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Exploratory Clinical Development World Americas 2010

Addressing the key challenges in early development;
what are the strategies and principles

The Exploratory Clinical Development World Series
is established as the leading strategic early clinical
development event for pharmaceutical professionals
worldwide. It targets the major challenges of the industry
head on to find much needed solutions for best selection
of drug candidates as early as possible.

Clinical development costs are still rising, there is
a decreasing success rate for new drug candidate
approval and the duration of development is increasing.
Pharmaceutical companies are re-evaluating their
strategies to revolutionize R&D in order to make more
effective and informed go/no-go decisions as early as
possible, in order to reduce attrition rates shortening
drug development timescales.

Extensive research carried out with thought leaders in
early clinical development has highlighted some key
information. These include identifying and developing
biomarkers, innovative clinical trial design, healthy vs.
patient populations for early phase studies, identifying
POC criteria, dose selection and safety. This conference
will address these key issues.

Learn from real life experiences

In the biomarkers session Russell Weiner from
Bristol-Myers Squibb will discuss how to develop
a fit for purpose assay and what you need to measure.
Zhaosheng Lin from Pfizer will guide you through the
challenges and key considerations in the application of
biomarkers in clinical development. Whilst Mark Day
from Abbott will demonstrate how biomarkers can be
used in translation to guide dose selection and enhance
benefit risk assessment. Terri Binder from Eisai will
discuss how imaging can aid decision making.

During Exploratory Clinical Development World
Americas you will hear about the tools that companies
are implementing in early clinical development to
establish proof of concept quicker: Jeffrey Paul from
Pfizer will discuss how enriched patient populations can
be used. The integration of quantitative knowledge can
help to establish dose selection and Alaa Ahmad from
Bristol-Myers Squibb will explain how. Yili Pritchett
from Abbott will discuss how to test several compounds
for POC in the same study.

Key speakers

Exploratory Clinical Development World Americas
2010 boasts an excellent speaker line up — including
GlaxoSmithKline, AstraZeneca, Merck, Bristol-
Myers Squibb, Abbott, Genentech, Amgen, Takeda,
Eli Lilly, Fisai, Pfizer, Novartis, Gilead and

Hoffmann-La Roche. Who better to provide you with a
summary of the best current practices to select the most
appropriate candidates in early clinical development?

This event will be attended by Senior Directors and Heads working in |
the pharmaceutical & biotech industry in the following departments: i
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not to miss the meeting that
your peers will be attending

Exploratory Clinical Development World
Americas brings together a record number
of early development leaders.

Fantastic speaker panel — highest
level of speakers delivering insight
and knowledge for possible solutions
to bottlenecks in early development

Comprehensive agenda - We
have an unprecedented number of
sessions, keep track on our website
as the number is set to grow

Quality content — we listened to you
and your peers to ensure our program
addresses the topics you want to
hear

A choice of streams and workshops
— tailor the congress to meet your
information and networking needs

Extensive networking opportunities
— plan who to meet and arrange
meetings before the conference
with the ‘contact system’, take part
in ‘speed networking’ to meet more
people in less time and continue
those conversations throughout the
conference.

Ground breaking and innovative
content — over 25 sessions discussing
issues that matter

A proven track record - the success
of Exploratory Clinical Development
World speaks for itself — read the

testimonials  elsewhere in  this
brochure!
Case studies - hear industry

experiences from top pharmaceutical
and biotech that's shaping exploratory
clinical development

Opportunities and challenges to
clinical pharmacologist in optimal
drug development

Dr Alan Xiao, Director Clinical
Pharmacology, AstraZeneca

Practical considerations when

implementing a fit-for-purpose
biomarker assay development
paradigm

Dr Russell Weiner, Group Director,
Bristol-Myers Squibb

Statistical and strategic approaches
for early phase clinical trials

Yili L. Pritchett, Ph.D., Research Fellow,
Director, Clinical Statistics, Abbott
Laboratories

How imaging can aid decision making
in early clinical development

Terri Binder, Director Imaging, Eisai

Safety pharmacology best practices
and the use of preclinical QT data
to impact clinical study design and
decision making

Dr Philip Sager, Vice President and
Head Cardio pulmonary and Metabolic
Clinical Development, Gilead

