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Characterization and Comparability
for Complex Biological Products

Establishing Methods to Better Define Products and Demonstrate Comparability

3rd Annual Meeting
N February 20-22, 2006

Topics Include: San Francisco, California

* Analytical Techniques . . . .
y 1 Please join us as we analyze and advance the issues relating to the characteriza-

* In-Process Monitoring tion of complex biologicals and explore the problems associated with establishing
e Product Characterization biological product comparability. Our primary focus will be on the more complex
Precedence products such as cellular and viral therapeutics, where the more difficult chal-

« Process Change lenges lie and the most comprehensive understanding of the concepts can be de-

Implementation veloped. To explore the realm of analytical capabilities that will be needed, we

. L will build on the data and techniques that have been established for recombinant
* Clinical Validation . o
proteins and antibodies, but then extrapolate these means as we attempt to define

* Rapid Analysis & Screening what can work in the most difficult applications.

* Regulatory Trends

« Documentation & Of particular interest will be the developments in rapid analytical methods and

Regulatory Submissions in-process monitoring. We’ll also evaluate the progress that is being made in vali-

dating product comparability for a number of product types, including the clini-
* Trends in Biological

cal methodologies that are providing the most meaningful results. To support the
Comparability g P g g PP

actual data, we will cover the more effective documentation and regulatory sub-
* Unique Challenges with mission approaches that have been used to show comparability for established
Cellular & Viral Products products. Finally, we will have exhibits and workshops from the industry’s lead-

* Risk Assessment & ing technology suppliers so that the latest analytical tools and capabilities can be
Management evaluated.

Sponsored by:

G
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Characterization and Comparability
for Complex Biological Products

Establishing Methods to Better Defineéroducts and Demonstrate Comparability

Tuesday, February 21

7:30-8:30 am:
8:30-9:15 am:

9:15-10:00 am:

10:00-10:30 am:
10:30-11:15 am:

11:15-Noon:

Noon-6:00 pm:
6:00-7:00 pm:

Wednesday, February 22

7:30-8:30 am:
8:30-9:15 am:

9:15-10:00 am:

10:00-10:30 am:
10:30-Noon:
Noon-1:30 pm:
1:00-1:30 pm:
1:30-2:15 pm:

2:15-3:00 pm:

February 20-22, 2006

American Breakfast — Exhibit Area

Development and Characterization of a Lentiviral Vector Modified Hematopoietic Stem
Cell Based Product
Gabor Veres, Ph.D. — Sangamo BioSciences Inc.

Using Biosensor Technology for Quality Control and Rapid Characterization of Immune
Responses to Vaccines and Protein-based Therapeutics
Fredrik Sundberg — Biacore

Break — Exhibit Area

Integration of Complex Analytical Tests Into Biopharmaceutical Drug Development
Rene Brecht, Ph.D. — Probiogen

How Pure is Pure? Using Displacement Chromatography as an Impurity Concentration
Method to Enhance Impurity Detection
Barry L. Haymore — Sachem Inc.

Free Afternoon with Recommended Activities
Happy Hour

Continental Breakfast — Exhibit Area

Characterization of Fusion Proteins Expressed in Escherichia coliApplicable for
Production of Biopharmaceuticals
Karin Ahrer, Ph.D. — ACBT-Austrian Center of Biopharmaceutical Technology

Quality Control of Autologous T-Cells for the Treatment of HIV Infected Patients
Arvind Chopra, Ph.D. - VIRxSYS Corp.

Break — Exhibit Area
Technical Workshops
Lunch — Exhibit Area

Poster Session — Exhibit Area
Oncolytic Adenovirus Characterization
Andy Lin, Ph.D. — Cell Genesys

Defining Comparability for an Autologous Protein Biologic
Stephen A. Monks, Ph.D. — Antigenics

Due to circumstances beyond the control of the cem&ince organizers, the program is subject to change.
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February 20-22, 2006 ) ) San Francisco, California
Registration Form

Guest/Spouse Fee:
For an additional $95, a guest or spouse can
join you for the evening receptions and banquet. Full Conference [ $1,695 [ $895 O $350

Corporate Non-Profit Academic/Gov't

. . Single Day O $650 O $350 O $150
Simply include payment and the person’s name:
O $95 Guest/Spouse

Please circle one:
[Mr/Mrs/Miss/Dr]  First Name Last Name
Title Organization
Address
City State Postal Code —_____ Country
Telephone Fax E-mail
Name Desired on Name Badge
Billing Address
Address
City State Postal Code ______________ Country
Telephone Fax E-mail

Please make your check payable to “WilBio” in U.S. dollars, and send it to the address shown at Send me info on:

the bottom of the page. If paying with a charge card, please indicate card type:
[ Discover OVisa 0 MasterCard O American Express [0 Workshops
Account # Exp Date [ Posters

O Sponsorship

Authorized Signature

Hotel Accommodations
The Fairmont San Francisco has offered a special rate of $209 per night plus applicable sales tax. All reservations must be made
directly with the hotel:

Fairmont San Francisco

950 Mason Street

San Francisco, California 94108

Tel. (415) 772-5000 Toll Free (800) 441-1414

Cancellation Policy
We will reimburse your registration fee less a $100 cancellation charge if we receive a written cancellation request no later than

January 26, 2006. No refunds are available after this date.
Due to circumstances beyond the control of the conference organizers, the program and speaker list are subject to change.
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