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Real-World

Improve health outcomes through the analysis of real-world data
to be more efficient in drug development and commercialization

Keynote Speakers:

Important Takeaways:
Kathleen McGroddy Jane Fang Uncover how IBM Watson uses
Goetz, Ph.D. Research and advanced analytics in combination
Vice President, Development Information with real-world data sets to enable
Partnerships and Head for Clinical Biologics predictive analyses

Solutions

Learn how real-world, systems-
based innovations can serve as a
model to target and engage at-risk

Featured Speakers: populations through the Heart of
New Ulm Project

Ella Nkhoma
Director of
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Drug Outcomes whether Hadoop can efficiently

Epidemiologist and inexpensively meet the
storage, retrieval and analysis
requirements of big data’s
immense and variably structured

Elizabeth (Betsy) Stacy Woeppel i
MacLean, PharmD, Ph.D. Deputy Director Discuss how the FDA and industry
Director Global Health Regulatory Affairs can collaborate on defining real-
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world evidence

Identify strategies for optimal
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and regional differences in
approaching real-world studies
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WHO SHOULD ATTEND
Proving the safety and effectiveness of a drug or device through a randomized clinical trial [ JREERIN ST FASR PRSTnR R 2y

no longer secures success and profitability after the product is released to the market. It's R TI E L E R LRIt L] T8 LG L e (T
now necessary for companies to demonstrate evidence of successful real-world outcomes RRCETEEN LTI E L RS ENTEERNI ]

to distinguish their products in an aggressive environment. There are many challenges when RCSLUSTERLROER LWL VECEES
integrating real-world evidence into today’s drug development process. Operationalizing the Real-World Evidence

process of collecting real-world data, utilizing electronic data sources and understanding
regulatory requirements are all issues that need to be better understood within the industry.
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Phase IV

] ) . Postmarket Surveillance
ExL Events is excited to announce our first Real-World Evidence Forum. Over the course of

two days, attendees will learn about data collection, new technologies, trial design, regulatory Late Phase/Post-Approval
decision-making, data partners, global standardization and much more. An intelligent lineup Medical Affairs

of industry professionals will discuss the challenges surrounding real-world evidence. Our
attendees will learn to improve their understanding of how to operationalize real-world data,
which will decrease costs, define innovative outcomes and minimize the number of patients
exposed to harmful medications. Project Management

Data Management

Data Analysis

I look forward to welcoming you to Philadelphia this summer! Business Development
Sincerely Clinical Development

Global Medical Affairs
Observational Research
HEOR/GHEOR

Megan Heburn

VENUE INFORMATION Patient Safety Surveillance
Sheraton Philadelphia University City Hotel .. . .
3549 Chestnut St. Clinical Trial Design and Management

Philadelphia, PA 19104

To make reservations please call 1-888-627-7070 and
request the negotiated rate for ExL's Real-World Evidence
and 2017 Trial Protocol Optimization Design Congress
Meetings. You may also make reservations online at http://
bit.ly/200GghE. The group rate is available until June 30,
2017. Please book your room early as rooms available at
this rate are limited.

Data Management Operational Support
Regulatory Affairs
Drug Safety

Patient-Reported Outcomes

This conference is also of interest to:

CRM/Data Management Software Vendors

*ExL Events is not affiliated with Exhibition Housing Management (EHM)/Exhibitors Housing Services (EHS) Clinical Research Organizations
or any third-party booking agencies, housing bureaus or travel companies. ExL Events is affiliated with
event company Questex, LLC. In the event that an outside party contacts you for any type of hotel or travel X
arrangements, please disregard these solicitations and kindly email us. ExL has not authorized these Providers

companies to contact you and we do not verify the legitimacy of the services or rates offered. Please Regulatory Consultants
book your guest rooms through ExL'’s reserved guest room block using the details provided.

Clinical Trial Management Software

SPONSORSHIP AND EXHIBITION OPPORTUNITIES

Do you want to spread the word about your organization’s solutions and services to potential clients who will be attending this event? Take advantage of the
opportunity to exhibit, underwrite an educational session, host a networking event or distribute promotional items to attendees. ExL Events will work closely
with you to customize a package that will suit all of your needs.
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Monday, July 17, 2017

8:00
9:00

Building Real-World Data

9:15

10:00

11:00
11:30

12:15

1:15

Registration and Continental Breakfast

Chairperson’s Opening Remarks

Develop an Effective Trial Design Utilizing Real-World

Evidence

- Determine the right type of postmarket study to minimize
the effects of bias and provide efficient research findings

+ Design a clinical trial that includes most real-world patients
without compromising the efficacy or increasing potential
risks

