for the last

8 years. Our processes and procedures have grown over time. In
addition, there are more industry data standards than ever before.
Over the years, technology has improved and there was much to
learn. | would like to share some of the struggles we've had over the
years, such as, scanning versus importing an electronic document, the
ability to find what was filed, and what is ‘relevant’ documentation. Bl
has now, in 2012, updated our document management system and
our processes and share our vision for the future.

SCOPEsummit.com

1:55 Data Warehouse Enabled Visualizations for Multiple
Customers

Steven Sweeney, Director, Clinical Technologies, Infinity
Pharmaceuticals, Inc.

2:20 Sponsored Presentation (Opportunity Available)

2:35 Refreshment Break in the Exhibit Hall

Shared Session with Patient Recruitment and Retention and Clinical
Trial Forecasting, Budgeting, and Project Management

3:10

3:15 Where Are We Now? Looking at Industry Metrics to
Overcome Bottlenecks of Study Start-Up

Christine Pierre, Founder and CEO, RxTrials, Inc.; The Clinical Trials
Transformation Initiative (CTTI)

Due to a lack of metrics, sponsors, sites and CROs are unable to
understand and identify inefficiencies. Thus, there is no process

in place to allow analysis and improvement. Improving metrics

by all clinical trial sites to allow measurement and improvement

of important timeframes for study start-up offers major benefits

to all of the stakeholder groups. The CTTI project identifies core

data elements that should be collected by all clinical trial sites.

This presentation will share the retrospective analysis from 5,000
participants. The results show variance between type of site, type of
IRBs used and different tools utilized, and expose where the process
was nimble vs. where it was not. Sponsors, CROs and Sites can
learn from this and improve their internal processes and cycle times.

3:40 Data Driven Monitoring Visits

Adrian Hsing, Senior Director, Clinical Operations, Elan Pharmaceuticals
EDC has become the default data collection tool for clinical trials,
however the inertia of paper tradition remains strong. The benefits of
EDC have not been fully realized, especially in the area of monitoring
visits. This presentation describes how to leverage real time data
from different sources to provide useful metrics that can drive a
much efficient clinical monitoring visit to further improve data quality
and reduce cost.

4:05 Data, Data Everywhere, and Not a One Sponsored by
to Link

Bonnie Brescia, Founding Principal, BBK Worldwide .
Today, study managers can access more BBK
performance data from more sources than ever WORLDWIDE
before, yet few have the time to discern which
pieces of information can guide mid-study course corrections. The
average global study is supported by more than four portals, seven
data management systems, and a growing number of management
reports. What should we be looking for in study planning, monitoring
for during study implementation, and recording as intellectual capital
for future efforts in clinical research or marketing?

4:30 Capturing and Analyzing Clinical Operations Metrics
to Improve Performance at Site and Organizational Level
Joseph Kim, M.B.A., Clinical Operations Director, Shire

If one can only manage what one can measure, then selecting which
metrics to measure — and how to measure them — becomes one of
the most critical decisions in designing an effective management
model for clinical research. This session will review the critical
variables to consider when defining metrics or key performance
indicators in order to help improve performance at both the site level
and the overall organization.

4:55

5:00 End of Integrating and Leveraging Clinical Trial
Operations Data

Chairperson’s Remarks

Closing Remarks
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@ Patient Recruitment and Retention in Studies and Registries

WEDNESDAY, FEBRUARY 8

12:00 pm Conference Registration

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own
(Bridging Session between Global Site Selection & Patient Recruitment)

INNOVATIVE STUDY START-UP AND
ENROLLMENT PLANNING

Shared Session with Integrating and Leveraging Clinical Trial
Operations Data

1:25 Chairperson’s Remarks

1:30 To Source or Not to Source: Getting the Most from
Your Internal Staff and Partners for Improved Study Start Up
and Enrollment

Peter DiBiaso, Senior Director, Clinical Planning & Performance,
Clinical Development Operations, Vertex Pharma

This session will examine a blended sourcing model utilized by a
sponsor to optimize the planning and execution of the study site
activation and start up process.

