THREE-PART WEBINAR SERIES
Pharmacovigilance

Webinar Series

OCTOBER 19, 26, and NOVEMBER 2, 2011
11:00 amM-12:30 pM ET 9:00 aAM-10:30 aM MT
10:00 amM-11:30 am CT 8:00 amM-9:30 am PT

Register ONLINE
in ONE transaction for
MULTIPLE webinars in this
SERIES and

SAVE UP TO 15%!*

* Special Pricing Valid only on Online
Registrations for Both Individuals
and Group Sites!

WHO SHOULD ATTEND

Professionals involved in:
* Pharmacovigilance

* Drug safety

« Signal detection

Worldwide Headquarters
Drug Information Association, Inc.
800 Enterprise Road, Suite 200
Horsham, PA 19044, USA

Regional Offices
Basel, Switzerland Tokyo, Japan Mumbai, India Beijing, China

INDIVIDUAL MEMBER $250* * GROUP SITE $799**
GROUP PLUS $995***

* Individual registration is a license for ONE internet login allowing one viewer.
** Group site registration is a license for ONE internet login allowing multiple
viewers from one location.
*** Group Plus is a license for up to FIVE internet logins allowing one or more
viewers at each login location.

You may also register for a single webinar (at no discount) online or by fax.
See page 4 for the registration form for a single webinar.

This webinar series will provide you with a better understanding of opera-
tional implications of the new European pharmacovigilance legislation, safety
signaling and confirmatory studies, and pharmacovigilance for co-marketed
products.

WEBINAR SCHEDULE AND DESCRIPTIONS

B PART1 WEBINAR #11248 OCTOBER 19, 2011
Out with the Old, In with the New: Operational Implications for
the New European Pharmacovigilance Legislation

MODERATOR

ANGELA PITTWOOD
Pharmacovigilance Advisor and Consultant

PRESENTERS

VERONIQUE BASCH
Executive Director, Safety, Europe
United BioSource Corporation

KLAUS JAKOBSEN
Senior Director Head of International Safety
Nycomed

The new European legislation on pharmacovigilance will take effect in July
2012. This webinar will discuss the operational changes you will need to
implement to support the new legislation, including:

» Streamlining or increasing certain activities
* |dentifying a project plan and calendar to implement changes

* Prioritization of short- and long-term activities to maintain compliance.

(continued on page 2)
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WEBINAR

LEARNING OBJECTIVES
At the conclusion of this webinar, participants should be able to:

» Describe an overview of the legislation and its implementation
schedule

« |dentify main areas where operational changes will be required at
the level of the MAH

* Explain what to implement first and how to prioritize and
develop a project plan and calendar for implementation

« Discuss the challenges and uncertainties of the New European
Pharmacovigilance Legislation

B PART 2 WEBINAR #11250 OCTOBER 26, 2011
Pharmacovigilance for Co-marketed Products:
Identifying and Overcoming Potential Obstacles

MODERATOR

ANGELA PITTWOOD
Pharmacovigilance Advisor & Consultant

PRESENTERS

WENDA BRENNAN
Director, Pharmacovigilance
United BioSource Corporation

ROY BRISENDINE, MBA

Pharmacovigilance Agreement Specialist

Teva Pharmaceuticals USA, Inc.

A co-licensing agreement creates legal requirements for safety
data exchange. A Pharmacovigilance Agreement (PVA) is an
integral part of maintaining compliance in an ever-changing and
complex Regulatory environment. Careful planning is key to es-
tablishing a successful working partnership, especially taking into
consideration the size and scope of countries where reporting is
required.

This webinar will review the complexities of global and local co-
and multi-licensing agreements, provide examples of what “good”
looks like, discuss the top five pitfalls, share an outline for a com-
mon approach to ensure success.

LEARNING OBJECTIVES
At the conclusion of this webinar, participants should be able to:

» Describe common pitfalls for co-licensing agreements
proactively

« Articulate needs to legal what safety departments need to
develop co-licensing agreements

« |dentify key elements needed for a strong PVA

« Discuss the inter-relatedness of 3rd Party Agreements and how
they impact Quality, Safety, and Business in your Company

H PART 3 WEBINAR #11249 NOVEMBER 2, 2011
Closing the Gap between Safety Signaling and
Confirmatory Studies

PRESENTERS

JON MORRIS
Vice President Evidence Development
United BioSource Corporation

KRISTEN VAN DOLE

Epidemiologist

GlaxoSmithKline

Signal detection methods and the computational tools to identify
signals continue to expand (based on additional data sources, data
mining tools, regulatory requirements), while performing definitive
confirmatory studies is labor intensive, time consuming, and not
fully automated. As such, more potential “signals” are presenting
for evaluation with less capacity for adjudication and definitive
study.

This webinar will explore the range of components of evidence
available to the safety scientist, epidemiologist, and risk manage-
ment team (including drug information, disease information, and
comparator information), and biopharmaceutical sponsors so they
can effectively:

« Triage safety signals

» Leverage observational data to provide additional evidence in
the signal strengthening process

* Optimize the use of scarce resources for the subsequent perfor-
mance of definitive studies

LEARNING OBJECTIVES

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

» Discuss how to leverage multiple data sources for a comprehen-
sive review

» Describe how to reduce the time and resources needed to evalu-
ate observational data for signal strengthening

* Recognize how to triage signals more confidently, in less time
* |dentify signals requiring further study

* |dentify possible channel bias



WEBINAR

3-Part Webinar Series: Pharmacovigilance

PART 1

Continuing Education

Drug Information Association has been approved as an
Authorized Provider by the International Association for
Continuing Education and Training (JIACET), 8405 Greens-

boro Drive, Suite 800, McLean, VA 22102; (703) 506-3275.