+ Implement flexible pragmatic models to combine the
benefits of collecting data from more real-world settings

+ Regulate how data should be analyzed, how the results will
be combined with other types of evidence and how these
decisions will be put into routine practice

Jane Fang, Research and Development Information Head for

Clinical Biologics, ASTRAZENECA/MEDIMMUNE

Justifying and Designing Amgen'’s Real-World

Evidence (RWE) Platform

- Develop a business case to justify an RWE platform to
deliver clinical and commercial insights to the enterprise

- Design a secure and scalable platform that supports global
data assets for functional and regional needs

- Create processes to standardize real world data assets for
rapid insight generation

+ Implement self-service analysis tools to enable direct
enterprise-wide access

Leslie Addy, Senior Manager, Information Systems, AMGEN

Jan Lethen, Director, Biostatistical, Programming, AMGEN
Networking Break

Learn Innovative Methods to Build Real-World
Evidence as Your Enterprise Asset

+ Learn from Intercept about how to use real-world data for
pipeline and commercialization insights

- Delve into the concept of potential real-world evidence that
could emerge from targeted data linkage

+ Analyze how to fill the data gap between clinical trials and
actual clinical practice in order to improve the quality and
delivery of medical care, reducing overall costs

Shailja Dixit, Global Head, Health Outcomes and Real World

Research, INTERCEPT PHARMACEUTICALS

Lunch

Maximize the Value of Real World Evidence (RWE)
Through Strategic Planning and Technology
Enablement

- Discuss how business and study objectives should inform
an intelligent RWD collection strategy that will drive clinical
research efficiency and provide the RWE necessary for
payer and regulatory stakeholder requirements

- Discuss the optimal path for evidence development, from
needs assessment through generation, and how fit-for-
purpose technology solutions can enhance efficiency and
elevate the access of RWD driven intelligence for broader
enterprise value

* Review the opportunities and challenges that exist in using
RWD and technology solutions where clinical practice and
clinical research converge, including a comprehensive, best
practices approach

Bill Row, MBA, MS, Divisional Principal, Real World Evidence.

ICON COMMERCIALISATION & OUTCOMES

2:00

2:45

3:30
4:00

Leverage Data and Evidence-Based Interventions to
Drive Community Health Improvements

- Evaluate the use of electronic health record (EHR) data for
community diagnosis and surveillance

+ Master how to use data to effectively deploy multilevel
interventions for population health improvement

+ Identify strategies for using EHR data to align key
community partners around a common health agenda and
empower them as community catalysts

- Discover how evidence-based solutions help improve health
on a local level using the Hearts Beat Back: Heart of New
Ulm Project as an effective model

Rebecca Lindberg, Director Population Health and

Professional Education, MINNEAPOLIS HEART INSTITUTE

FOUNDATION

Getting Real-World Answers from Real-World
Evidence: Perspectives from the World's Largest
Academic Clinical Research Organization

+ Bring together clinical insights and analytic expertise to
shape a research question that yields a meaningful answer

- Overcome data challenges from novel and complex data
sources, such as clinical trial data, registries, health system
databases, cohort studies, EHRs and claims databases

- Move beyond off-the-shelf applications to optimal, tailored
statistical methods that allow for meaningful use of EHR
and high-dimensional data and risk prediction

- Ensure data outcomes are used to improve patient health by
accurately interpreting and integrating findings into clinical
practices

David Gee, Assistant Director, Research Analytics and Data

Science, DUKE CLINICAL RESEARCH INSTITUTE

Networking Break

Discuss How Real-World Data Speeds Up Clinical
Innovation While Managing Patient Safety

+ Understand why big data is critical for assuring patient
safety during clinical development as well as in the
postmarketing setting

+ Summarize how the use of real-world data can inform
clinical strategy during development and in life cycle
management

- Discuss how to leverage real-world data to inform portfolio
decisions and strategy

- Recognize the importance of early cross-functional
engagement in developing a real-world data strategy
throughout the product life cycle

Ella Nkhoma, Director of Epidemiology, BRISTOL-MYERS

SQUIBB

Applying Technology

4:45

— CASESTUDY —

5:30

Merck Case Study: Preparing for the Emergence of Big
Data Using the Hadoop Initiative

+ Explore Merck’s evaluation of Hadoop, an architecture and
methodology designed to efficiently and inexpensively meet
the storage, retrieval and analysis requirements of big data’s
immense and variably structured data

+ Investigate how a single technology-enabled platform
can be tailored to become a data discovery tool used for
commercial insights and reporting

