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Technigues and Solutions for Biotherapeutics Development
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Senior Scientist, Biological
Technologies, Genentech, Inc.

 Learn how to incorporate new
technologies and formats for
increased success

* Explore the pros and cons of cell-
based vs. non cell-based assays

* Brainstorm with bioassay experts
throughout the industry

* Network with over 300 high level
bioassay, immunogenicity, and PK/PD
professionals

e Discover how to automate your
bioassays to reduce variability

* Hear straightforward solutions to
bioassay bridging and transfer
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SUNDAY, NOVEMBER 10

CONFERENCE SHORT COURSES™

TUESDAY, NOVENMBER 12 | 6:30 - 9:00 PM

1:30 - 4:30 pm SC1: Basics of Immunogenicity Testing for
Innovators and Biosimilars

Instructors: Jim McNally, Ph.D., Senior Principal Scientist, Pharmacokinetics,
Dynamics and Metabolism, Pfizer, Inc.

Melody Sauerborn, Senior Expert, Immunogenicity and Bioanalysis, TNO, a
Netherlands Applied Research Center

This interactive session will enable attendees to work out a basic
immunogenicity preclinical and clinical testing strategy for various molecules
including bi-functional and other novel scaffolds. Areas of difficulty will be
discussed with specific case studies. Attendees are encouraged to contribute
with their own experiences and to bring questions for discussion or submit to
the meeting organizers in advance.

The following topics will be covered:

e Basic issues regarding screening, confirmatory and titer assays
e Assay methodologies and various technologies

e Current approaches to data analysis and cutpoints

e Preclinical and clinical considerations

e Common problems

5:30 - 8:30 pm Dinner SC2: Challenges of Inmunogenicity
Assessment for Innovators and Biosimilars

Instructors: Jim McNally, Ph.D., Senior Principal Scientist, Pharmacokinetics,
Dynamics and Metabolism, Pfizer, Inc.

Melody Sauerborn, Senior Expert, Immunogenicity and Bioanalysis, TNO, a
Netherlands Applied Research Center

This interactive session of intermediate will focus on the potential challenges
of immunogenicity testing in preclinical and clinical development and present
case studies demonstrating how they can be handled. Attendees are
encouraged to contribute with their own experiences and to bring questions
for discussion or submit to the meeting organizers in advance.

The following topics will be covered:

e Challenges and approaches to resolve commonly encountered issues
- Multi-domain binding proteins
- Pre-existing ADAs

e Emerging trends in the development of neutralizing antibody assays

e Cross reactivity to endogenous proteins

e Clinical implications of ADAs

e Regulatory guidance and guidelines

Sponsored by

GYRL:S

5:30 - 8:30 pm Dinner SC3:
PK/PD Bioanalyis for Novel Biotherapeutics

Lee Abberley, Ph.D., Team Leader, DMPK, GlaxoSmithKline,
us

Lindsay E. King, Ph.D., Senior Principal Scientist, Pfizer Inc

Novel constructs, such as anti-drug conjugates (ADCs) and bispecific
antibodies, now exist as promising candidates in biotherapeutic pipelines.
With aggressive timelines and contraction in the biopharma labor force,
assay development can pose challenges beyond typical assays for
pharmacokinetics and pharmacodynamics. Several bioanalytical techniques
can be employed to measure these novel constructs. This short course

will cover assay technologies to measure ADCs and bispecific antibody
therapeutics for pharmacokinetics and pharmacodynamics presented by
various biopharma scientists.

* Separate Registration Required
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Dinner SC4: Immunogenicity Risk Assessment and Regulatory
Strategy

Instructors: Laurie Graham, Product Quality Reviewer, Division of Monoclonal
Antibodies FDA/CDER

Susan Kirshner, Ph.D., Associate Chief, Laboratory of Immunology, Therapeutic
Proteins, Biotechnology, CDER/FDA

Robin Thorpe, Ph.D., FRCPath, Head, Biotherapeutics Group, National Institute for
Biological Standards and Control

The following topics will be covered:

e Priorities for the regulator: Hierarchy of concerns; data requirements;
common gaps