1:55 Co-Presentation - Case Study: Leveraging
Organizational Data Sources to Forecast Clinical Trial Timelines
Otis Johnson, Manager, Global Trial Optimization, Merck & Co.

Ed White, Informatics Analyst, Global Trial Optimization, Merck & Co.
With the increasing constraint on resources in pharmaceutical
research, it is becoming more critical to develop timely and accurate
forecasts for clinical trial timelines. Realizing this need, Merck has
made a unique commitment to the forecasting and expediting of trial
timelines over the past 5 years. This session will involve a discussion
of forecasting for clinical trial timelines, methods and processes used
to develop forecasts, and different forecasting strategies.

2:30 Accelerated Proof-of-Concept Studies: How Impactful
Can We Really Be?

Andrea Saddlemire, Patient Recruitment Specialist, Merck & Co.
Proof-of-Concept studies are mainly conducted in targeted patient
populations and are designed to demonstrate early signals of a
product’s efficacy. The goal of these studies is to help you avoid costly
late stage clinical development failures by making better and faster
go/no-go decisions. However, a key question is how impactful can we
really be. This presentation will attempt to illicit a response from the
community wlll be continued during breakout discussion groups.

2:45 Refreshment Break in the Exhibit Hall

OPTIMIZING TRIALS TO ENSURE RAPID AND
EFFECTIVE RESEARCH AND SAFETY

3:15 Blending Regulatory Requirements and Best
Practices in Recruitment and Retention: The IRB Perspective
Richard Penson, M.D., M.R.C.R, Clinical Director, Medical Gynecologic
Oncology, Massachusetts General Hospital, Chairman of Dana Farber/
Harvard Cancer Center IRB panels C,E, and F

This presentation will offer real world insight to optimizing protocols,
and managing trials to ensure rapid and effective research and
participant safety. The talk will also share examples and a world class
institution’s perspective on best practices. Lastly, key lessons in
balancing efficiency, cost and excellence will be presented.
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3:40 Case Study: Utilizing New Strategies and Methods
forTwo Large Scale Phase llIb Efficacy Trials

Andrew Cwiertniewicz Ill, Senior Clinical Trial Manager, Clinical
Operations, Study Management and Logistics, sanofi pasteur

This case study discusses two large scale, fast-paced phase Illb
efficacy trials, enrolling up to 1400 subjects in a day for 10k and 15k
sized trials. We utilized and embraced new ideas, such as an advisory
panel of clinical research coordinators. They had the first peek into the
writing of the protocol and assisted the clinical operations plan for this
trial. Our team has also been the first to utilize a control enrollment
strategy, which was tremendously successful and gave all sites a fair
chance to enroll in fast and furious flu trials. Lastly, the structure of
the team and our strategic partnerships were key.

4:05 Sponsored Presentation (Opportunity Available)
4:20 - 5:30 Interactive Breakout Discussion Groups

INTERACTIVE BREAKOUT DISCUSSION GROUPS
Topics may include:

e Designing and implementing a clinical enroliment plan: Strategy
development, plan implementation and contingency planning

e Planning to market and enroll patients outside of the US? What
country specific requirements should you be aware of

¢ |dentification and selection of investigators: Sponsor expectations;
investigator expectations; do they really have the patients?

e Maximization of patient recruitment and enrollment: Centralized
versus site-based recruiting, marketing/advertising, call centers,
outreach strategies, staff training

e Planning for recruitment with adaptive trial designs
e Recruitment of special populations

e The art and science of site management: Communication
pathways, data discrepancy resolution, site payments

e Utilizing new social media and Web 2.0 technologies to facilitate
the new paradigm of patient-centered trials

e (Case studies: Effectively utilizing patient recruitment service providers

THURSDAY, FEBRUARY 9

7:45 am Breakfast Presentation (Sponsorship Opportunity
Available) or Morning Coffee