Realizing the promise of experimental
medicine in early clinical development

Samuel C. Blackman, MD,

PhD Associate Director, Experimental
Medicine/Oncology, Merck Research
Laboratories

& Quality of
the exploratory
clinical
development
conference
over the years —

evolved into key
meeting in the
field 99

Chief Executive
Officer,
GeNeuro

The Health Network difference

Health Network events create exciting places to...

interact and grow knowledge
meet and make contacts
become inspired and reenergised

online www.healthnetworkcommunications.com/2010/explorusa

Your event contact is
Karen Williams
+44 (0) 207 608 7055

kwilliams@healthnetworkcommunications.com
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Opening remarks from the chair

Innovating management strategies to revolutionize early
phase R&D
An autonomous early phase drug development group
Transition of assets between Lilly and Chorus
Keys to the success
Eyas Abu-Raddad, PhD, Research Advisor, Head, PK/PD and
Clinical Trial Simulations, Chorus, Eli Lilly

Development approaches used to achieve success with
personalized medicine and targeted drugs
How far has personalized health care come?
Paradigms of development of personalized medicine and
companion diagnostics
Nadine Cohen, Head of Pharmacogenomics, Johnson &
Johnson

TRANSLATIONAL MEDICINE

The case for early failure studies

Planning to fail or to win

Relevance of exploratory studies

Impact of exploratory trials on candidate selection
Doina Roman, MD, Senior Medical Director, Translational
Medicine, Takeda Global Research & Development Center, Inc.

@PEED and morning coffee

Opening remarks from the chair

Quantitative knowledge integration to inform dose
selection in early clinical development
Quantitative knowledge integration in drug development
Dose selection / design for non-oncology FIH studies
Dose selection for proof-of-concept and phase 2 a studies
Alaa Ahmad, Ph.D., Associate Director, Clinical Pharmacology
M&S, Bristol-Myers Squibb

Statistical and strategic approaches for early phase clinical
trials
Bayesian probability to predict trial outcomes
Adaptive design delivering Phase 2a and 2b in one study
Discussion of when to use what strategic approach
Yili L. Pritchett, Ph.D., Research Fellow, Director, Clinical
Statistics, Abbott Laboratories

Afternoon coffee

The fast track way to PoC - Adaptive design used in a
creative way

Parallel conduct of study components

Data driven adaptive designs

Bringing in patients as early as you can
Willem Jan Drijfhout, Senior Vice President Early
Development Services, PRA International

Patients vs. health volunteers in early phase trials
What is the relevant population to study?
Possible differences in PK / PD and safety between
patients and healthy volunteers
Patient segmentation; early clinical trials in sub populations
Speaker TBC

Closing remarks from the chair

Day One \Wednesday 20 October 2010

Exploratory Clinical Development World Americas 2010

Enriched patient tools to fast track POM and POC
Enrichment strategies to select subjects
Therapeutic areas that have promise
Jeffrey Paul, PhD, Assistant Vice President, Early Development
and Clinical Pharmacology- Neuroscience, Pfizer

How to fail faster: Getting all the answers in phase |
Novel technologies to create innovative study designs
Adaptive trial designs and flexible clinical protocols
Patient populations to gain a greater understanding

Howard Goodall, Clinical Research Physician — Phase |,

Quotient Bioresearch, Clinical Services

The role of experimental medicine and translational medicine
to reach go/no go decisions faster
Building clinical confidence in basic molecule properties
Experimental medicine to support and generate clinical data
Dr Sandeep Athalye, Clinical Franchise Lead (Resp/NSO),
Novartis Pharmaceutical Corporation

Realizing the Promise of Experimental Medicine in Early
Clinical Development
How experimental medicine can be used to break down
therapeutic silos
Building a biomarker pipeline
Dr Samuel C. Blackman, Associate Director, Experimental
Medicine / Oncology, Merck Research Laboratories

Lunch

Opening remarks from Dr Philip Sager, Vice President and
Head Cardio pulmonary and Metabolic Clinical Deveopment,
Gilead

Drug safety strategy in early development
Product recalls, why drug withdrawals occur
Proactive measures to mitigate risk
Dr Jonathan Deutsch, Safety Science Leader, Director,
Pharma Development Safety, Licensing and Early
Development, Hoffmann-La Roche Inc.