® Integrated approach: Risk identification; aligning identified risks
with CMC, bioanalytical, nonclinical and clinical strategy; ongoing
risk management

e Interactive case study: lllustration of preparation of an effective
response to a regulatory scenario pertaining to immunogenicity-
related risks for an investigational therapeutic protein

e Questions and Answers

Topics to be discussed include:

e Benefits of timely discussion with the regulators

e Neutralizing antibody assays (NAbs): When are they necessary?
e The case for binding assays versus cell-based assays for NAbs

e Novel products and biosimilars: what challenges are the regulatory
authorities seeing and anticipating?

e Pitfalls to avoid

Dinner SC5: Developing Potency Assays
to Ensure Successful Biologics

Instructor: Timothy Schofield, Senior Fellow, Medlmmune

This interactive short course will enable attendees to develop methods
and strategies for developing and validating bioassays that support the
identification and development of their biotherapeutics products. It will
include coverage of assays to test both activity and potency, including cell-
based and biochemical based systems.

. Tandem LABS"

LabCorp Clinical Trials
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TUESDAY, NOVEMIBER 12

2:00 pm Chairperson’s Opening Remarks
Optimizing Bioassays: Challenges and Solutions

)) KEYNOTE PRESENTATION

2:05 New Technologies and Approaches to Bioassays
Max L. Tejada, Ph.D., Senior Scientist, Biological Technologies, Genentech, Inc.

Cell-based potency assays can be the most challenging of analytical
assays to develop. They are expected to reflect the mechanism of
action (MOA) of the therapeutic but must also be suitable for use in a
QC environment. Different antibody formats, an increasing diversity

of clinical indications with complex MOAs, and reduced timelines due
to increased competition, make assay development more challenging.
Various approaches and strategies will be presented to address some of
these challenges, including the incorporation of new technologies and
formats, as well as the use of surrogate measures of bioactivity.

2:35 Optimization of Ligand Binding Assay by Design

of Experiment

Surendran Rajendran, Ph.D., Senior Research Investigator, BAS - Biologics,
Bristol-Myers Squibb

Biotherapeutics research uses predominantly Ligand Binding Assay to
guantitate biomarker, biologic drug and its immunogenicity at preclinical
and clinical stages to establish the PK/PD relationship and thus to
accelerate drug development. Making ligand binding assay by Design of
Experiment (DoE) methodology has many advantages over traditional one
factor at a time method. An easy to do DoE protocol for ligand binding
assay is described that optimizes the three main assay performance

parameters sensitivity, dynamic range and the background simultaneously.

3:05 Development and Optimization of a Potency Assay
for a 7 Component Peptide Drug

Barbara Hebeis, Ph.D., Principal Scientist, CMC Bioassay and Genomics,
NDA Analytics

For drugs consisting of multiple active components, potency has to

be demonstrated for all components individually. This talk focuses on
the development of a bioassay for a multi peptide drug. The format
selected for this example, based on the drug's mode of action, was the
enumeration of drug activated T cells from primary murine splenocyte
cultures isolated from animalsimmunised with individualpeptide
components of the drug. Based on results demonstrating a moderate
T cell response of ex vivo cultured and periodically re-stimulated rodent
splenocytes we have developed a method suitable for routine, cGMP
compliant potency testing using ELISpot for the detection of IL-2 released
from activated T cells.

Reference Standards
and Regulatory Expectations

3:35 Reference Standards for Potency Assays — Future
Directions

Jane Robinson, Ph.D., Principal Scientist, Biotherapeutics, National Institute
for Biological Standards and Control, UK

With increasing numbers of biopharmaceuticals in development, including
next-generation (modified or artificial) molecules and biosimilars, meeting
future requirements for publicly available reference standards for potency
assays will be challenging. Parent molecules and innovator products

may prove unsuitable as standards for corresponding next generation

or biosimilar products, with relative potency determination proving

either impossible or method-specific and resulting in a requirement for
product-specific standards.

