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A collaborative eff ort of 120 representatives from 87 biopharmaceutical 
companies, contract research organizations, consultancies, technical vendors, 
and regulatory agencies has resulted in the defi nition of the DIA Trial Master 
File (TMF) Reference Model. This model consists of a standardized taxonomy 
and metadata and outlines the clear defi nition and organization of TMF 
content using standard nomenclature, which can be used and adapted by 
any company. This webinar will provide an overview of the TMF Reference 
Model, defi ne its scope and application, and present practical use and views 
of the model by an industry panel.

FEATURED TOPICS
• Overview of the TMF Reference Model

– What is TMF Reference Model?
– Why Is the Model Needed?
– Genesis of the Model 
– Benefi ts of the Model?
– When Will the Model be Finalized and Launched?
– Who Will Manage the Model?

• Scope and Application
– Who Should Use the Model?
– What Artifacts Does the Model Cover?
– Paper Versus Electronic TMFs

• Practical Use of the Model
– Industry panel that will present:

 Why the Model Is Important
 How the Model Will Be Adopted and Adapted

WHO SHOULD ATTEND
Professionals involved in trial master fi les, including:
• Clinical project managers
• Clinical research associates
• Records and document managers 
• Quality assurance managers 
• Regulatory managers 
• Archivists
• Computer systems developers
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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 sys-
tem, 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/ec0605l/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.

LEARNING OBJECTIVES

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

•  Outline why essential documents listed in ICH E6 GCP Section 8 are 
not comprehensive enough for a TMF

•  Discuss the purpose and intent of the TMF Reference Model 

•  Explain how three companies are adopting and adapting the model 
for the enhancement of their TMF processes

DIA VISION

 

WEBINAR

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 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 

• Off ering a multidisciplinary neutral environment, respected globally 
for integrity and relevancy. 
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WEBINAR

CONTACT INFORMATION:  Questions about this Webinar? Contact Wendy Moyer at the DIA offi  ce 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 traffi  c on the web. DIA will provide the Licensee with specifi c 
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 specifi c 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 specifi c 
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 Wendy.Moyer@diahome.org with the full contact information of each registrant) with specifi c 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

DIA Trial Master File Reference Model: 
Overview and Implementation

Event #10234 • June 10, 2010 • 10:00 AM-11:00 AM EDT

Individual Registration Fees

Individual Member US $200 
Individual Nonmember US $245 

Discounted Fees

Government (Full-time) US $75 
Charitable Nonprofi t/Academia (Full-time) US $125 

GROUP SITE REGISTRATION FEE US $699 

GROUP PLUS REGISTRATION FEE US $895 
Email Wendy.Moyer@diahome.org within 48 hours of registering for this webinar 
with complete contact information for each additional login. DIA cannot guaran-
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 
receive all the benefi ts of membership for a full year!

Membership
US $140 

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

Please check the applicable category below:

 Academia  Government  Industry  CSO  Student

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 
of the charge.

  Visa�  MC�  AMEX Exp Date _________________________

# ________________________________________________________________

Signature _______________________________________

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

Last Name First Name Middle Initial

Degrees  Dr.    Mr.    Ms.

Job Title

Affi  liation (Company)

Address

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

email (Required for confi rmation.)

Telephone Number Fax Number (Required for confi rmation.)

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