OPTIMIZING RECRUITMENT AND RETENTION

8:15 Chairperson’s Remarks

8:30 Customized Targeting and Profiling:
Finding the Right Patient in the Right Way
Nancy Mulligan, Director, Operations, United BioSource
Corporation (UBC)

Most patient recruitment experts acknowledge

that demographics play an important role in developing a patient
recruitment campaign. Where some fall short, however, is peeling
off the layers of the patient and study profile to better target
campaigns. This includes inclusion of disease characteristics and
regional tendencies that add up to a complete picture of what the
target population’s behavior patterns are. This information is critical
to influence media placement, community outreach and referral
programs to optimize time and money spent recruiting patients.

Sponsored by

B UBC

United BioSource Corporation
Evidence Matters
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8:55 A Less Focused Approach to Increasing the Pool of
Research Participants: All Volunteers All the Time

Nariman Nasser, Director, Participant Recruitment Service, University
of California, San Francisco

A research participant registry was developed to increase the pool of
potential research volunteers. Challenges included policy, regulations,
technology and adoption. I'll also present pilot data on usage and
recruitment results. Audience will gain understanding of policy and
compliance considerations for non-clinical registries; technologies available
for recruitment registries; efficiencies gained from this approach.

9:20 Database Dinosaurs: What You Can Do Now to
Protect Your Database from Technology Erosion

Mark Metzner, Director, Recruiting & Marketing, Community Research
Within the next 5 years, as many as 40% of people under 40 will not have
a land-line phone. In certain demos, like 18-24's, the number will be up

t0 80%. You're used to some attrition out of your database from people
moving, dying or falling off the grid, but the shift to wireless technology will
mean a landslide of patients you can no longer contact. VWWhat can you do
now to hedge this erosion? This session offers tips to help.

9:50 Coffee Break in the Exhibit Hall
10:40 Chairperson’s Remarks
10:45 Retention Case Study: Optimizing Recruitment and

Retention through Engagement of Sites and Sponsor Staff
Patricia Cornet, Associate Director, Global Recruitment & Analytics,
Bristol-Myers Squibb Co.

Engagement of your staff and sites staff can be pivotal to optimizing
your recruitment and reaching retention goals. A key aspect of
recruitment and retention strategy development is connectivity

with your site and sponsor staff. This presentation will demonstrate
through a case study how engagement of your staff and the site’s
staff increase your likelihood of success in reaching your recruitment
and retention goals.

11:10  Talking with Strangers: Advancing Sponsored by
Awareness and Participation within Patient

Populations that Exist Beyond the Research ( ‘
Site’s Front Door -
Robert Loll, VP Business Development and Strategic CRAKTS

Planning, Praxis Communications

It is common practice to optimize study enrollment

by helping research sites identify qualified patients that have never
entered their facility. DTP recruitment tactics that raise awareness
and visibility of research studies to a specific target audience
within tight geographic proximity to research studies will advance
enrollment. This presentation will address multiple DTP options
while sharing variables that impact cost, reach, effectiveness,

and measurement to enhance patient recruitment. Case studies,
media consumption, shifting DTP trends, therapeutic indications
and tactic limitations will be addressed to provide a comprehensive
overview of DTP methodologies that can be executed to
complement study enrollment.

11:25 Tapping the Pharmacy Channel for
Clinical Trial Participants...the Right Way

Moderator: Suzanne Obst, Senior Vice President, Corporate Strategy
and Business Development, McKesson Corp.

Ken Getz, Chairman and Founder of the Center for Information

and Study for Clinical Research Participation (CISCRP) and Senior
Research Fellow of Tufts University Center for Drug Development
This session will feature a panel of experts with insight about
opportunities and proven methods for reaching a large volume of
highly qualified patients through the pharmacy channel. Original
research from CISCRP and case studies from McKesson Corp. will be
presented to support the viability of the pharmacy channel in patient
recruitment.