Preclinical cardiovascular safety which would of course
include QT testing
Safety pharmacology for small molecules vs. biologicals
Preclinical cardiovascular evaluation and assessment
Translation of preclinical data to the clinic- PK/PD modeling
Martin Sanders, Research Director, Safety Pharmacology,
Hoffmann-La Roche

Afternoon coffee

“Right-sized” assessment of cardiovascular safety in early
clinical development

Common challenges of QT assessment

Potential strategies for incorporating QT assessment

Case examples and examples of cost-effectiveness
Sasha Latypova, Executive Vice President, iCardiac
Technologies, Inc.

Safety pharmacology best practices
Understand how preclinical safety testing can be used
Early identification of risks and de-risking NCEs
Design the most efficient early clinical trials
Dr Philip Sager, Vice President and Head Cardio pulmonary
and Metabolic Clinical Development, Gilead

Closing remarks from the chair

Y End of day one and networking drinks reception
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Opening remarks from the chair

The changing R&D process: The need to move from a linear
model to highly interactive drug discovery and development
Organizational models to support the interactive R&D
concept
The need to balance the key drivers, medical need and
innovation, with increased success rate
Introduce novel methodologies, while improving established
ways of working
Time to assess return on investment for proof of concept
and biomarker strategies
Johan Luthman, Vice President Neuroscience &
Ophthalmology R&D, Franchise Integrator, Merck & Co Inc

Opportunities and challenges to clinical pharmacologist in
optimal drug development
Target identification and mechanism of disease
Candidate selection and mechanism of action
Preclinical-to-clinical and biomarker-to-outcomes translation
Interpretation and integration of multiple biomarkers
Trial design flexibility, trial operation complexity and real-
time information integration
Risk assessment and optimal decision-making
Dr Alan Xiao, Director Clinical Pharmacology, AstraZeneca

A first look at efficacy: special populations in phase I/l
Studies
Challenges in recruiting and retaining subjects in special
population clinical trials
Recent industry trends incorporating traditional clinical
pharmacology safety, tolerability and pharmacokinetics
parameters in early patient studies will be evaluated from
the “real-world” research physician’s perspective for
feasibility and challenges.
Safety assessments in proof of concept studies: addressing

the competing needs of adequate dosing vs. safety in special

population studies designed to demonstrate efficacy.
Bradley Vince D.O., President & Medical Director, Vince and
Associates Clinical Research

Morning coffee

Understanding the importance of preclinical studies for
clinical success

Issues surrounding animal models in predicting safety and

efficacy

New approaches to effectively support FIM studies

Post hoc use of animal models to address future concerns
Speaker to be confirmed

Challenges and solutions to safety testing of drug
metabolites
When and how to identify, characterize and evaluate
metabolites
Identifying metabolites to better understand the ADME of a
drug
Impact of regulatory guidelines
Larry J. Jolivette, Ph.D., Director DMPK, GlaxoSmithKline

Modeling in early development
How can model-based integration with animal efficacy be
used to enhance decision making?
What are the new approaches to effectively support first in
man studies and improve investigations?
How can modeling and simulation be used to accurately
forecast exploratory / phase | studies?

Suhasini lyer, Group Leader, Genentech

Lunch

Day Two Thursday 21 October 2010

www.healthnetworkcommunications.com/2010/explorusa book early and save

Practical considerations when implementing a fit-for-purpose
biomarker assay development paradigm
Practical examples of fit-for-purpose biomarker assays
Pros and cons of in-house assay development versus using
an off the shelf kits
Case studies: issues encountered when using “for research
only” kits
Case studies: knowing what you need to measure-total-
versus-free analyte
Dr Russell Weiner, Group Director, Bristol-Myers Squibb

Values and challenges in applications of biomarkers for
clinical development
Types of biomarkers that are commonly used in early clinical
development
Values of biomarker results for decision making during early
development
Challenges and key considerations for the selection of
biomarkers in support of clinical development
Challenges and significance of reliable biomarker assays in
early clinical studies
Zhaosheng Lin, Head of Biomarkers, Pfizer