3:50 Refreshment Break in the Exhibit Hall with Poster
Viewing

4:30 A Regulatory Perspective on Bioassays for Evaluation
of the Quality of Protein Drug Products

Baolin Zhang, Ph.D., Senior Investigator, Division of Therapeutic Proteins,
Office of Biotechnology Products, Food and Drug Administration

For all protein products, drug-specific potency assays are required to
assess product quality because the complex protein structures cannot be
inferred from physical-chemical characterizations alone. A suitable measure
of potency is essential to assure the consistency of the product dose,
the consistency of the manufacturing process, and the comparability of
product lots. This talk presents the principles in the design of bioassays,
regulatory perspectives, and case studies for bioassays used in the
evaluation of protein products.

Assay Transition and Transfer

5:00 Compendial Potency Assays and Associated Biological
Reference Materials — Challenges in Assay Transition and
Unit Maintenance

Tina S. Morris, Ph.D., Vice President, Biologics & Biotechnology, United States
Pharmacopeial Convention, Global Science & Standards Division

With increasing frequency, especially for legacy biologics, animal assays
are being replaced by in vitro assays of different formats. This transition
is not always straightforward, as analysts may struggle to establish
equivalence between assays that measure different attributes or sets of
attributes. This presentation will focus on USP’s current efforts to include
modern in vitro assays in the USP-NF to replace animal-based tests for
well-characterized biologics.

5:30 A Statistical Approach to Bioassay Bridging and Transfer
Xianzhi Zhou, Ph.D., Senior Scientist, Medlmmune

How does one bridge between bioassays? Assays frequently need to

be replaced, whether it be a result of unsupported instrumentation or
improved methodology. This talk will present a case study demonstrating
how Medlmmune approaches bioassay bridging and transfer using
statistical guidance.

6:00 End of Day One of Optimizing Bioassays for Biologics

WEDNESDAY, NOVEMIBER 13

Managing Variability
8:30 am Chairperson’s Remarks

8:35 Regulatory-Compliant Validation of a Standardized
ADCC Potency Assay

Alexis Rossignol, Ph.D., R&D Project Manager, Clean Cells SAS

Antibody-dependant cellular cytotoxicity (ADCC) is one of the major
mechanisms of action of therapeutic monoclonal antibodies (mAbs), with
a growing number of "ADCC-optimized" mAbs. Health Agencies require
the use of biologically-relevant potency assays to characterize new mAbs
and to release batches. But current ADCC assays are hampered by
reproducibility and standardization issues, especially when they involve
freshly isolated primary human cells (PBMC, NK...) as effector cells. In
this context, Clean Cells and its partner INSERM UMRB892 have developed
an ADCC assay based on standardized CD16-expressing effector T cells.
This presentation will show its outstanding performances in terms of
accuracy, linearity, repeatability, reproducibility and sensitivity to mAb
modifications (fucosylation...). These results were obtained in a validation
study designed to meet EMA requirements and support the use of this
robust assay for lot release.

9:05 Evaluation of Processes for Reducing and Monitoring
Assay Variability for Bioassays

Janet L. Lathey, Ph.D., Director, Immunology and Assay Development,
BioDefense Division, Emergent BioSolutions

Within the life cycle of a product several developmental phases of a
bioassay usually occur. A major challenge with potency testing is the
establishment of consistency of results by reducing and maintaining
assay variability. Some essential processes to reduce and evaluate
variability are 1) identification of assay components responsible for major
assay variation; 2) identification and qualification of critical reagents; 3)
bridging of reference sera to a “standard”; and 4) documented analyst
training program.

Bioassay Automation Technology

9:35 Bioluminescent NFAT-RE-luciferase Reporter Bioassay:
A Novel Technology to Reduce Assay Variability in ADCC
M.N. Dixit, Assistant General Manager & Head, Bioanalytical Laboratory,
Clinigene International

Bioassays play a vital role in evaluating biological functions of protein
biotherapeutics. Classic Antibody Dependent Cell Mediated Cytotoxicity
(ADCC) assays involving Natural Killer cells are utilized for potency
evaluation of therapeutic antibodies. However, high variability makes such
assays less dependable for evaluating the targeted function of biologic
drug products. The new bioluminescent NFAT-RE-luciferase reporter
bioassay is ideal for evaluating Fc effector functionality of therapeutic
antibodies in ADCC.