SCOPEsummit.com

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

1:25 Chairperson’s Remarks

1:30 Use of Social Media in Oncology Clinical Trial Recruitment
Jacqueline Cole, Clinical Operations Portfolio Mgmt, Oncology, Eli Lilly
This presentation will discuss ways to determine how social media

can support oncology clinical trial awareness, as this is different from
recruiting to trials in other therapeutic areas and will share updates on
what we have learned from the pilot on head and neck cancer trials.
Attendees will learn how to tailor campaigns for an oncology audience,
including web site, pre-screener, Facebook posts, Google search ads.

1:55 The Changing Role of the CRO: How Sponsored by
Will it Affect Patient Recruitment and :
Retention? ﬁﬁ!‘r!a!"
Richard Malcolm, Ph.D., CEQO, Acurian

2:20 Sponsored Presentation (Opportunity Available)

2:35 Refreshment Break in the Exhibit Hall

Shared Session with Integrating and Leveraging Clinical Trial Operations
Data and Clinical Trial Forecasting, Budgeting, and Project Management

3:10 Chairperson’s Remarks

3:15 Where Are We Now? Looking at Industry Metrics to
Overcome Bottlenecks of Study Start-Up

Christine Pierre, Founder and CEO, RxTrials, Inc.; The Clinical Trials
Transformation Initiative (CTTI)

Improving metrics by all clinical trial sites to allow measurement and
improvement of important timeframes for study start-up offers major
benefits to all of the stakeholder groups. The CTTI project identifies
core data elements that should be collected by all clinical trial sites.
This presentation will share the retrospective analysis from 5,000
participants. The results show variance between type of site, type of
IRBs used and different tools utilized, and expose where the process
was nimble vs. where it was not.

3:40 Data Driven Monitoring Visit

Adrian Hsing, Senior Director Clinical Operations, Elan Pharmaceuticals
EDC has become the default data collection tool for clinical trials, but the
inertia of paper tradition remains strong. EDC benefits have not been
fully realized, especially in the area of monitoring visits. This presentation
describes how to leverage real time data from different sources to
provide useful metrics that can drive a much efficient clinical monitoring
visit to further improve data quality and reduce cost.

4:05 Data, Data Everywhere, and Not a One Sponsored by
to Link

Bonnie Brescia, Founding Principal, BBK Worldwide .
Today, study managers can access more BBK
performance data from more sources than ever WORLDWIDE
before, yet few have the time to discern which
pieces of information can guide mid-study course corrections. What
should we be looking for in study planning, monitoring for during
study implementation, and recording as intellectual capital for future
efforts in clinical research or marketing?

4:30 Capturing and Analyzing Clinical Operations Metrics
to Improve Performance at Site and Organizational Level
Joseph Kim, M.B.A., Clinical Operations Director, Shire

If one can only manage what one can measure, then selecting which
metrics to measure — and how to measure them — becomes one of
the most critical decisions in designing an effective management
model for clinical research. This session will review the critical
variables to consider when defining metrics or key performance
indicators in order to help improve performance at both the site level
and the overall organization.

4:55 Closing Remarks

5:00 End of Patient Recruitment and Retention in Studies
and Registries
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February 8 -9, 2012

@ (linical Tnal Forecasting, Budgeting, and Project Management

WEDNESDAY, FEBRUARY 8

12:00 pm Conference Registration

12:00 pm Luncheon Presentation (Sponsorship Opportunity
Available) or Lunch on Your Own

(Bridging Session between Managing Post-marketing Studies (Phase
I1b-1V) and Registries & Clinical Trial Forecasting)

IMPROVING STRATEGIC PLANNING,
FORECASTING AND RESOURCE MANAGEMENT
1:25 Chairperson’s Remarks

1:30 Co-Presentation - Effective Resource
Planning: Reducing Clinical Project Risk and Cost
Molly Blake-Michaels, Senior Director, Clinical
Services, ClearTrial

