5th

TECHNOLOGY TRANSFER
FOR BIOLOGICS CONFERENCE
Maintaining Quality, Speed, and Flexibility in the Replication of Biologics Manufacturing
September 17-18, 2018 // Revere Hotel Boston Common // Boston, MA
BIOGEN Discusses How to Expect the Unexpected and Troubleshoot
for Success

The ONLY
educational
event in the U.S.
specifically devoted
to Technology Transfer

Mitch Goetz, P.E., Senior Engineer II, Technical Development
(Harvest and Downstream)

MYLAN Navigates Technology Transfer for Continuous
Manufacturing Processes

Russell Beste, Senior Director Global Pharmaceutical Process Development

KEY EVENT TAKEAWAYS
 Reduce costs and risks while
increasing the success rate for tech
transfer

 Discuss best practice for creating
a successful partnership with
outsourced vendors
 Navigate the continuous
manufacturing process for tech
transfer
 Communication insight with
internal and domestic partners
 Identify technical the application
of the analytical method through
project definition and gap analysis
 Discuss project and facility
management to overcome
geographic and cultural challenges

IMMUNOGEN Manages Process Transfer With a CMO

James Leverone, Senior Engineer

FEATURED SPEAKERS

 Adapt technology transfer to
respond to urgent medical issues

SHIRE Navigates Accelerated Tech Transer While Minimizing Risk

Alex Tschumakow, Director, Biologics Operating Unit Integration

NOVARTIS INSTITUTES Evaluates Technical Application and
Manages Risks to Facilitate Mutual Confidence
Padma Malyala, Drug Product Strategy/Biologics Expert

BIOGEN Discusses a CMO Approach to Gene Therapy Tech Transfer

SPONSOR

Gene Mehr, Senior Engineer III

STC BIOLOGICS Evaluates Challenges in Analytical
Tech Transfer
Dr. Magdalena Leszczyniecka, President and CEO
Dr. Zahra Shahrokh, Chief Development Officer

To Register, Call 201 871 0474 or Click Here

5th

TECHNOLOGY TRANSFER FOR BIOLOGICS
Maintaining Quality, Speed, and Flexibility in the Replication of Biologics Manufacturing

CONFERENCE

Dear Colleague,

WHO SHOULD ATTEND

Success in biologics outsourcing requires a very specialized toolkit and well-run
team. Every technology transfer depends on excellence in project management,
engineering, validation, and QA/QC.

This conference is designed for representatives from
pharmaceutical and biotechnology companies with
responsibilities in the following areas:

ExL’s 5th Technology Transfer for Biologics Conference is the only educational
gathering in the U.S. to focus on the project, facility, and partnership
management skills needed to maintain biologics quality at every step of process
transfer. This conference provides attendees with an unequaled opportunity
to study and improve fundamental, day-to-day management techniques. Our
unmatched speaking faculty helps you to minimize variation between biologic
runs at all production scales, maximize biologics quality and predictability, and
accelerate commercialization.
Attendees will learn the latest updates on:
•R
 educing costs and risks while increasing the success rate for tech transfer
• Creating a successful partnership with outsourced vendors
• Identifying technical applications of the analytical method through project
definition and gap analysis
• Improving project and facility management to overcome geographic and
cultural challenges
I look forward to welcoming you to Boston this September!
Sincerely,

Aimee Gutzler

• Technology Transfer
• Process Development/Process Engineering/Process
Sciences/Bioprocessing
• Biotech Operations/Biologics Operations
• Manufacturing/Clinical Manufacturing/
Biomanufacturing/CMC
• Quality Control/Quality Assurance
• Biologics Outsourcing/Biologics Strategy
• Project/Program Management
• Upstream/Downstream/Scale-Up
• Vendor Management/Supplier Management/Supply
Chain
• CTO
• Packaging/Labeling
• Technical Manager
• Technical Support Manager
• Manufacturing Sciences and Technology
The event is also ideal for:
• CMOs/CDMOs

Aimee Gutzler
Conference Production Director
ExL Events, a division of Questex, LLC

• Technology Transfer/Commercialization Software
• Facilities/Engineering Specialists
• Lab Hardware/Reagent Providers
• Tech Transfer/Quality Control/Process Specialists

VENUE INFORMATION
Revere Hotel Boston Common

200 Stuart Street / Boston, MA 02116
To make reservations, please call 617-457-2683 and request the negotiated rate for ExL’s September
Events. You may also make reservations online using the following weblink:https://bit.ly/2IIk0pd. The
group rate is available until August 27, 2018. Please book your room early, as rooms available at this rate
are limited.
*ExL Eventsis not affiliated with Exhibition Housing Management (EHM)/Exhibitors Housing Services (EHS) or any thirdparty 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.