10:05 Sponsored Presentation (Opportunity Available)

10:35 Coffee Break in the Exhibit Hall with Poster Viewing
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11:15 Assay Development, Automation and De-Convolution
of Multiplexed High Throughput Live-Cell Screens
Brad Greenfield, Scientist, Theraclone Sciences

Utilizing a live whole cell approach to Theraclones antibody screening
platform, we are able to interrogate entire extra-cellular proteomes in a
target-agnostic manner, and multiplex via pooled cell types to increase
throughput and identify conserved epitopes/targets across multiple cell
types. Assay design, automation, confirmation and de-convolution of
multiplexed screening data will be presented.

11:45 From Spleen to Screen
Cecile Geuijen, Ph.D., Director, Oncology, Merus BV

Merus has developed and validated a powerful discovery engine for the
discovery of potent and fully human bispecific antibodies targeting cancer:
Biclonics™. Direct sequencing of antibody variableregions from the spleen
of immunized MeMo® mice and subsequent co-expression of these
antigen specific variable regions into bispecific moleculesusing automated
multi-well systemsenables the rapid screening of thousands of unique
Biclonics™ in in vitro functional assays. Lead candidates areidentified
based on potent growth inhibition oftumor cells.

12:15 Problem Solving Roundtable Discussions

Table 1: Standardizing ADCC Potency Assays

Moderator: Alexis Rossignol, Ph.D., R&D Project Manager, Clean
Cells SAS

Table 2: Meeting USP Standards for Bioassays
Moderator: Tina S. Morris, Ph.D., Vice President, Biologics & Biotechnology,
United States Pharmacopeial Convention, Global Science & Standards
Division

Table 3: Assay Automation to Decrease Variability
Moderator: Brad Greenfield, Scientist, Theraclone Sciences

HOTEL & TRAVEL

Conference Hotel:

Hyatt Regency Washington on Capitol Hill
400 New Jersey Avenue NW
Washington, DC 20001

Phone: 888-421-1442

Discounted Room Rate: $285 s/d
Discounted Room Rate Cut-off Date: October 14, 2013

Please visit our conference website or call the hotel directly to reserve
your sleeping accommodations. You will need to identify yourself as

a Cambridge Healthtech Institute conference attendee to receive the
discounted room rate with the host hotel. 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.

12:45 pm Networking Lunch in the Exhibit Hall with Poster
Viewing (Sponsorship Opportunity Available)

Considerations for Biosimilars
2:00 Chairperson’s Remarks

2:05 Special Considerations for Developing Cell-Based
Immunogenicity Neutralizing Anti-Drug Antibody (NAb)
Assays to Support Clinical Comparability Studies for
Biosimilars

Xiao-Yan Cai, Ph.D., Director, Biologics Bioanalytical Development, Merck
Research Laboratories

Immunogenicity assays are critical to support comparability studies to
ensure safety and efficacy of a biosimilar in comparison with its originator
biologic therapeutic drug per regulatory guidance. Demonstrating
“equivalency” of the non-quantitative cell-based NAb assay to detect
NAbs against both biosimilar and originator compounds presents unique
challenges. Special considerations must be taken into account during
assay development of these NADb assays.

2:35 Functional Assays for Biosimilars: An Industry
Perspective

Patrick Liu, M.D., Ph.D., Senior Director and Global Head of Bioassays, Teva
Pharmaceuticals, Inc.

Functional characterization of a biosimilar to its reference product is
essential to biosimilar therapeutic development. With an appropriate assay
strategy and clear understanding of regulatory expectations, development
and implementation of validated biological assays can generate a
successful regulatory submission package, and therefore, significantly
contribute to the quality and success of the program, and as well as save
the overall development time and cost.

3:05 Refreshment Break

We realize that you have many choices when making your travel
arrangements. Please understand that reserving your room in the CHI
room block at the conference hotel allows you to take full advantage of the
conference sessions, events and networking opportunities, and ensures
that our staff will be available to help should you have any issues with

your accommodations.

Flight Discounts:

Special discounts have been established with American Airlines for
this conference.
e Call American Airlines 1-800-433-1790 and use Conference
code 12N3AB.
Go to www.aa.com/group and enter Conference code 12N3AB in
promotion discount box.

