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Method Development and Validation for Assays
Supporting Testing of Biologics

By: Gwen Wise-Blackman, Ph.D, Principal Consultant, Gwen Wise-Blackman Consulting, LLC

Location: Orlando, FL | March 22-23, 2018

Gwen Wise-Blackman, Ph.D, Principal Consultant, Gwen Wise-Blackman Consulting, LLC

Gwen Wise-Blackman, Ph.D., has 20 years of combined experience in Cell-Based Assays and Quality Systems. She has worked at DuPont Pharmaceuticals, Catalent
Pharma Solutions (formerly Magellan Laboratories and Cardinal Health), and Salix Pharmaceuticals. She is currently Principal Consultant at Gwen Wise-Blackman
Consulting. Her career focus has been in High-Throughput Screening, Cell-Based Assay Method Development and Validation, and Quality Assurance. Gwen has a
Bachelor of Science degree in biology from M.I.T and a PhD in Pharmacology from UVa. She is a member of ASQ and AAPS.

v Understanding the different requirements for small versus large molecules v Handling of critical materials

v Mapping appropriate timelines with decision points v Process monitoring concepts

v Designing, developing, optimizing, and validating key methods v Assessment of orthogonal methods

v Potency methods, other release and stability methods v Assessing readiness for validation

v Preclinical and clinical methods v Defining the validation protocol with real-time capture of data analysis
v Use of DOE and statistical analysis v Maintaining quality through documentation
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Biologics continue to be a steadily growing component of the pharmaceutical industry.
The advent of large molecule therapeutics requires a different perspective on the assays
needed to support development through preclinical and clinical testing.

This 2-day seminar is designed to offer a broad overview of developing and validating a
range of assay methodologies for biologics with specific key analysis of cell culture, assay
variability, and DOE. Specifically, this seminar covers essential concepts related to
cell-based potency methods, ELISA, and other methods supporting biologics.

Day One (8:30 AM - 4:30 PM)

In addition to potency methods this seminar addresses immunogenicity methods for
preclinical and clinical studies. The format of the seminar offers an examination of current
best practices as well as time to dissect examples of documentation with emphasis on
beneficial systems to consider. Scientists who attend this 2-day seminar will gain
knowledge that will be beneficial in helping to achieve well-controlled validated methods.

Day Two (8:30 AM - 4:30 PM)

v Registration Process: 8:30 AM - 9:00 AM

v Session Start Time: 9:00 AM

v Overview of Biologics and Biotechnology

v Differences between small molecule and large molecule therapeutics
v Assays required for biologics

v Timelines

v Regulatory guidances

v GxP in biologics

v Analytical CMC methods and bioassays

v Assays supporting product development, release, and stability
v Portfolio of required assays

v Mechanism of action and potency methods

v Selection of potency-indicating method(s)

v Assay formats/platforms

v Consideration of reagents, endpoints, signal to background
v Standardizing cell culture procedures

v Understanding and managing assay variability

v Overview of feasibility to validation

v Early development - feasibility

v Use of DOE

v Involvement of statisticians

v Development and final development

v Optimizing the assays

v Validation of cell-based methods

v Assays supporting preclinical and clinical studies
v Regulatory guidance

v Assay platforms

v Reagents, endpoints, signal to background

v Method development

v Assessing matrix effects

v Method optimization

v Validation parameters

v Incurred sample reanalysis

v Immunogenicity methods

v Screening methods

v Confirmatory methods

v Neutralizing antibody method

v Biomarker validation

v Written procedures (methods, protocols, SOPs)
v Analyst training

v Maintaining quality in-house and in outsourcing

Below titles working in biopharmaceuticals, pharmaceuticals, natural products/botanicals will be benefited by attending this seminar:

v Validation Scientists
v QA/QC

v Regulatory Affairs

v Laboratory Managers
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v Assay Development Specialists
v Statistician

v CMC Titles

v BioAssay
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Registration Information:

Register Online. Use your American Express, Visa or MasterCard.

Get your group to attend the seminar at a discounted price call +1-888-717-2436.

Call Toll Free: +1-888-717-2436 (USA), 8000-3570-2845 (Middle East) or Fax your PO: +1-650-362-2367

Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline (MetricStream, Inc), 2479 East Bayshore Road,
Suite 260, Palo Alto, CA 94303.

v Please fill this form with attendee details and payment details and fax it to +1-650-362-2367
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Terms & Conditions
Your Registration for the seminar is subject to following terms and conditions. If you need any clarification before registering for this seminar
please call us @ Toll Free: +1-888-717-2436 (USA), 8000-3570-2845 (Middle East) or email us @ editor@complianceonline.com

Cancellations and Substitutions

Written cancellations through fax or email (from the person who has registered for this conference) received at least 10 calendar days prior to the start date of the event will
receive a refund — less a $200 administration fee. No cancellations will be accepted — nor refunds issued — within 10 calendar days from the start date of the event. On
request by email or fax (before the seminar) a credit for the amount paid minus administration fees ($200) will be transferred to any future ComplianceOnline event and a
credit note will be issued. Substitutions may be made at any time. No-shows will be charged the full amount. We discourage onsite registrations, however if you wish to
register onsite payment to happen through credit card immediately or check to be submitted onsite. Conference material will be given on the spot if it is available after
distributing to other attendees. In case it is not available we will send the material after the conference is over. In the event ComplianceOnline cancels the seminar,
ComplianceOnline is not responsible for any airfare, hotel, other costs or losses incurred by registrants. Some topics and speakers may be subject to change without notice.

Seminar Topic: ...Method Development and Validation for Assays Supporting Testing of Biologics
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Attendee Details:

Name Title Email
Attendee 1
Attendee 2
Attendee 3
Attendee 4
Email address (so you can receive order acknowledgements, updated news, product information and special offers)
Company Information Payment Options
OrganiZation .........ccuiiiiii et D Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)
............................................................................................................ [ Jcharge to: [ JVisa [ |MasterCard [_]American Express
AQATESS oo Credit Card NO. ..o
EXPIration date ..........ouiiiii e

Y oo TOtal @MOUNT F ..ottt ettt aeenenas

. IS =T (BTSSP
State c.veeeie e WA | o R (Signature required on credit card and bill-me orders.)
COUNTTY s PINE NBME ...ttt s s st e s e s et e s e es e e s enenensseanesaneeanen
Phone ..o FaX ..o [ ]Bill Me/my COMPANY § ...

Purchase order # ...
(Payment is required by the date of the conference.)

Please fill this form with attendee details and payment details
and fax it to +1-650-362-2367
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