Biomarkers and clinical translational approaches in early
development
Need for biomarkers to guide dose selection
Need for biomarkers to enhance benefit-risk assessment
Biomarkers for internal decision making vs. regulatory
purposes
Biomarkers to enable increased efficacy and decreased
adverse events
Mark Day, Associate Director, Head of Translational
Neuroscience and Immunology Imaging, Abbott Laboratories

Afternoon coffee

How imaging in can aid decision making in early clinical
development

Does the drug reach/cover the intended target

Does the drug affect the hypothesized biological pathway

Does the biological effect lead to the desired clinical effect
Terri Binder, Director Imaging, Eisai

Validating biomarkers for effective clinical development
The desired properties of biomarkers and how these can be
assessed
Using pre-clinical data from in-vitro systems and samples
from undosed volunteers to increase the robustness of
biomarkers in the clinic
The implications of these inputs for the design of the clinical
program

Mike Hale, Head Global Medical Science, Biostatistics Group

Amgen

Closing remark from the chair

Hear from and meet your industry peers
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Get the
most
from your
conference

©PEED

Fun, high speed
break in the
conference day
for making new
contacts and
exchanging details.

contac

Arrange meetings
online before you
arrive. Access
event resources,
such as papers and
presentations, after
you've left.

Ly
ceD
CERTIFIED
The CPD Certification
Service
Exploratory Clinical
Development World
Americas 2010
is CPD certified
allowing you to claim
CPD points following
your attendance at
this conference

4 day Gold pass.
Save up to $755.
And another $100
if you book and pay
online.

See page 8.
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Exploratory Clinical Development World Americas 2010

Pre-conference workshop

Strategies to identify and mitigate risk in
first in man clinical trials

Outline:

The safety of subjects in the transition to first-in-man
studies presents particular risks with their safety being
paramount. This practical and interactive session will
provide a stimulating review on best practices used in
safety management and early clinical development.

Objectives:

This session will provide attendees with clinical view
points. The speakers will provide structured content
with attendees having the opportunity to discuss and
add their own contributions.

The meeting will begin at 9:30 and finish late afternoon.
Lunch and refreshments will be provided.

Non-clinical requirements and relevance of pre-
clinical animal models
Pharmacokinetics, pharmacodynamics and
metabolism
Demonstration of relevance of the animal model
Toxicology

Transition from pre-clinical to first-in-human trials
New paradigms in exploratory phase | that are
helping the transition into first-in-man
Considerations when deciding clinical study design
and subject choice

Dose selection
Calculation of the first dose in man
Route and rate of administration
Dose escalations

_ AFTERNOON SESSION
Safety requirements and risk management
Developing the risk management plan
What are the challenges with FIH trials

Clinical trial design
How to do statistics for early phase, adaptive trials
Use of Bayesian probability to predict trial outcome

Speaker panel:

Bill Mattes, Principal, PharmPoint Consulting
Malcolm Mitchell, Medical Director, Clinical
Pharmacology, Eli Lilly

Mitchell B. Friedman, PhD DABT, Director of
Toxicology, Takeda Global R&D

Andrea Pellacani, MD, Ph, Senior Director, Clinical
Research, Therapeutic Area Lead, Early Development
Biologics, Merck

Ram Suresh, Ph.D., Vice President, Late Development
Statistics, Biostatistics and Research Decision
Sciences, Merck Research Laboratories

Post-conference Workshop

Biomarkers in early clinical development

Outline

Biomarkers have become a central theme in the
development process of the pharmaceutical industry.
As pharmacodynamic biomarkers, they are expected
to provide the basis for decision making in early clinical
development and become commercial diagnostic assets.
As disease and surrogate markers they are supposed to
reduce the cost and length of development. This practical
and interactive session will provide a stimulating review
of developing and implementing biomarkers in early
clinical development.

Objectives:
This interactive session will provide attendees
with a clinical viewpoint on the effective discovery,
characterization and clinical utilization of fit for purpose
biomarkers.

The meeting will begin at 9:30 and finish late afternoon.
Lunch and refreshments will be provided.

