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Top Reasons to Attend

 E XPLORE best practices for the commercial structure of a
biosimilar from strategy to execution

 M EASURE the lack of interchangeability with the reference drugs
 A PPRECIATE the significance in creating partnerships to
successfully establish biosimilar products
 E XPLORE the challenges of obtaining patents to advance the
biosimilar product at a quick rate and a low cost
 J USTIFY success strategies from organizations such as Pfizer,
Amgen, Boehringer Ingelheim, Mylan and more

Sponsored By

Managing Director,
CINFA BIOTECH

Divya Chadha
Manek,
Head, Business
Development,
NIHR

Bruce
Leicher,

Senior Vice President
and General Counsel,
MOMENTA
PHARMACEUTICALS

Re-Evaluate Your Marketing Strategies
Based on Competition, Risk Analysis
and Mitigation

 D ISCOVER past, current and future regulatory standards to
develop Biosimilars and bringing them to the market in an
efficient manner at a low cost

 I NVESTIGATE the primary disparities between biosimilar and
comparability

Ruediger
Jankowsky,

CHAIR

• Pinpoint efficiencies in developmental costs and timelines
• Identify the importance of traceability and accuracy in
biosimilar product development
• Combat the challenges associated with patient access
Nacer Hedroug, Associate Director Validation and Tech
Transfer, WOCKHARDT LTD.

CASE STUDY: Overcoming the Global Challenges of
Biosimilar Development
• Address global challenges associated with development and
commercialization of a mid-size player
• Examine the advantages tailored clinical study design
• Recognize the importance of consistency of the biosimilar concept to reduce
time and budget
Ruediger Jankowsky, Managing Director, CINFA BIOTECH

To Register, Call 201 871 0474 or Click Here
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Dear Colleague,
With only a few biosimilar drugs currently on the market, there is a major opportunity
to take advantage of accessing the marketplace ahead of your competition. There
are many obstacles sponsor organizations need to take into account before
development, accessing the marketplace, and achieving market success. The 2nd
Biosimilar Market Access and Commercialization Strategies Summit will uncover
best practices in order to overcome these difficulties and improve ROI.
It is necessary to understand effective implementation strategies countries around
the world that have had success when bringing biosimilars to market. As the
development process continues to advance, it is critical to distinguish the major
issues surrounding approval pathways to methodically access the marketplace at
a reasonable price.
With the FDA playing a pivotal role in the approval process, you will have the
opportunity to hear from industry experts to meet safety, purity, and potency
standards in order to advance biosimilars into the marketplace. This will be a great
opportunity to gain key insights to evaluate evolving regulations, analyze optimal
pricing models, accelerate market access strategies, and execute strategic
decisions to mitigate risk and build for commercial success. Also designated
lunches and networking breaks will enhance the exchange of knowledge and foster
future business partnerships.
I look forward to welcoming you to Boston this September!
Sincerely,

Michael Martinez

Michael Martinez | Conference Production Director
ExL Events, a division of Questex, LLC

VENUE INFORMATION
Revere Hotel Boston Common

200 Stuart St / Boston, MA 02116

To make reservations, please call 617-457-2683 and request the negotiated rate for ExL’s
September Meetings. You may also make reservations online using the following
weblink:https://bit.ly/2H3wgAD. The group rate is available until August 27, 2018. Please
book your room early, as rooms available at this rate are limited.
*ExL Events is not affiliated with Exhibition Housing Management (EHM)/Exhibitors Housing Services (EHS)
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
arrangements, please disregard these solicitations and kindly email us at info@exlevents.com. ExL has
not authorized these companies to contact you and we do not verify the legitimacy of the services or rates
offered. Please book your guest rooms through ExL’s reserved guest room block using the details provided.