+ Prepare for the challenges ahead as we face the inevitable
prospect of managing and analyzing big data

Robert Lubwama, DDS, MPH, Ph.D., Drug Outcomes

Epidemiologist, MERCK

Day One Concludes



Tuesday, July 18, 2017

8:00 Continental Breakfast

8:45 Chairperson’s Recap of Day One 1:30

Applying Technology, Continued

9:00  Utilize Real-World Data to Renovate Healthcare
Through the Use of Watson
- Address how cognitive computing systems and increases in
data are changing the industry
* Implement improved payment models
- Identify how the digitization of healthcare can create

PANEL

opportunities for change
+ Learn how Watson supports a higher level of personalized
care
Kathleen McGroddy Goetz, Ph.D., Vice President, Partnerships
and Solutions, IBM WATSON HEALTH

2:15

9:45  Discover the Potential of Real-World Evidence for

Healthcare and Regulatory Decision-Making

+ Walk through the utility of real-world data, from approval to
access

- Discuss possible innovative advances in approval policy
structures

- Establish how data gathered from healthcare systems can
be used to enhance and support regulatory decisions 3-:00

+ Explore how the FDA and industry can collaborate on
defining real-world evidence

Elizabeth (Betsy) MacLean, PharmD, Ph.D., Director Global

Health and Value/US Outcomes and Evidence — Oncology, 3:30
PFIZER INC.
10:30 Improve Regulatory Clarity and the Use of Real-World
Evidence
- Address the transparency and integrity of collection and
analysis of real-world data
- Research how patient-generated data helps guide policy
decisions and improve the approval process
+ Recognize the challenges of obtaining valid and complete
real-world data
+ Examine the lack of common data standards, and the
need for more effective methods for matching patient data
across diverse systems
Stacy Woeppel, Deputy Director, Regulatory Affairs, SANOFI
PASTEUR
4:15
11:15  Networking Break
11:45 Pinpoint Strategies for Optimal Regulatory

Interactions and Regional Differences in Approaching
Real-World Studies

+ Learn how to face real-world evidence challenges through
an operational and regulatory perspective

+ Consider opportunities and challenges for generating
industrywide standards

+ Understand the regulatory frameworks in the US and
worldwide

- Demonstrate regulatory and compliance safeguards to
minimize risk

Ashwin Rayasam, Global Clinical Trial Manager, DOCS FOR

AMGEN, INC.

12:30

Lunch

Panel Discussion: Generate Global Standardization
and Data Quality
- Discuss internationally linked data infrastructure between
databases and global data standards
- Review how building a database that connects countries
would allow interoperability between diverse data sources
- Examine the benefits of linking international data sets and
establishing a framework of standards for data analysis
using real-world data

+ Assess how global harmonization could reduce
inefficiencies

Demonstrate Value Through Cross-Functional Teams

to Enable Increased Real-World Understanding

- Deliver insights to cross-functional teams to facilitate the
use of data in a timely and cost-effective manner

- Efficiently analyze data so regulatory agencies and payers
make better-informed decisions

- Uncover ways teams can work together to improve the
internal coverage of data knowledge

Jamie Partridge, Director, Global Scientific Affairs, ABBOTT

NUTRITION

Networking Break

Working with Payers

Construct Partnerships of Eco-Networks for Data
Sources, Analytics and Clinical Healthcare Services

+ Locate the right partners to support the building and
maintenance of real-world evidence

- Discover how to capture and distribute information from

partners for internal use

+ Anticipate which stakeholders will need what types of

information and adjust strong study approaches to those
key considerations

- Discuss factors for evaluating a partner's capabilities,

processes and quality of work
Jane Fang, Research and Development Information Head for
Clinical Biologics, ASTRAZENECA/MEDIMMUNE

Kyle Flickinger, Vice President, Clinical and Commercial
Markets, HEALTHVERITY

Conference Concludes
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Registration

Registration Fees for Attending ExL's 2017 Real-World
Evidence Forum:

EARLY BIRD PRICING — Register by Friday, June 9, 2017 $1,895
STANDARD PRICING — Register after Friday, June 9, 2017 $2,095
ONSITE PRICING $2,195

Group Discount Program
Save 25% per person when registering four

Save

For every three simultaneous registrations from your
company, you will receive a fourth complimentary
registration to the program (must register four at one time).
This is a savings of 25% per person.

25%

Save 15% per person when registering three

Save
15%

Can only send three? You can still save 15% off of every
registration.

Offers may not be combined. Early bird rates do not apply. To find out
more about how you can take advantage of these group discounts, please
call 201 871 0474.

Questions? Comments?