SPONSORSHIP AND EXHIBITIONOPPORTUNITIES
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

Effective Outsourcing and Partnership Management

8:00

Registration and Continental Breakfast

12:45

Luncheon

8:45

Chairperson’s Opening Remarks

1:45

9:00

Interactive Workshop

Streamline Approaches to Manage Multiple
Product Modalities and Phases

10:15

Networking Break

10:45

Communicate With Your CDMO Through
the Creation of a Strategic Partnership of
Understanding

CASE STUDY

hosted by AMGEN

• Optimize development, manufacturing and technology
transfer within an outsourced relationship
• Successful product development and technology transfer 2:30
between a CMO and the sponsor company requires a
multifaceted collaborative approach
• Establish the team and plan the project
Suketu Desai, Ph.D., Chief Technical Officer, Chemistry,
Manufacturing and Controls, Quality and CMC Regulatory,
SEMNUR PHARMACEUTICALS, INC.
11:30

Bring a Commercial Process to Enhance
Tech Transferring From a CMO for Internal
Manufacture
• Identify and de-risk long lead time items
• Address facility fit issues to ensure readiness for largescale commercial manufacture
• Discuss regulatory and comparability strategies to
facilitate health authority approval

Jonathan Romero, Director, Technical Operations,
CELGENE

Manage Process Transfer With a CMO: Early
Phase Transfer Through Process Validation
• Evaluate differences between transfers at different
phases and as process evolves
• Document how team structure drives transfer activities
and is specific to each stage
• Interface between development and manufacturing and
managing roles and responsibilities
• Analyze internal vs. external process development and
process characterization

3:15

Networking Break

3:45

Conduct Gap and Risk Analysis to Ensure
cGMP
• Discuss unforeseen material compatibility issues
• Establish consistency between clinical and commercial
drug product
• Identify gaps and differences when scaling up to create
consistent quality over the project lifetime
• Ensure all testing materials, in-process materials,
packaging materials, finished products, and stability
samples are up to quality standards
• Validate compendial chemical and microbiological
methods and to transfer product-specific chemical and
biochemical analytical methods

Implement a CMO Approach to Gene Therapy
Tech Transfer
• Understand differences and risks particular to gene and
cell therapy, including the risk assessment of current
processes
• Assess scaling up or scaling out a process and
understand the tech transfer continuum utilizing a
regulatory perspective
Gene Mehr, Senior Engineer III, Gene Therapy Development,
BIOGEN

Pankaj Paranjpe, Director, Biologics Development and
Manufacturing, CELGENE

James Leverone, Senior Engineer, IMMUNOGEN

Renée Procopio-Melino, Scientist, Bioprocess Research
and Development BioTherapeutics Pharmaceutical
Sciences, PFIZER
12:00

• Discuss DS-to-DP Technology Transfer
• Understanding the dynamics of technology transfer with
CMOs
• Establish rapid material and information transfer through
a risk-based approach

VETTER PHARMA
4:30

Understand Technical Application
and Manage Risks to Facilitate Mutual
Confidence
• Internalize the risks that are always involved with
technology transfer
• Ensure efficient reporting and documentation
• Meet your needs regarding technical capabilities

“Various approaches to PT and
highlighted critical elements that have
significant impacts to the outcomes.”

Padma Malyala, Drug Product Strategy/Biologics Expert,
NOVARTIS

—Manager MFG Engineer, BIO-RAD

5:15

Day One Concludes

To Register, Call 201 871 0474 or Click Here

DAY TWO / TUESDAY, SEPTEMBER 18, 2018

Biologic Development and Potential Challenges

8:00

Continental Breakfast

12:45

Luncheon

9:00

Chairperson’s Recap of Day One

1:45

9:15

Ensure Quality Control Through the
Development of a Road Map to Target
Successful Technology Transfer

Navigate Technology Transfer for Continuous
Manufacturing Processes
• QBD to transfer upstream and downstream processes
• Demonstrate best practices tech transfer protocol
• Continuous, modular, production systems with Process
Analytical Technology (PAT)
• Implement single-use technologies in tech transfer

• Understand variation and experimental changes
• Integrate process development, scale up, gap-analysis
and modifying process during tech transfer
• Understand processes and product variation

Russell Beste, Senior Director Global Process Development,
MYLAN

Claudia Buser, Scientific Director, GENZYME
10:00

Present Gap Analysis and Consider Potential
Pitfalls

2:30

• Modify manufacturing parameters
• Anticipate the impact of a lack of transparency
• Compare potential or anticipated performance with
actual results
• Align performance and goals for the duration of an
outsourcing relationship
• Assess suitability of CMO-based current process needs
and contractor capabilities

• Review statistical methods for establishing equivalence
from the Scale Down Model qualification in tech transfer
• Understand Multivariate Equivalence Testing: Innovative
approaches to establishing equivalence in tech transfer
through multivariate mapping
• Utilize root cause analysis in detecting key differences
between sites or scales through robust statistics
• Focus on advanced modeling: Digital twins and the
future of equivalence