Accurate resource planning remains one of the
biggest challenges facing biopharmaceutical

and medical device companies today, with poor planning leading

to increased project risk and higher development costs. This
presentation will demonstrate how leading life sciences companies
are leveraging effective resource planning to allocate resources
efficiently for individual studies as well as across the project
portfolio—reducing project risk, lowering their operating costs, and
improving employee morale and productivity. Attendees will learn:
how sponsors are making insightful, fact-based decisions to extract
the most out of their resources in a constantly shifting operating
environment; What methods deliver accurate resource forecasts

at either the project or portfolio level, based on when the work will
actually occur; How program planning, tracking project status, and
reforecasting work together to enable effective resource planning.

2:15 Co-Presentation - Case Study: Aligning Project
Strategy with Operational Execution of Clinical Trials

Simone Kraemer, Ph.D., Manager Business Capabilities, Bristol-Myers
Squibb Co.

Melquiades (Mel) de Jesus, Director, Business Capabilities, R&D
Operations, Bristol-Myers Squibb Co.

Bristol-Myers-Squibb (BMS) has made substantial strides integrating
the drug development project team plans with making the Clinical Trial
Management System CTMS) to assure the necessary resources are
available to execute the work. This includes business processes and
supporting systems to align the dates and drivers across the planning
and operational systems. The integration has provided greater
transparency between headquarters and the country. The case study
address a real world planning challenge using two “off-the-shelf”
systems: one strategically focused system to support enterprise-side
planning, and an operationally focused system to support tracking and
execution of a global clinical trial. The benefits of integrating macro
schedules and planning tools to forecast resources with a clinical
operation tool to close the loop between headquarter dreams with
country specific realities will be discussed.

2:45 Refreshment Break in the Exhibit Hall

3:15 Reducing Study Startup Time: Optimizing the Study
Manager and Site Contract Manager Relationship

Susan Fill, Clinical Sourcing Manager, Strategic Sourcing and Demand
Management, F. Hoffmann-La Roche, Inc.

This presentation provides methods the clinical trial Study Manager
and sponsor or CRO investigator site Contracts Manager may utilize
to optimize their relationship in order to reduce study startup time.
Contract Managers have a tremendous amount of site contracting
knowledge that can be very valuable to the Study Manager during the

Sponsored by

CLEAR|TRIAL
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site selection process. When Study Managers and Contract Managers
collaborate on site selection, the result can be a reduced contract and
budget negotiation time period resulting in faster contract execution
and site activation. The concept of a study startup-up meeting
between the Contract Manager and the Study Team to reduce costs
and delays during contract negotiation is also examined.

3:40 Successfully Applied SMART Principles of Budget
Forecasting in Complex Advanced Clinical Programs
Wolf-Ulrich Nickel, Ph.D., Project Head, External Disease, Alcon
Laboratories, Inc

Budget forecasting appears to be still an “art or a constant challenge”
for Clinical Trial Managers, Study Director and Program Managers
with critical consequences for the entire enterprise success. As time
and quality will be usually not sacrificed, the budget for external
clinical costs and the resource allocation fall victim to expectations.
Successfully applied SMART Principles via a financial breakdown
structure will be presented from a sponsor perspective based

on real life scenarios in advanced clinical programs. This will be a
presentation from a practitioner’s view with lessons learned on the
way to better accuracy.