Do you have a question or comment that you would
like to be addressed at this event? Would you like
to get involved as a speaker or discussion leader?

Media Partners

MED E55)
"'“‘"“MUIBE

L
phormoLEADERS-'

News. Resources. Community.

00

THE ESSENTIAL RESOURCE FOR PHARMA MARKETERS

phamaphorum™/

TECHNOLOGY

TERMS AND CONDITIONS: By registering for an ExL Events (“ExL’)
event, you agree to the following set of terms and conditions listed
below:

REGISTRATION FEE: The fee includes the conference, all program
materials, and designated continental breakfasts, lunches and
refreshments.

PAYMENT: Make checks payable to ExL Events and write C901
on your check. You may also use Visa, MasterCard, Discover
or American Express. Payments must be received in full by the
conference date. Any discount applied cannot be combined with any
other offer and must be paid in full at the time of order. Parties must
be employed by the same organization and register simultaneously
to realize group discount pricing options.

**Please Note: There will be an administrative charge of $300 to
substitute, exchange and/or replace attendance badges with a
colleague within five business days of any ExL conference.**

CANCELLATION AND REFUND POLICY: If you cancel your
registration for an upcoming ExL event, the following policies apply,
derived from the Start Date of the event:

* Four weeks or more: A full refund (minus a $295 processing fee)
or a voucher to another ExL event valid for 12 months from the
voucher issue date.

« Less than four weeks: A voucher to another ExL event valid for 12
months from the voucher issue date.

* Five days or less: A voucher (minus a $395 processing and
documentation fee) to another ExL event valid for 12 months from
the voucher issue date.

CREDIT VOUCHERS: Credit vouchers are valid for 12 months from
date of issue. Credit vouchers are valid toward one (1) ExL event of
equal or lesser value. If the full amount of said voucher is not used at
time of registration, any remaining balance is not applicable now or
in the future. Once a credit voucher has been applied toward a future
event, changes cannot be made. In the event of cancellation on the
attendees’ behalf, the credit voucher will no longer be valid.

ExL Events does not and is not obligated to provide a credit voucher
to registered attendee(s) who do not attend the event they registered
for unless written notice of intent to cancel is received and confirmed
prior to the commencement of the event.

SUBSTITUTION CHARGES: There will be an administrative charge of
$300 to substitute, exchange and/or replace attendee badges with
a colleague occurring within five business days of the conference.

ExL Events reserves the right to cancel any conference it deems
necessary and will not be responsible for airfare, hotel or any other
expenses incurred by registrants.

ExL Events’ liability is limited to the conference registration fee in
the event of a cancellation and does not include changes in program
date, content, speakers and/or venue.

*The opinions of ExLs conference speakers do not necessarily
reflect those of the companies they represent, nor ExL Events.

Please Note: Speakers and agenda are subject to change without
notice. In the event of a speaker cancellation, significant effort to
find a suitable replacement will be made. The content in ExL slide
presentations, including news, data, advertisements and other
information, is provided by ExLs designated speakers and is designed
for informational purposes for its attendees. It is NOT INTENDED for
purposes of copywriting or redistribution to other outlets without the
express written permission of ExLs designated speaking parties.
Neither ExL nor its content providers and/or speakers and attendees
shall be liable for any errors, inaccuracies or delays in content, or
for any actions taken in reliance thereon. EXL EVENTS EXPRESSLY
DISCLAIMS ALL WARRANTIES, EXPRESSED OR IMPLIED, AS TO THE
ACCURACY OF ANY CONTENT PROVIDED, OR AS TO THE FITNESS
OF THE INFORMATION FOR ANY PURPOSE. Although ExL makes
reasonable efforts to obtain reliable content from third parties,
ExL does not guarantee the accuracy of, or endorse the views or
opinions given by any third-party content provider. ExL presentations
may point to other websites that may be of interest to you, however
ExL does not endorse or take responsibility for the content on such
other sites.
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Improve health outcomes through the analysis of real-world data
to be more efficient in drug development and commercialization

YES! Register me for this conference!
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Method of Payment: ) Check LI Credit Card
Name: Title: Make checks payable to ExL Events.
Company: Dept.: Card Type:

MasterCard 1 Visa U Discover 1 AMEX

Address:

Card Number:
City: State: ____ Zip:

Exp. Date: CVV:
Email:

mal Name on Card:

Phone: Fax:

Please contact me:

Signature:

CONFERENCE CODE: C901

ASTRAZENECA/ BRISTOL-MYERS
IBM WATSON MEDIMMUNE sQuiBB MERCK PFIZER INC.

HEALTH

00 ¢

SANOFI PASTEUR
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