Fit for purpose biomarker assay
Practical examples of biomarker assays
Biomarker technology evaluation
Analytical validation of assays

Biomarkers in drug development
Translational biomarkers
How biomarkers can be used to determine proof of
mechanism
Biomarkers to enable increased efficacy and
decreased adverse events

AFTERNOON SESSION

Validating biomarkers as efficacy endpoints
Biomarkers to guide dose selection
Biomarkers to enhance benefit-risk assessment
Biomarker qualification

Estimate and measure ROl on biomarkers
Advancing the most effective biomarkers to
achieve successful outcomes
Ensuring cost effective biomarker provision
Translating biomarker approaches into commercial
value

Please visit the website

www.healthnetworkcommunications.
com/2010/explorusa
for updates on who will be
presenting these topics.

email skhamissa@healthnetworkcommunications.com  phone +44 (0) 207 608 7055 ~ fax +44 (0) 207 608 7050
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Becoming a sponsor or exhibitor

Exploratory Clinical Development is where people
come to look for advice, guidance and support to the
key challenges they face. The high quality of speakers
and cutting edge content attracts senior exploratory and
phase one professionals and you will have the opportunity
to meet meaningful prospects and new contacts, in a
networking and business focused enviroment

Could you benefit from introductions to and time
with early phase decision makers?

Is it cost & time effective to meet multiple prospects
& clients in one setting?

If your answer is yes to these questions you should
be participating in this event, and by doing so you
will increase your chances of being selected as a
As a CRO, laboratory or technology provider, this partner
conference represents an exceptional opportunity to

develop new business relationships.

Questions to determine your involvement? To sponsor or exhibit contact

Claire Conway on + 44 (0) 207
608 7058 or email cconway@
healthnetworkcommunications.com

1 One of the
most informative,
well-organized
and well-attended
events in the early
pharmaceutical
development

Do you offer services and solutions that support the
challenges of early clinical development?

About our sponsors

Vince and  Associates

Quotient Bioresearch is a
CUOTIERT RIAEEEARIK leading provider of early

== stage and specialist drug
development services to clients worldwide. Our early
stage and specialist drug development services are
underpinned by a combination of medical, chemical
and biological expertise. We strive to deliver the
highest quality service to support our clients in their
development of new products.

PRA's Early Development Services (EDS)
a provides comprehensive services for

phase I-lla clinical research, bioanalytical
research and data support. Through
harmonized clinical and laboratory
facilities in The Netherlands, the US, and CEE, PRA
offers over 220 beds worldwide. Our expertise is
primarily with more complex types of studies in which
safety and intelligent design are critical factors. PRAEDS
conducts more than 100 phase I-lla studies and over
200 bioanalytical studies yearly for studies recruiting
healthy volunteers or special patient populations.

PRA International

Media partners
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Vince & Associates
40

CLINICAL RESEARCH

Clinical Research is a
multi-specialty research
organization with an upscale 80 bed Phase | unit,
a dedicated Phase II-IV unit, and a large accredited
Sleep Research Center. Our full-time investigators are
intricately involved in all aspects of the clinical trials
process. Vince and Associates specializes in rapid
recruitment/study start-up in trials ranging from healthy
volunteers to intent-to-treat populations while providing
unparalleled GCP compliance and superior data delivery
to our clients.
iCdrdldC ;Cardigc Technologigs,
e T Inc. is a next generation
cardiac safety core lab.
Its team of cardiac safety experts bring 100+ years
of cardiology, electrophysiology, drug development,
regulatory and academic experience. The iCardiac team
pioneered the field of Highly Automated QT as well as
autonomic nervous system effects on the QT interval,
a phenomenon estimated to produce false-positive
results in conventional QT studies. iCardiac’s services
are supported by the COMPAS technology platform
which maximizes the precision and decreases the cost
of cardiac safety assessment.

The venue

Anchoring the renowned University Park at MIT,
Le Meéridien Cambridge-MIT stands amidst an area
legendary for its infrastructure of invention. The
Boston / Cambridge area is a cultural capital of the
US. Le Méridien Cambridge-MIT's elegant guest
rooms and suites offer a place of luxurious sanctuary
and unmatched comfort. Situated in the heart of
Central Square in Cambridge, Le Méridien is steps
away from a culturally diverse area renowned for its
cuisine and shopping, easily accessible from Logan
Airport and just minutes from Boston city centre.

area ,,

Executive Vice
President,
iCardiac
Technologies, Inc

Thisis a

right-sized event
attracting the right

sort of people —

we made many

excellent
contacts 39

Senior Business
Development
Manager,
Parexel
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Use our online calculator at www.healthnetworkcommunications.com/2010/explorusa
You can use our online calculator to tailor your ticket and buy multiple tickets. The
calculator automatically selects the most favorable discount for you.

