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An important goal for the pharmaceutical industry is to have a range of
biomarker tests that would signal dangerous side effects like heart failure
or liver damage. The Food and Drug Administration (FDA) supports the
accelerated evaluation and development of new and better biomarkers
that may help predict and monitor the safety of experimental drugs. These
biomarkers will be important tools for pharmaceutical companies to bring
treatments to market more quickly and to reduce patient risk.

m Part 1, December 7, 2009
Standards for Emerging Biomarkers

The draft Companion for the Pharmacogenomics Guidance was originally
issued two years ago. There are two major challenges for a Guidance of
this type: to define a comprehensive content, and to maintain this content
up-to-date. In this section of the webinar we will update the work on this
Guidance regarding the expansion of its content as well as updates for its
original content.

A systematic approach for assessing laboratory proficiency in conducting
whole genome expression microarrays with pharmacogenomic (human)
and toxicogenomic (rat) samples will be described that involves mixed tis-
sue RNA reference controls, reference datasets, and metrics.

Standards to ensure high quality results from association studies with a
balance between specificity, sensitivity, and reproducibility under current
SNP array technologies will be discussed. Topics to be addressed include
assessment of genotype calling discordance, typical steps to filter sam-
ples and SNPs, and determining genome-wide significance in the era of
large-scale genomic studies. Emerging considerations for next-generation
sequencing and rare variant analysis will be covered briefly.

FEATURED TOPICS

* Update on the Companion Guidance for the Pharmacogenomics
Guidance

» Performance standards for laboratories conducting genome-scale
microarray assays

» Best quality control practices for whole genome SNP array analysis
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m Part 2, December 15, 2009

C-Path’s Predictive Safety Testing Consortium
Status: Updates on Novel Kidney, Liver, and
Skeletal Muscle Safety Biomarkers

The Predictive Safety Testing Consortium (PSTC), a collaborative
research endeavor managed by the Critical Path Institute, is identifying
and qualifying biomarkers for specific uses that will expedite and/or
improve the accuracy of preclinical drug safety evaluation, improve
understanding of mechanisms of toxicity, and provide potential early
indicators of clinical safety in drug development.

The consortium is organized into working groups that are focused on
biomarkers for particular target organ toxicities. Existing and prospec-
tively conducted study data and knowledge are pooled to enable the
comparison of novel biomarker performance to existing accepted end-
points for a particular toxicity. All work is conducted in close dialogue
with scientists at the regulatory agencies, and is ultimately submitted
for formal regulatory evaluation and opinion regarding qualification.

FEATURED TOPICS
« Biomarker qualification and data submission processes

« Safety assessment and monitoring needs in kidney, liver, and skeletal
muscle toxicities

« Specific novel biomarkers proposed by the PSTC for qualification but
not commonly utilized in regulated drug studies
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Technical Requirements
for Audience Members

Browser
Microsoft® Internet Explorer 5.2 or higher
Netscape® Navigator 7

Computer

166Mhz Pentium-based PC with Microsoft® Windows® 98,
NT, ME, XP or 2000

Sun JVM 1.4* for Microsoft JVM (all versions supported by
Microsoft Windows OS shown above)

Sun SPARCstation with Solaris 8 or 9

Audience: 64 MB RAM

*If you need to install Java Virtual Machine (JVVM) on your

system, please download it from the Sun Microsystems
website.

Internet Connection Speed
56k or faster

Display
800x600 pixel resolution or greater (1024x768 pixels
recommended)

Attendees using Macintosh OS
Microsoft IE 5.2
Macintosh OS 10.2X

To test your system compatibility, click on the link below.

https:/diahome.webex.com/ecO0605I/eventcenter/
support/eventManager.do?siteurl=diahome

Unless otherwise disclosed, DIA acknowledges that the statements
made by speakers are their own opinion and not necessarily
that of the organization they represent, or that of the
Drug Information Association.

Speakers and agenda are subject to change without notice.
Recording of any DIA tutorial/workshop information in any type of
media, is prohibited without prior written consent from DIA.

DIA VisiON

DIA is the global forum for knowledge exchange that fosters
innovation to raise the level of health and well being worldwide.