WHO SHOULD ATTEND
This conference is designed for
representatives from pharmaceutical, medical
device and biotechnology companies with
responsibilities in the following areas:
• Biosimilars
• Biologics/Biotechnology/Biogenerics
• Biopharmaceuticals/Biotherapeutics
• Market Access Commercialization
• Drug Safety and Risk Management
• Marketing and Sales
• Strategic/Corporate Planning
• Compliance/Regulatory
• Pricing and Reimbursement
• HEOR and Outcomes Research
• Legal Affairs
• Intellectual Property
• Medical Affairs
• Corporate Affairs
• Manufacturing/Bioprocesses
• Pharmacovigilance
•C
 linical Affairs/Operations/Development
Process
• Control and Analytical Technologies
• Regulatory Affairs
• Medical Science Liaisons
• R&D
• Quality Control/Assurance
This conference is also of interest to:
• CROs/CMOs/CMDOs
• Law Firms
• API Manufacturers
• Distributors
• Consulting Companies
•M
 arket Access Service Providers
• Licensing Services
• Distribution and Logistics Services
• Packaging and Labeling Companies
• Preclinical/Nonclinical/Analytical
Development Research Organizations

SPONSORSHIP AND
EXHIBITION OPPORTUNITIES
Do you want to spread the word about your
organization’s solutions and services to
potential clients 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.

To Register, Call 201 871 0474 or Click Here

Day One – Monday, September 17, 2018
8:00

Registration and Continental Breakfast

9:00

Chairperson’s Opening Remarks

1:00

Nacer Hedroug, Associate Director Validation and
Tech Transfer, WOCKHARDT LTD.

10:00

Overcoming the Global Challenges
of Biosimilar Development

• Address global challenges associated with
development and commercialization of a
1:45
mid-size player
• Understand how to leverage market access through
a strong local presence
• Examine the advantages of the crossover design
and the two-stage design for clinical studies
• Recognize the importance of consistency of the
biosimilar concept to reduce time and budget
Ruediger Jankowsky, Managing Director,
CINFA BIOTECH

Overview of a Preferred Strategic
Approach When Bringing Biosimilars
to Market

• Identify specific factors when successfully
accessing the marketplace
• Justify partnerships to overcome difficulties during
implementation
• Determine the level of physician-provider success
when dealing with patient uptake
Christopher Colburn, Executive Director, Payers &
Trade, COHERUS BIOSCIENCES

Networking Break

11:15

The Role of Biosimilar Pharmacovigilance
Regulations

Luncheon

• Identify specific pricing strategies to compete at a
high level and sustain market success
• Discuss price expectations to ensure sustainability
and increase the efficiency of care delivery
• Gain insight into Europe’s mandatory price cut and
how they are limiting the market for biosimilars
Jay Brown, Senior Director, Outpatient Pharmacy
Support Services, NOVANT HEALTH

3:00

Manage Payer and Provider
Considerations for Market Entry

3:45

• Understand the different approaches between the
EU and U.S.
• Explore how to best utilize immunogenicity,
interchangeability, and traceability
• Appreciate the risk management approach to
successfully implement an effective market
strategy
Dr. Niraj Chhaya, Risk Management, Biosimilars,
BOEHRINGER INGELHEIM
12:00

Optimize Pricing Strategies to Gain a
Better Market Position

Networking Break

Mona Chitre, Vice President of Pharmacy,
EXCELLUS BLUECROSS
10:45

• Recognize the impact regulatory challenges have in
the pharmaceutical industry
• Review specific guidance documents for further
justifications to access the market efficiently
• Outline the future of biosimilar regulations and
how extrapolation and interchangeability will be
measured

2:30

PANEL

CASE STUDY

9:15

Key Global Regulatory Considerations
for Biosimilars

• Evaluate specific opportunities to optimize market
success through payer and provider collaboration
• Consider the economic factors for costeffectiveness to create an improved understanding
of biosimilars in clinical practice
• Enhance education and understanding surrounding
reimbursement
Sarfaraz Niazi, Adjunct Professor, Department of
Biopharmaceutical Sciences, UNIVERSITY OF
ILLINOIS AT CHICAGO, COLLEGE OF PHARMACY

Navigate the Patent Dance and Other
Legal Hurdles to Successfully Progress
Biosimilars to the Market

• Recognize the regulatory pathway for biosimilar
products entering the market
• Construct a strategic approach when maneuvering
through the “patent dance”
• Determine the finest methodologies and ethical
issues to prepare for litigation under BPCIA
Joanna Brougher, Adjunct Professor,
CORNELL LAW SCHOOL
4:30

End of Day One

To Register, Call 201 871 0474 or Click Here

Day Two – Tuesday, September 18, 2018
8:00

Continental Breakfast

12:00

Luncheon

9:00

Chairperson’s Recap of Day One

1:00

Re-Evaluate Your Marketing Strategies
Based on Competition, Risk Analysis and
Mitigation

