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One and a Half-day In-person Seminar:

Biosimilars Analytical Characterization and

Comparability Studies

By: Nanda Subbarao, Senior Consultant, Biologics Consulting Group

Location: April 4-5 | San Diego, CA

Dr. Subbarao received her Ph.D. in Bio-organic Chemistry from the
Indian Institute of Technology, Bombay, India. Her hands-on
industrial experience covers stability and laboratory cGMP systems
for both biologics and conventional drugs. She has extensive
experience in evaluation of analytical methods and method
validation for products ranging from pre-clinical to clinical and
commercial phases.

This workshop will provide the audience with:

v An overview of the current status of Global Biosimilar Guidance with a
focus on the Analytical Package required for a Biosimilar product.

v The Analytical comparability studies currently required for comparison of
the Reference Product with the Biosimilar will be discussed.
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Nanda Subbarao, Senior Consultant, Biologics Consulting Group

She is an ASQ Certified Quality Auditor with expertise in setup of cGMP/GLP complaint
Quality Systems for laboratory and stability programs as well as upgrade of existing Quality
Systems for products during development and in commercial phase. She is currently a Senior
Consultant with the Biologics Consulting Group specializing in Analytical, Stability, CMC and
GLP/GMP Quality Systems. She serves on the American Association of Pharmaceutical
Sciences, Stability Focus team Steering Committee and is the current Regulatory Sciences
Lead for National Biotechnology Conference Programming Committee.

v The Analytical methods and specifications required for both comparability
studies and lot release and stability studies will be addressed.
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Analytical Strategy is a critical element of Biosimilar product development plan. A
comprehensive Analytical package which meets current regulatory expectations will
minimize the amount of clinical studies and therefore control costs of the Biosimilar

development program.

8:30 AM - 9:30 AM
9:30 AM - 10:30 AM
10:30 AM - 10:45 AM
10:45 AM - 12:00 Noon
12:00 Noon - 1:00 PM
1:00 PM - 3:00 PM
3:00 PM - 3:15 PM

3:15 PM - 5:00 PM

<

v Regulatory Affairs personnel

<

R&D chemists, supervisors and managers

QC chemists, supervisors and managers

QA Managers and personnel
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This is a rapidly evolving topic and the industry needs to keep up with the current
expectations. The draft Revisionl of the EU Biosimilar Quality guidance was issued in
May 2012 and is currently open for comments. The FDA guidance on Quality

Considerations in Demonstrating Biosimilarity To a Reference Protein Product is expected
this year. Other regions of the world continue to publish Biosimilar Guidance and their
revisions and several scientific publications which present the industry point of view have

been published recently.

Introduction and overview of the Global Biosimilar guidances 8:30 AM - 9:30 AM
The Reference Product 9:30 AM - 10:00 AM
Break 10:00 AM - 12:00 Noon

The Biosimilar Comparability study overview

Lunch

Analytical methods required in a Biosimilar Comparability study
Break

Analytical methods required in a Biosimilar Comparability study
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Specification setting for Biosimilars

Break

Lot release and Stability testing of Biosimilars
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Registration Information:

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

Call +1-888-717-2436 or Fax your PO: 650-963-2556.

L G G G 4

(MetricStream, Inc), 2600 E. Bayshore Road, Palo Alto, CA 94303.

v Please fill this form with attendee details and payment details and fax it to 650-963-2556

Terms & Conditions

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

Pay your check to (payee name) “MetricStream Inc” our parent company and Mail the check to: ComplianceOnline

BIOSIMILARS ANALYTICAL CHARACTERIZATION AND COMPARABILITY STUDIES

GROUP REGISTRATIONS

Send Your Team for Maximum Benefit Get your
team up to speed!

Get 10% off
Get 20% off
Get 25% off
Get 30% off

2 Attendees -
3 to 6 Attendees -
7 to 10 Attendees -
10+ Attendees -

Call Toll Free +1-888-717-2436
if you have any queries.

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 @ +1-888-717-2436 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: .20 2 L L 2 A Y A g e,

Date & Location: ...

Attendee Details:
Register for 3 and 4 person gets a free pass.

Name
Attendee 1

Title Email

Attendee 2

Attendee 3

Attendee 4

Email address (so you can receive order acknowledgements, updated news, product information and special offers)

Company Information

OrQANIZALION ..ttt

Payment Options

[ ] Check enclosed, payable in U.S. funds to ComplianceOnline (MetricStream, Inc.)

D Charge to: DVisa DMasterCard DAmerican Express
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TOtal AMOUNT B ... s

SHONAIUIE ..ttt ettt e ettt e bt e e e st e e sat e e e st e e ekt eeesbeeeesbeeenbeeebbeeanseeeneeeanbeas
(Signature required on credit card and bill-me orders.)
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[ ]Bill me/my company $

PUICNASE OFAEI # ..ottt et et e et e et e e bee e nneaeens
(Payment is required by the date of the conference.)

Please fill this form with attendee details and payment details
and fax it to 650-963-2556
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http://www.complianceonline.com/ecommerce/control/seminar?product_id=80067SEM&channel=SB