4:05

4:20 - 5:30 Interactive Breakout Discussion Groups

Sponsored Presentation (Opportunity Available)

INTERACTIVE BREAKOUT
DISCUSSION GROUPS

Topics may include:

e |mplementing Strategic Relationships for large and small
companies: How to best structure them with your partners

e Clinical trial budgeting: Evaluating real vs. hidden costs and the
long-term financial risk of a study

e |mproving site and patient recruitment forecasting: Driving
operational efficiencies and accelerating clinical development

e Effectively managing resources: Driving strategic clinical
resource planning and capacity management

e |mproving processes and systems: Integrating clinical trial
operations, resource planning, project management and finance

e Effective financial management of clinical trials: Assessing
finances and progress during the study

e Mastering outsourcing and management of global clinical trials:
Succeeding in Emerging Regions

e (Clinical trial project management: Overcoming challenges with
internal and external partners to ensure clinical trial success

e Full service vs. functional (niche) outsourcing: Strategies for
global clinical outsourcing

e Creating productive relationships with CROs: Moving beyond
budgets and contracts to an equal partnership

e (linical trial modeling and simulation: Utilizing real-time data
from the site level up through regions and countries

e |everaging IT and tools: Building an integrated system for clinical
operations planning, forecasting, outsourcing, and project tracking

e Optimizing logistics for clinical trials: Balancing capacity
planning, forecasting and supply chain optimization

SCOPEsummit.com
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THURSDAY, FEBRUARY 9

7:45 am Breakfast Presentation (Sponsorship Opportunity
Available) or Morning Coffee

CLINICALTRIAL BUDGETING AND FINANCE

8:15 Chairperson’s Remarks

8:30 Reducing Change Orders and Keeping to Budget:
Building Flexibility into Processes to Incorporate Changes to
the Scope of Your Trial

Elizabeth Shewell, Senior Director, Outsourcing, Incyte Corporation
This presentation will provide a unigue perspective on Change
Management and will address questions from both large and small
companies. The audience will gain a clearer perspective on Change
Orders and also a few tools they can take back home with them. Key
topics to be covered include: Negotiating budgets and agreements
to ensure visibility on all sides; Understanding internal budgetary
implications of change orders; How to determine the limits of your
budgets and agreeing on these with your CRO; and Strategies to
reduce the likelihood of change orders.

8:55 Financial Accruals for Clinical Trials: How to Generate
without Excruciating Pain

Chris Chan, Senior Director, Clinical Finance, FibroGen, Inc.
Generating monthly financial accruals for clinical trial expenses
does not have to be excruciatingly painful. By understanding
specific challenges characteristic of accruing for trial expenses,
companies can implement effective and sensible processes.

This session discusses common challenges and provides actual
examples of effective processes utilized by small, medium and large
biopharmaceutical companies.

9:20 Co-Presentation - Prepare Budgets for Projects with
Coverage Analysis and Review Prospectively Before You
Select Sites

Kelly Willenberg and Beth DelLair, Independent Consultants &
Owners, PharMed Alliance

This presentation will help attendees understand coverage analysis
and how to be more efficient and compliant in all aspects of their
budget proposals. They will also appreciate the billing compliance area
that sites are facing and why. This session will show executives and
project managers how a coverage analysis prior to deciding which
sites to select will help them prepare more efficiently. They will save
money, expense less to sites and be more compliant.

9:50 Coffee Break in the Exhibit Hall

OPTIMIZING CLINICAL PROJECT MANAGEMENT
AND TRAINING MANAGERS

10:40 Chairperson’s Remarks

10:45 Mastering Outsourcing and Management of Global
Clinical Trials: Succeeding in Emerging Regions

Cecilia Dantuono, Manager, Site Management, Regional Clinical
Operations Latin American, Bristol-Myers Squibb (Latin America)
The presentation is to show different outsourcing models in an
emerging region, the reason for this change, current challenges
and needs for success.The presentation will show country
requirements and considerations to be taken when planning a global
outsourcing model with emerging countries. The audience will gain
insights in legal, logistical and project management challenges that
should be considered before going to a standardized and global
approach for outsourcing.

11:10  Innovation in Clinical Trial Training
through Technology and Process Automation

Sponsored by

, cess (Y Trifecta

Dave Young, CEQ, Trifecta Multimedical MULTIMEDICAL
This session will show the value of standardizing

Protocol Training to shorten the typical investigator meeting, reduce

SCOPEsummit.com

work leading up to a study and show how this process has saved
significant time and money.

