10% Discount on the Purchase of Two Webinars!

Regulatory Strategies in Latin America:

New Conquest for Pharmaceutical Companies

WEBINAR

for Timely Submissions and Project Start-ups Jafsss= P R————

Event #10213 < February 17, 2010
11:00 AmM-12:30 pM EST 9:00 AM-10:30 AM MST
10:00 AmM-11:30 aM CST 8:00 AM-9:30 AM PST

PRESENTERS

Dr. Marlene Llopiz-Aviles
Regional Director for Latin America
Venn Life Sciences, Mexico

Dr. Roberto Mendoza
Regulatory Affairs Director
Merck Serono

Maria Eugenia Ruiz, QFB
Regulatory Affairs Assistant Director
Quintiles, Mexico

WHO SHOULD ATTEND

Professionals involved in:
+ Clinical operations/research and development
Clinical studies/trials
» Qutsourcing
Clinical study recruitment
Protocol design
Regulatory affairs
Site management
Clinical safety and pharmacovigilance
* Good clinical practices
Medical communications
Medical writing
Nonclinical laboratory safety assessment
Pharmacoepidemiology
Health economics
+ Outcomes research
Statistics
Professional development/Training
Validation

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

SAVE 10% when you register ONLINE
for webinars #10213 AND #10214*

*Special pricing valid only on online registrations.

You may also register for a single webinar (at no discount) online or
by fax. See page 3 for the registration form for a single webinar.

Visit www.diahome.org and enter keyword 10213.

Hear experts from the Latin American region discuss why the region
is emerging as a hot spot for clinical trials and provide regulatory
strategies you will need to follow in order to bring new therapeutic
products to market.

Timely submissions and project start-ups are often difficult tasks
due to the complexity of the necessary documentation required and
delays in their delivery in each Latin American country versus differ-
ences with other continents. Careful selection is made of each Latin
American country to participate in global trials dependent on the
shortness and complexity or lack thereof of complications for study
conduction and of course, patient, sites and investigator availability.
This webinar will provide you with the necessary tools to help you
comply with protocol and study needs and regulatory requirements.

FEATURED TOPICS
+ IRB/MoH submissions and approvals

* Regulatory requirement compliance follow through, translations,
document review, and revision

+ Ethics committee and Ministry of Health submissions and approvals

+ Import/export detail license authorization processes

* Receipt of study supplies and customs strategies

» Drug storage site selection

+ Distribution and destruction of expired or unused study drugs and
supplies

* Pharmacovigilance reports

* Product registration, marketing, and sales authorizations
Save 10% when you also register online for webinar #10214 —

Expanding Clinical Research Beyond Borders:
The Importance of Latin America.
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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 (JVM) 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/ecO605|/eventcenter/
support/eventManager.do?siteurl=diahome

WEBINAR

Continuing Education

[mmEEmEEE The Drug Information Association (DIA) has been
IM@EF approved as an Authorized Provider by the International
—— Association for Continuing Education and Training
(IACET), 8405 Greensboro Drive, Suite 800, McLean, VA 22102. DIA
is authorized by IACET to offer .2 CEUs for this program.

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 bottom of the
right pane.

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

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

P Explain the evolving global climate for conducting clinical trials

P Outline the reasons for the significant increase in clinical trials
being conducted in the Latin American region

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 interest 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.

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 MissioN

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

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.



WEBINAR

CONTACT INFORMATION: Questions about this Webinar? Contact Ellen Diegel at the DIA office in Horsham, PA by telephone +1.215.442.6158,
fax +1.215.442.6199, 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 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 webinars #10213 AND #10214 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 FOR A SINGLE WEBINAR (AT NO DISCOUNT), OR TWO WEBINARS (10% DISCOUNT ON TWO) ONLINE at www.diahome.org

PLEASE CONSIDER THIS FORM AN INVOICE This form can ONLY be used to REGISTER FOR A SINGLE WEBINAR BY FAX.

# 10213 Regulatory Strategies in Latin America: New Conquest for Pharmaceutical Companies for Timely Submissions
and Project Start-ups - February 17, 2010 - 11:00 am-12:30 pM EST

INDIVIDUAL REGISTRATION FEES Please check the applicable category below:
standard Member US $250 0 0 Academia 0 Government O Industry acso O Student
Standard Nonmember US $295 0O PAYMENT REGISTER ONLINE AT www.diahome.org or

Discounted Fees please check payment method:

Government (Full-time) Us $125 1 [ cREDIT CARD number may be faxed to: +1.215.442.6199. Non-U.S.

Charitable Nonprofit/ credit card payments will be subject to the currency conversion

Academia (Full-time] us $175 O .
a ia (Full-time) $ rate at the time of the charge.
GROUP SITE REGISTRATION FEE* us $799 O O Visa O MC O AMEX Exp Date
*All the fees above are eligible for the discounted fees when registering for two or
more webinars in this series. This discount is valid only for online purchases. #
Join DIA now to qualify for the member fee and to Membership
receive all the benefits of membership for a full year! Us $140 [ .
Signature

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 Qo O ™M 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.