Contact our dedicated travel agent, Rona Meizler, at 617-559-3735 or
rona.meizler@protravelinc.com.

Cell-Based vs. Non Cell-Based Assays

3:30 Comparison of Cell-Based and Non Cell-Based Assay
Platforms for the Detection of Anti-Drug Neutralizing
Antibodies

Jenny Hu, ATO Clinical Immunology, Medical Science, Amgen, Inc.

Different assay platforms have been used for the detection of neutralizing
antibodies. Evaluations of these platforms were mostly focused on assay
development and characterization; limited data were generated using
clinical samples. In this study, non cell-based assays were developed and
assessed for their ability to detect neutralizing antibodies as compared to
its complementary cell-based assays. Case studies comprised of several
therapeutic molecules and comparison of results from clinical samples will
be discussed.

4:00 Characterization Using a Surrogate Non Cell-Based
Ligand Binding Assay

Shawn Fernando, Senior Researcher, Morphotek, Inc. (tentative)

By comparing a cell-based bioassay to a ligand binding assay, this
presentation will assess the feasibility of developing a neutralizing assay
for a late phase clinical trial. In the end, the ligand binding assay was
chosen. The case study and rationale behind the decision will be explained.

4:30 Close of Optimizing Bioassays for Biologics

Why Stay at The Hyatt Regency
Washington on Capitol Hill?

Steps from the Smithsonian and the National Mall

Minutes from restaurants, museums, entertainment and the arts
Complimentary wireless internet in attendee guest rooms
Heated indoor lap pool

Environmentally friendly — Green Seal certified

Car Rental Discounts:
Special rental discounts have been established with Hertz for
this conference.

e Call Hertz 1-800-654-3131 and use our Hertz Convention Number
(CV): 04KL0O004

e Go to www.hertz.com and use our Hertz Convention Number
(CV): 04KLO004
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opportunities, exnipit space an randing, as well as the use ot the pre an 2 .
post-show delegate lists. Customizable sponsorship packages allow you to to your sales team? CHI can heIp throth'
achieve your objectives before, during, and long after the event. Signing on .
.y : . g g s . gning Custom Lead Generation Programs:
early will allow you to maximize exposure to qualified decision-makers! ‘ _
e Targeted campaign promotion to unparalleled database of 800,000+ individuals
Agenda Presentations in the life sciences
Showcase your solutions to a guaranteed, highly-targeted audience. Package includes a 15 or e Experienced marketing team promotes campaign, increasing awareness and leads
30-minute podium presentation within the scientific agenda, exhibit space, on-site branding . . ]
and access to cooperative marketing efforts by CHI. Live Webinars:
) e Assistance in procuring speakers
Breakfast & Luncheon Presentations .
o ‘ ‘ . ¢ Experienced moderators
Opportunity includes a 30-minute podium presentation. Boxed lunches are delivered into the . . .
) . ) " ST e e Dedicated operations team to coordinate all efforts
main session room, which guarantees audience attendance and participation. A limited number
of presentations are available for sponsorship and they will sell out quickly. Sign on early to Whitepapers:
secure your talk! . ) L . .
e Industry recognized authors, with vast editorial experience, available to help
Invitation-Only VIP Dinner/Hospitality Suite write your whitepaper
Sponsors will select their top prospects from the conference pre-registration list for an evening ~ ® Host and promote one of your existing whitepapers
of networking at the hotel or at a choice local venue. CHI will extend invitations and deliver
prospects. Evening will be customized according to sponsor’s objectives i.e.: CHI also offers market surveys, podcasts, and more!
e Purely social
e Focus group
e Reception style . . . . .
P _ ¥ _ - _ To customize your participation at this event, please contact:
e Plated dinner with specific conversation focus
. Tim McLucas
Exhibit Business Development Manager
Exhibitors will enjoy facilitated networking opportunities with high-level conference delegates. 781-972-1342 | tmclucas@healthtech.com
Speak face-to-face with prospective clients and showcase your latest product, service,
or solution.
*Inquire about additional branding opportunities!
Lead Sponsoring Publications: Sponsoring Publications: Web Partners:
Tl INSIGHT Pharmaceutical www.PharmCast.com pharmaphorum<7