11:35

12:00 pm Luncheon Presentation - Enhance
Site Recruitment and Financial Management
with a Sound Grant Payment Process

Kevin Williams, M.B.A., Vice President, Client
Services, Clinical Financial Services

Understand the impact the clinical trial agreement
and associated grant payment schedule can have on your ability to
recruit sites as well as manage your trial budgets. A sound process
to managing your investigator grant payments affects more than

you may think. This discussion will show you how to not only gain a
competitive advantage for recruiting sites but also lessen the pain of
managing your accruals and financial reporting.

1:25

1:30 Building Better Clinical Project Managers

Holly Malin, Associate Director, Clinical Business Operations,
Millennium: The Takeda Oncology Company

This presentation highlights our approach to building better clinical
project managers. The presentation touches on adult learning theory,
core skill sets, standard tools and learning from each other. Our
experience offers some unique perspectives on making training fun,
friendly and practical even in a large organization. The audience will
gain a better appreciation of what it takes to standardize the skills,
tools and behaviors of effective clinical project managers.

1:55 Using Key Performance Indicators to Facilitate
Budget and Project Management

John Burnett, CEO & Founder, Clinical Operations, JaPa Associates,
Inc.; Senior Clinical Trial Manager, Clinical Operations, Exelixis

Most studies are run with a focus on the timeline, with budget only
being a concern of upper management. By showing trial managers
how their budgets and timelines are interlinked, they can understand
and anticipate what's happening and manage their trial budgets
more efficiently. It is important to identify the KPIs (Key Performance
Indicators) for a study and link them to the budget for the study.

By linking them, trial managers can manage upper management
expectations about timelines, and forecast changes in budget before
the CRO change order starts being discussed. The audience will

gain knowledge of what questions they need to be asking when it
comes to metrics that can help them run their trials as well as gain
knowledge of how these metrics can be linked to budgets and then
used to project their study budget to identify areas at risk

2:20
2:35

Sponsored Presentation (Opportunity Available)
Sponsored by

|CFS |
\ S—

Clinical Financial Services

Chairperson’s Remarks

Sponsored Presentation (Opportunity Available)
Refreshment Break in the Exhibit Hall

IMPROVING SITE AND STUDY
EXECUTION METRICS

Shared Session with Integrating and Leveraging Clinical Trial
Operations Data and Patient Recruitment and Retention

3:10

3:15 Where Are We Now? Looking at Industry Metrics to
Overcome Bottlenecks of Study Start-Up

Christine Pierre, Founder and CEO, RxTrials, Inc.; The Clinical Trials
Transformation Initiative (CTTI)

Due to a lack of metrics, sponsors, sites and CROs are unable to
understand and identify inefficiencies. Thus, there is no process

in place to allow analysis and improvement. Improving metrics by

all clinical trial sites to allow measurement and improvement of
important timeframes for study start-up offers major benefits to all of
the stakeholder groups. The CTTI project identifies core data elements
that should be collected by all clinical trial sites. This presentation will
share the retrospective analysis from 5,000 participants. The results

Chairperson’s Remarks
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show variance between type of site, type of IRBs used and different
tools utilized, and expose where the process was nimble vs. where it
was not. Sponsors, CROs and Sites can learn from this and improve

their internal processes and cycle times.

3:40 Data Driven Monitoring Visit

Adrian Hsing, Senior Director Clinical Operations, Elan Pharmaceuticals
EDC has become the default data collection tool for clinical trials,
however the inertia of paper tradition remains strong. The benefits of
EDC have not been fully realized, especially in the area of monitoring
visits. This presentation describes how to leverage real time data
from different sources to provide useful metrics that can drive a much
efficient clinical monitoring visit to further improve data quality and
reduce cost.