If you book and pay online you also save a further $100

Before 30 Jul 2010 | Before 10 Sep 2010 Before 10ct2010 | After10ct2010 | How many | Calculate your ticket

Gold pass —all 4 days $3400 $3775 $3965 $4155

19-22 Qct |:|

2 main days plus pre $2595 $2885 $3030 $3175

conference workshop

1921 Oct I:'

2 main days plus post $2595 $2885 $3030 $3175

conference workshop

20— 22 Oct I:|

2 day conference $1790 $1990 $2090 $2190

2021 Oct []

*Registrations without credit/debit card payments are subject to How do you want to pay?

a $100 booking fee.
Credit / Debit card [] $0
Cheque / Bank transfer D $100

(you'll need to quote this for telephone and online bookings)

All tickets include refreshments, lunch and full conference documentation. The fee does not include hotel accommodation.

Your details

DBIBGATE MAME ..ot
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ANATESS .ot
POST COAE ... s cerCOUMTTY Lo
TEl e oK e
EIMGIL eSS
AULNOTIZING MANAGET ... Authorizing manager SigNature...............oo.evveevereeeeieeesreesessesseeeenees

Payment details

Payment is due in 7 days. By signing and returning this form you are accepting our terms and conditions. If you reserve your ticket but pay by bank
transfer or cheque payment must be received in 7 days

Bank transfer Cheque Visa Mastercard Amex
CardnumberDDDD_DDDD_DDDD_DDDD Expiry date: / /
Card holder's NAME ............ooveriiiiiee s Card holder's SIgnature ..o Security code: ..o

Bank Transfers: Account name: Health Network Communications, Sort code: 20-21-80, Bank Account Number: 10668907, Bank Name & Address:
Barclays Bank, Clapham High Street, London SW4 4UF, Swift Address: BARCGB22, IBANGB68 BARC 2021 8010 6689 07. Reference: please quote
100033 and the delegate’s name

www.healthnetworkcommunications.com/2010/explorusa
You can use our online calculator to tailor your ticket
and buy multiple tickets. The calculator automatically
selects the most favourable discount for you. If you
book and pay online you also save a further $100.

You can use our online calculator to tailor your ticket
and then print a pdf of your order and fax to +44 (0)
207 608 7050 or complete this form and fax to +44
(0) 207 608 7050 or call +44 (0) 207 608 7055 and
we'll take your booking over the phone.

Group bookings

Why not send your team and save more.

Send 3 delegates and save 15%

Send 4 delegates and save 25%

Call +44(0)20 7608 7055 or go online and register
www_.healthnetworkcommunications.com/2010/explorusa

Health Network Communications (or its agents)
may contact you by mail, phone or email about
products and services offered by Health Network
Communications and its group companies, which
Health Network Communications believes may be
of interest to you, or about relevant products and
services offered by reputable third parties. Health
Network Communications may also disclose your
contact details to such third parties to enable them to
contact you directly. Certain entities to which Health
Network Communications discloses your contact
details are located in territories overseas which
have fewer legal safeguards to protect personal
data. By returning this form to us, you agree to our
processing of your personal information in this way.
Please tick the appropriate box if you do not wish to
receive such information from: [ Health Network
Communications; [ or reputable third parties.

1. Should you be unable to attend, a substitute
delegate is welcome at no extra charge

2. Health Network Communications does not provide
refunds for cancellations. Invoiced sums are payable
in full, except in cases where Health Network
Communications has been able to mitigate loss

3. Health Network Communications will make
available course documentation to a delegate who is
unable to attend and who has paid

4. Health Network Communications reserves the right

to alter the programme without notice including the
substitution, alteration or cancellation of speakers and /
ortopics and/ or the alteration of the dates of the event
5. Health Network Communications is not responsible
for any loss or damage as a result of a substitution,
alternation, postponement or cancellation of an event
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