MA REPORTS

nature e TheScientist

BIOPROCESSING

— Pharmaceotical internet -
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INAUGURAL

Optimizing Bioassays for B

Technigues and Solutions for Biotherapeutics Development

Pricing and Registration Information

Academic, Government,

Commercial Hospital-affiliated
SUMMIT PRICING - BEST VALUE!
Summit Pricing - Includes access to 4 conferences, excludes short courses.
Advance Registration Discount until October 4, 2013 ... ..82899 o SUSS
Registrations after October 4, 2013, andon-site .........82899 o SIB
STANDARD CONFERENCE PRICING
Standard Conference Pricing — Includes access to 2 concurrent conferences, excludes short courses.
Advance Registration Discount until October 4, 2013 ... 81749 o 8848
Registration after October 4, 2013 and on-site ... S1949 9T

NOVEMBER 12-13, 2013

Hyatt Regency on Capitol Hill
Washington, DC

CONFERENCE DISCOUNTS

Poster Submission-Discount ($50 Off)

Poster abstracts are due by October 16, 2013. Once your
registration has been fully processed, we will send an
email containing a unique link allowing you to submit your
poster abstract. If you do not receive your link within 5
business days, please contact jring@healthtech.com.

*CHI reserves the right to publish your poster title and abstract in various
marketing materials and products.

Alumni Discount SAVE 20%: Cambridge Healthtech
Institute (CHI) appreciates your past participation at the
Immunogenicity Summit. As a result of the great loyalty
you have shown us, we are pleased to extend to you the

Monday, November 11 - Tuesday, November 12

Tuesday, November 12 - Wednesday, November 13

exclusive opportunity to save an additional 20% off the
registration rate.

(T1) Immunogenicity Assessment & Strategies

(T3) Immunogenicity Risk Assessment & Mitigation

Register 3 - 4th is Free! Individuals must register for the

(T2) PK/PD of Novel Constructs

(T4) Optimizing Bioassays for Biologics

same conference or conference combination and submit

SHORT COURSES

completed registration form together for discount to apply.

Additional discounts are available for multiple attendees from
the same organization. For more information on group rates
contact David Cunningham at +1-781-972-5472

SC1: Basics of Immunogenicity Testing

Dinner SC2: Challenges of Immunogenicity Assessment

Dinner SC3: PK/PD Bioanalysis for Novel Biotherapeutics

Dinner SC4: Immunogenicity Risk Assessment and Regulatory Strategy

Dinner SC5: Developing Potency Assays to Ensure Successful Biologics

If you are unable to attend but would like to purchase the Immunogenicity Summit CD for $750 (plus shipping), please visit ImmunogenicitySummit.com.
Massachusetts delivery will include sales tax.

How to Register:

reg@healthtech.com

Complimentary news delivered to your inbox

BiolT World

Subscribe to New Bulletins or the Weekly
Update Newsletter at Bio-ITWorld.com

CLINICAL
INFORMATICS

NEWS eeoe

Clinical Trials to the Clinic, subscribe at
ClinicallnformaticsNews.com

"'INSIGHT

PHARMA REPORTS

A series of diverse reports designed
to keep life science professionals
informed of the salient trends in
pharmaceutical technology, business,
clinical development, and therapeutic
disease markets.For a detailed list of
reports, visit InsightPharmaReports.
com, or contact Rose LaRaia, rlaraia@
healthtech.com, +1-781-972-5444.

SBARNET T §ysuo™
Barnett is a recognized leader in clinical
education, training, and reference
guides for life science professionals
involved in the drug development
process. For more information, visit
bamettinternational.com.

L

CAMBRIDGE
% HEALTHTECH

ASSOCIATES™

Cambridge Healthtech Associates™
(CHA™,) leverages its extensive
network and unique collaborative
model in consulting, technology
evaluations and community-based
communication services to help
clients in the life sciences industry
commercialize and penetrate the
marketplace to increase revenue. Visit

www.chacorporate.com.

P: 781.972.5400 or Toll-free in the U.S. 888.999.6288

Please use

when registering
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