Drug Information Association is authorized by IACET to offer .6 CEUs
for this three-part webinar series.

Continuing Education Credit Allocation

Webinar 1: Out with the Old, In with the New: Operational Implications for the New
European Pharmacovigilance Legislation .2 IACET CEUs

Webinar 2: Pharmacovigilance for Co-marketed Products: Identifying and Over-
coming Potential Obstacles .2 IACET CEUs

Webinar 3: Closing the Gap between Safety Signaling and Confirmatory Studies

.2 IACET CEUs

If you would like to receive a statement of credit, you must participate
in the live webinar, and complete the on-line credit request process

WEBINAR #11248 OCTOBER 19, 2011
PART 2 WEBINAR #11250 OCTOBER 26, 2011
PART 3 WEBINAR #11249 NOVEMBER 2, 2011

11:00 am-12:30 pm EDT
11:00 am-12:30 pM EDT
11:00 am-12:30 pm EDT

through My Transcript at www.diahome.org. Participants will be able to
download a statement of credit upon successful submission of the credit
request. My Transcript will be available for credit requests two full weeks
after the webinar date.

Continuing education credits are available to learners who participate in
the live webinar.

Continuing education credits are not available for the archived webinar.

Disclosure Policy

It is Drug Information Association policy that anyone in a position to
control the content of a continuing education activity must disclose to

the program audience (1) any real or apparent conflict(s) of interest
related to the content of their presentation and/or the educational activity,
and (2) discussions of unlabeled or unapproved uses of drugs or medical
devices. Faculty disclosures will be included in the course materials.

Technical Requirements for Audience Members

WebEx OS and Browser Support

Windows Mac OS X Linux
Operating Systems 2000, XP, 2003, 32-bit Vista, 64-bit 10.4,10.5,10.6 "Ubuntu 9.04,
Vista (not including Remote Access and Red Hat 5,
Productivity Tools), 32-bit Windows 7, Open SuSE 111,
64-bit Windows 7 (not including Remote Fedora 11"
Access and Productivity Tools)
Minimum System Requirements
Processor Intel or AMD PowerPC or Intel Intel or AMD
JavaScript JavaScript and cookies enabled JavaScript and cookies enabled JavaScript and cookies enabled
Other Active X enabled (unblocked for IE is Apple Java 5 or above "Sun Java 5 or above, libstdc++ 6.0,
recommended) GNOME/KDE windowing system"
Browsers (Recommended browsers are
shown in bold )
Internet Explorer 6,7,8
Mozilla 1.7
Firefox 2/3/3.5 2/3/3.5 2/3/3.5
Safari 4-Mar
Chrome 3

Internet Connection Speed
56k or faster

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

To test your system compatibility, click on the link below.
http://www.webex.com/Ip/jointest

DIA VisioN

DIA MissioN

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

Unless otherwise disclosed, DIA acknowledges that the statements made by
Sspeakers 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 fosters innovation to improve health and well being worldwide by:

Providing invaluable forums to exchange vital information and discuss
current issues related to health products, technologies, and services;
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 multidisciplinary neutral environment, respected globally
for integrity and relevancy.
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CONTACT INFORMATION: Questions about this Webinar? Contact Ellen Diegel at DIA by calling +1.215.293.5810, or email Ellen.Diegel@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 login 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 login from one physical location, allowing multiple viewers. 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.

GROUP PLUS: Group Plus is a license for up to FIVE internet logins, allowing one or more viewers at each login location. DIA will provide each designated
registrant (please email Ellen.Diegel@diahome.org with the full contact information of each registrant) with specific information for accessing the webinar from
his or her location.

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.

> REGISTRATION FORM Please check the applicable category below:

3-Part Webinar Series: Pharmacovigilance 0 Academia 0 Government O Industry 0 cso 0 Student
O PART1 WEBINAR #11248 OCTOBER 19, 2011  11:00 am-12:30 pM EDT
O PART 2 WEBINAR #11250 OCTOBER 26, 2011 11:00 am-12:30 pm EDT
O PART 3 WEBINAR #11249 NOVEMBER 2, 2011  11:00 av-12:30 pm EDT
You MUST indicate which Webinar(s) you will be attending.

REGISTER ONLINE FOR MULTIPLE WEBINARS IN ONE

TRANSACTION AND SAVE UP TO 15%!

Individual Registration Fees

PAYMENT REGISTER ONLINE AT www.diahome.org or
please check payment method:

[ credit card number may be faxed to: +1.215.442.6199. Non-U.S. credit
card payments will be subject to the currency conversion rate at the time

Individual Member - each webinar UsS $250 O
Individual Nonmember - each webinar US $295 O of the charge.
Discounted Fees
Craritable Nomprofit/acadomia (rasimey 0 22T Ovisa QMC DAMEX  ExpDate
each webinar us $175 O
GROUP SITE REGISTRATION FEE - each webinar us $799 O #
GROUP PLUS REGISTRATION FEE - each webinar Us $995 O
Email Ellen.Diegel@diahome.org within 48 hours of registering for this webinar
with complete contact information for each additional login. DIA cannot guaran- Signature

tee that login information will be available if complete contact information is not
received within 48 hours.

> Join DIA now to qualify for the member fee and to Membership
receive all the benefits of membership for a full year! US $140 O

Go to http://www.diahome.org/membership

Please complete the information below and fax this entire page to DIA 215 442 6199.

Last Name First Name Middle Initial
Degrees Q Dbr. O Mr. O Ms,
Job Title

Affiliation (Company)

Address

City State Zip Country
(Please write your address in the format required for delivery to your country.)

email (Required for confirmation.)

Telephone Number Fax Number (Required for confirmation.)

Registered attendees will receive a confirmation letter with access
instructions one week prior to the Webinar.
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