DIA MissioN

DIA fosters innovation of products, technologies, and services

to improve health and well being worldwide by:

¢ Providing indispensible forums to exchange vital information
and discuss current issues;

* Delivering customized learning experiences;

* Building, maintaining, and facilitating trusted relationships
with and among individuals and organizations that drive and
share DIA values and mandates; and

« Offering a multi-disciplinary neutral environment, respected
globally for integrity and relevancy.

Continuing Education

The Drug Information Association (DIA) has been
CET| approved as an Authorized Provider by the
International Association for Continuing
Education and Training (IACET), 8405 Greensboro Drive,
Suite 800, MclLean, VA 22102. DIA is authorized by IACET
to offer .2 CEUs for each part of this webinar series.

To request your statement of credit, please go to
www.diahome.org. Select “Continuing Education” on the

left menu and select "My Transcript.” You will be prompted
for your username and password which will then take you
to your transcript. Select the appropriate educational activity
from the grid and then choose “Credit Request” in the bot-
tom of the right pane.

If you experience any difficulties, please contact us by
email at mytranscript@diahome.org

LEARNING OBJECTIVES Part 1, Event 09264, December 7

At the conclusion of Part 1 of this webinar series, participants

should be able to:

» Explain the recommendations in the Companion
Guidance

» Describe how to design a proficiency testing
scheme for laboratories conducting microarray

» Outline sources of variability in the analysis of
GWAS data

LEARNING OBJECTIVES Part 2, Event 09266, December 15

At the conclusion of Part 2 of this webinar series, participants
should be able to:

» Explain the biomarker qualification process at the
FDA and EMEA

> Articulate the safety assessment and monitoring
needs in kidney, liver, and skeletal muscle toxicities
in both preclinical and clinical settings

» Outline the body of evidence that comprises a
biomarker qualification data submission

» Discuss the value of specific novel biomarkers
proposed by the PSTC for qualification but not
commonly utilized in regulated drug studies

Disclosure Policy: It is Drug Information Association policy that all
faculty participating in continuing education activities must disclose
to the program audience (1) any real or apparent conflict(s) of inter-
est related to the content of their presentation and (2) discussions
of unlabeled or unapproved uses of drugs or medical devices.
Faculty disclosure will be included in the course materials.
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CONTACT INFORMATION: Questions about this Webinar? Contact Wendy Moyer at the DIA office in Horsham, PA by telephone +1.215.293.5810,
fax +1.215.442.6199, or email Wendy.Moyer@diahome.org.

WEBINAR: DIA accepts no liability for problems that may be encountered as a result of high traffic on the web. DIA will provide the Licensee with specific
information for accessing the webinar. This information must be treated as proprietary and not given to anyone else.

INDIVIDUAL: Individual is a license for ONE internet log-in allowing one viewer. DIA will provide the registrant with specific information for accessing the
webinar; this information must be treated as proprietary and should ONLY be used by the registrant or registrant designee.
GROUP SITE: Group site is a license for ONE internet and audio log-in from ONE physical location, allowing multiple viewers at that one location. DIA will

provide the registrant with specific information for accessing the webinar from this location; this information must be treated as proprietary and should ONLY
be used by the site coordinator or site coordinator designee. Access from any additional physical location requires an additional registration.

CANCELLATIONS: No refunds will be provided in the event of a participant’s cancellation since all costs for this webinar have been prepaid by DIA. DIA
reserves the right to modify or cancel programs and/or substitute presenters or panelists. DIA is not responsible for failure to deliver programs due to
circumstances beyond its control.

Register ONLINE for TWO webinars in ONE transaction and SAVE 10%!

To receive a discount, add one webinar to your shopping cart, click “Continue Shopping,” and repeat the process to add a second

webinar to your transaction. The applicable discount will be reflected in the total that appears on the “Place My Order” screen.
REGISTER ONLINE FOR A SINGLE WEBINAR (AT NO DISCOUNT), OR TWO WEBINARS (AT A 10% DISCOUNT) at www.diahome.org
Use this form ONLY to register for A SINGLE WEBINAR BY FAX; you must indicate the webinar you are attending.
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