4:05
to Link
Bonnie Brescia, Founding Principal, BBK Worldwide

Today, study managers can access more performance
data from more sources than ever before, yet few

Sponsored by

WORLDWIDE

Data, Data Everywhere, and Not a One

have the time to discern which pieces of information can guide mid-
study course corrections. What should we be looking for in study
planning, monitoring for during study implementation, and recording as
intellectual capital for future efforts in clinical research or marketing?

4:30 Capturing and Analyzing Clinical Operations Metrics to
Improve Performance at Site and Organizational Level

Joseph Kim, M.B.A., Clinical Operations Director, Shire

If one can only manage what one can measure, then selecting which
metrics to measure —and how to measure them — becomes one of the
most critical decisions in designing an effective management model
for clinical research. This session will review the critical variables to
consider when defining metrics or key performance indicators in order
to help improve performance at both the site level and the overall
organization.

4:55

5:00 End of Clinical Trial Forecasting, Budgeting, and Project
Management

Closing Remarks

Attention Pharma! 25 for 25 Special Offer

If you are an employee of the following TOP 25 Pharmaceutical companies as cited by Pharmaceutical Executive, you may

attend this meeting at a 256% discount off the current rate.

Group registrations are encouraged and we suggest calling Elizabeth Andrews at 781-972-5418,
eandrews @healthtech.com to get your team to Miami at special company rates.

Pfizer 10. Abbott
Novartis

Sanofi Aventis
Merck

Roche
GlaxoSmithKline
AstraZeneca
Johnson & Johnson

Eli Lilly

12.Teva
13.Amgen
14.Bayer
15.Takeda

©CoNOIARLN =

18. Astellas

16 | SCOPE Summit

11. Bristol-Myers Squibb

16.Boehringer Ingelheim
17. Novo Nordisk

19. Daiichi Sankyo
20.Eisai

21. Merck KGaA
22.Gilead Sciences
23.Baxter International
24.Mylan

25.Servier
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About Cambridge Healthtech Institute (CHI)

Founded in 1992, Cambridge Healthtech Institute (CHI) (www.chicorporate.com) is the industry leader offering the
preeminent source of information to the leading researchers and business experts from top pharmaceutical, biotech, and
academic organizations. Delivering an assortment of resources such as events, reports, publications and eNewsletters,
CHl's portfolio of products includes Cambridge Healthtech Institute Events, Pharmaceutical Strategy Series, Barnett
International, Insight Pharma Reports, Marketing Services, and Cambridge Healthtech Media Group.

For questions or
suggestions about the
meeting, please contact:

Micah Lieberman
Executive Director, Conferences
BioPharma Strategy Series
Cambridge Healthtech Institute (CHI)
T: (+1) 541.482.4709

E: mlieberman@healthtech.com

For partnering and

please contact:

llana Quigley
Manager, Business Development
Cambridge Healthtech Institute (CHI)

T: (+1) 781.972.6457

E: iguigley@healthtech.com

sponsorship information,

For media and association
partnerships, please
contact:

Rich Handy

Senior Director, Marketing
Cambridge Healthtech Institute (CHI)
T: (+1) 781.972.5456

E: rhandy@healthtech.com

®

"\ The official Twitter feed for SCOPE Summit
attendees, presenters and sponsors
www.twitter.com/scopesummit

Stay Cunnected

Join our LinkedIn Group
www.linkedin.com (Clinical Ops Group)

LEAD SPONSORING PUBLICATIONS

BioITWorld eCliniqua
natll re Science

AVAAAS

TheScientist

MALRTIHE OF FHE LIS BOERCEE

SCOPEsummit.com

SPONSORING PUBLICATIONS

Expert Reviews
Clinical Pharmacology

Www.expert-reviews.com

SPONSORING ORGANIZATION

@BARNETT

EDUCATIONAL
SERVICES

MEDIA PARTNERS

Q »D CenterWatch

epPC \nsier

PHARMA REPORTS

Expert Intelligence for Better Decisions

e300

European Pharmaceutical Contractor
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