Nesredin Mussa, Head of Method Development,
Process Analytics, and CMC, Biologics Development,
BRISTOL MYERS SQUIBB
10:45

Networking Break

11:15

Expect the Unexpected and Troubleshoot for
Success

Christoph Herwig, Ph.D., Professor for Bioprocess
Engineering, VIENNA UNIVERSITY OF TECHNOLOGY
3:15

Dr. Magdalena Leszczyniecka, CEO and President,
STC BIOLOGICS

Mitch Goetz, Senior Engineer II, BIOGEN

Accelerate Tech Transfer While Minimizing
Risk

Evaluate Challenges in Analytical Tech
Transfer
• Discuss Regulatory consideration for analytical tech
transfer
• Review requirements for method transfer readiness
• Overcome barriers between companies for analytical
tech transfer
• Provide best practices and common issues in knowledge
transfer
• Manage tech transfer under expedited timelines

• Establish teamwork skills to avoid potential pitfalls and
solve the unexpected
• Provide communication insight with international and
domestic partners
• Case studies during 15KL Tech Transfer Manufacturing
support
• Focus on lessons learned, resolutions and future
prevention
• Provide processes and design adjustment in scaling up

12:00

Consider Data Analytics in Tech Transfer:
Data-Based Approaches to Establishing
Process Equivalence

Dr. Zaha Shahrokh, Chief Development Officer,
STC BIOLOGICS
3:45

• Discuss key factors that drive tech transfer schedules:
Raw materials, equipment, and analytical methods
• Provide strategies for accelerating tech transfer
• Minimize risk and facilitate right-first-time production
• Establish effective tech transfer ream structure and
governance will be presented

Outline Technology Transfer of CMC
Activities for MAb Manufacturing
• Discuss the complex technical, regulatory, and strategic
chemistry; manufacturing; and control (CMC) activities
necessary to successfully advance new monoclonal
antibodies
• Navigate from discovery to first-in-human clinical trials
and the market as quickly and economically as possible

Alex Tschumakow, Director, Biologics Operating Unit
Integration, SHIRE

Matt Wallace, Director CMC Operations,
JOUNCE THERAPEUTICS
4:30

Conference Concludes

To Register, Call 201 871 0474 or Click Here

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

Ways to Register
Phone: 201 871 0474
Fax:

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

253 663 7224

PAYMENT: Make checks payable to ExL Events and write C1055 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.

Online: Click Here
Email: register@pmaconference.com
Mail:

PMA_Conference_Management
POB 2303
Falls Church VA
22042

**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:

Registration Fees for Attending ExL’s 5th Technology
Transfer for Biologics Conference:
EARLY BIRD PRICING

$1,795

• 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.

$1,995

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

$2,095

• 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.

Register by Friday, August 10, 2018

STANDARD PRICING
Register After Friday, August 10, 1018

ONSITE PRICING

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

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.

Media Partners

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

5th

TECHNOLOGY TRANSFER
FOR BIOLOGICS CONFERENCE
Maintaining Quality, Speed, and Flexibility in the Replication of Biologics Manufacturing
September 17-18, 2018 // Revere Hotel Boston Common // Boston, MA
Ways to Register
Phone: 201 871 0474
Fax:

Mitch Goetz
Senior Engineer II

253 663 7224

Online: Click Here
Email: register@pmaconference.com
Mail:

Russell Beste
Senior Director Global Pharmaceutical
Process Development

PMA_Conference_Management
POB 2303
Falls Church VA 22042

q YES! Register me for this conference!

James Leverone,
Senior Engineer

Title: ________________________________________________________________
Company: _________________________________ Dept.: ___________________
Address: ____________________________________________________________
City: ________________________________________ State: ____ Zip: _________
Email: _______________________________________________________________
Phone: ______________________________________________________________
Fax: _________________________________________________________________
Please contact me:
q I’m interested in marketing opportunities at this event.

FEATURED SPEAKERS

Name: ______________________________________________________________

Alex Tschumakow
Director, Biologics Operating Unit Integration

Padma Malyala
Drug Product Strategy/Biologics Expert

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

Method of Payment: q Check q Credit Card
Make checks payable to ExL Events.
Card Type:
q MasterCard q Visa q Discover q AMEX

Gene Mehr
Senior Engineer III

Card Number: _______________________________________________________
Exp. Date: _______________________________________ CVV: ______________
Name on Card: ______________________________________________________
Signature: ___________________________________________________________
CONFERENCE CODE: C1055

To Register, Call 201 871 0474 or Click Here

Dr. Magdalena Leszczyniecka,
President and CEO
Dr. Zahra Shahrokh, Chief
Development Officer

