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KEN PHELPS
President and CEO
Camargo Pharmaceutical Services, LLC
How to Use Foreign Trial Data in Your NDA Approval Process

While the law allows 100 percent of pivotal data to come from foreign trials, there have

been very few such submissions accepted by FDA — mainly in limited therapeutic areas.
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FEATURED TOPICS

¢ Guidances and regulations that govern the FDA's acceptance of foreign trial
data as pivotal data for NDA approval

¢ What you can do to ensure compliance
¢ Design considerations and requirements for foreign trials
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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://developers.webex.com/api/jointest/index.php

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

Continuing Education Credits

The Drug Information Association (DIA) has been

2 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 “Educational Offerings” from the top menu bar, then
choose “Continuing Education” on the left menu and then 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.

PROVIDER

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:

» Identify which guidances and regulations govern the FDA's
acceptance of foreign trial data as pivotal data for NDA
approval;

» Discuss how FDA is implementing these rules and what
you can do to assure compliance; and

b Recognize design considerations and requirements for
foreign trials.

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.

DIA MissionN

DIA is the universally respected forum for quality information exchange
leading to better medicines that enhance health and well-being.

DIA is a nonprofit, multidisciplinary, neutral forum for sharing information that
optimizes the process of drug development and lifecycle management by pro-
viding global and regional forums for the exchange of information, education,
and training; extensive multidisciplinary networking opportunities; rewarding
volunteer leadership experiences; and high-quality professional development
opportunities.



CONTACT INFORMATION: Questions about this Webinar? Contact Jo Ann Boileau at the DIA office in Horsham, PA by telephone +1-215-442-6175,
fax +1-215-442-6199, or email JoAnn.Boileau@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 propri-
etary and should ONLY be used by the site coordinator or site coordinator designee. Access from any additional physical location requires an addi-
tional 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.
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Standard Member Us $250 O

U CREDIT CARD f: s +1-215-442-6199. -U.S. credi
standard Nonmember Us $295 01 Cl C 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 of the charge.
Discounted Fees

Government (Full-time) us $125 4 ‘
Charitable Nonprofit/Academia (Full-time) us $175 Q4 L visa [0 MC [T AMEX Exp Date
GROUP SITE REGISTRATION FEE us $799 O

Receive a 15% discount when you register for
more than one group site attending this webinar.
This discount is valid only for online purchases.

> Signature

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 www.diahome.org and click on Membership + Communities.

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

Last Name First Name Middle Initial

Oor O M. O Ms.

Degrees

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.