Nacer Hedroug, Associate Director Validation and
Tech Transfer, WOCKHARDT LTD.
9:15

The Interchangeability Guidance, Recent
Developments and Options for Seeking
Approval of Interchangeable Biologics

• Overview of the FDA interchangeability guidance,
its implementation, and impact other regulatory
guidelines
• Discuss recent industry developments and
activities
• Understand differences of the Biosimilar and
1:45
Interchangeable Biologics Approval Pathway
• Consider implications of interchangeability on
naming, reimbursement, and substitution
Bruce Leicher, Sr. Vice President and General Counsel,
MOMENTA PHARMACEUTICALS, INC.
10:00

Recognize Specific Obstacles to the
Adoption of Biosimilars

• Discuss the Biosimilar Paradox: Higher out-ofpocket costs for biosimilars versus branded
Medicare Part D drugs
• Outline strategic methods to prepare for when the
coverage gap closes in 2020
• Navigate through the Biosimilar Rebate Trap and
how it has played out in 2018
Aaron Hakim, Researcher, YALE UNIVERSITY
SCHOOL OF MEDICINE
Networking Break

11:15

Initiate Biosimilar Medicine Trials in
the NHS

CASE STUDY

10:45

• Implement strategic solutions to unique challenges
• Adopt the network approach to site selection
• Increase clinical confidence through education
Divya Chadha Manek, Head, Business Development,
NIHR

2:30

• Pinpoint efficiencies in developmental costs and
timelines
• Identify the importance of traceability and accuracy
in biosimilar product development
• Combat the challenges associated with patient
access
Nacer Hedroug, Associate Director Validation and
Tech Transfer, WOCKHARDT LTD.

Discuss the Challenges When Obtaining
Approval and Sustaining Market
Success

• Outline the barriers related to biosimilar research
and development for market entry
• Diversify your product and strategy to compete in a
highly competitive market
• Consider certain developmental aspects in order to
create a successful marketing strategy
Joseph P. Fuhr, Ph.D., Adjunct Faculty College of
Population Health and Professor Emeritus Economics,
WIDENER UNIVERSITY

Summit Closing Remarks
Nacer Hedroug, Associate Director Validation and
Tech Transfer, WOCKHARDT LTD.

2:45

Summit Concludes

“Very rich knowledge sharing
amongst audience and panelists.”
—Director, BRISTOL-MYERS SQUIBB

“Exceeded my expectations through
networking, quality sessions, and applicability
to current work.”
—Executive Director, WINDTREE THERAPEUTICS

To Register, Call 201 871 0474 or Click Here

Registration
WAYS TO REGISTER
201 871 0474

Click Here

253 663 7224

register@pmaconference.com

PMA Conference Management
POB 2303
Falls Church VA 22042

REGISTRATION FEES FOR ATTENDING EXL’S 2ND
BIOSIMILAR MARKET ACCESS AND COMMERCIALIZATION
STRATEGIES SUMMIT
EARLY BIRD PRICING — Register by Friday, 8/3/2018

$1,895

STANDARD PRICING — Register After Friday, 8/3/2018

$2,095

ONSITE PRICING

$2,295

GROUP DISCOUNT PROGRAM
Save 25% per person when registering four
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.

Save 15% per person when registering three
Can only send three? You can still save 15% off 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

MEDIA PARTNERS

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 C1047 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 ExL’s 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 ExL’s 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
ExL’s 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.

To Register, Call 201 871 0474 or Click Here

WAYS TO REGISTER
201 871 0474

register@pmaconference.com

253 663 7224

Click Here

Name: ____________________________________________ Title: ___________________________

q YES! Register me for this conference!

Company: ________________________________________ Dept.: ___________________________

Please contact me:
q I’m interested in marketing opportunities at this event.

Address: ___________________________________________________________________________

q I wish to receive email updates on ExL Pharma’s
upcoming events.

City: ______________________________________________________ State: ____ Zip: _________
Email: _____________________________________________________________________________

CONFERENCE CODE: C1047

Phone: ____________________________________ Fax: ___________________________________
Method of Payment:
q Check q Credit Card
Make checks payable to ExL Events.
Card Type:
q MasterCard q Visa q Discover q AMEX
Card Number: _____________________________________________________________________
Exp. Date: ________________________________________________________ CVV: ___________
Name on Card: ____________________________________________________________________
Signature: _________________________________________________________________________
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