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Overview
Since the introduction of the computer, documentation processes have moved from paper-generating tasks 
to paper-facilitating tasks. All outcomes are still able to print on paper, similarly as it is shown on the screen. It 
reduced the amount of paper, but it did not allow us to view data in multiple perspectives. This would require 
a reporting functionality based on smart queries. 

Current electronic regulatory dossiers are limited to a compilation of PDF documents built up in pages of A4 
or letter format. Similarly, the majority of electronic Trial Master File (TMF) information is built up in pages of 
A4 or letter format and XEVMPD/IDMP data is managed independently and duplicative of source document. 

The US FDA as well as Health Canada require datasets on the clinical data and electronic data capture does 
not necessarily fit in A4 or Letter format. Moreover, FDA CDER asks for BIMO datasets that contain GMP type 
of information from the TMF and CSR. The MHRA have confirmed that the TMF should not be restricted to 
documents but should also include data sets, audit trails and system information.

Together with the IDMP requirements and the clinical trial data access, it is clear that paper thinking is no 
longer suited for the increased need for transparent data!

Objectives
Come and learn about the benefits and constraints associated with the various topic-related processes and 
contribute to answering the question how to stop paper thinking.

Who Will Attend
• Academic researchers
• Agency representatives (e.g. inspectors and

reviewers)
• Clinical operations representatives
• CMC regulatory compliance specialists
• CROs, CMOs and service providers
• Document and records managers
• IT and support personnel
• Knowledge/IP professionals

• Labelling specialists
• Medical and technical writers
• Pharmacovigilance professionals
• Quality assurance and compliance professionals
• Regulatory affairs/operations representatives
• Standards implementation specialists and

associates
• Validation professionals
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Submit an Abstract – Deadline 31 December 2015
DIA invites you to submit abstracts for the 16th DIA Conference on European Electronic Document Management 
in Leiden, 23–25 May 2016. Abstracts should fall under one of the below mentioned themes. You may submit 
more than one abstract but please do not submit the same one more than once. 

Presentation Abstract 
A presentation abstract is for a 20-45 minute non-commercial presentation in a specific topic area. The 
abstract author is considered the speaker. A PowerPoint presentation is required. Only one presenter per 
presentation is allowed.

Topics
The themes mentioned below suggest issues and topics the programme committee would like to have 
addressed and should serve as a valuable guide as you develop your abstract. You are invited to submit 
abstracts for presentations that fall under the following headings, with content that is consistent and supportive 
of the overview described above:

Guidelines:
• Only one presenter per presentation will be allowed.
• We favour presenters from agencies, industry or from the customer base of vendors.
• All speakers must complete the speaker disclosure section of the electronic submission form.
• DIA will provide complimentary conference attendance for the selected presenter.

• eTMF and content authoring
• Integrating eTMF and enterprise content/

document management
• Interoperability (e.g. eTMF with eTMF, eTMF with

eDM, eTMF with data warehouse)
• eSubmission (eCTD 4.0)
• Portals, common repositories and gateways
• Electronic application forms
• Structured authoring
• CTMS/Performance metrics
• Big data, data mining (signal detection) and

data warehouses
• eDM and structured content management
• Maintenance of XEVMPD and labelling

management
• Preparing for IDMP
• Interoperability and taxonomy/standardisation
• eHealth (ePrescription, eHR and Patient IDs)

• Agency updates
• Vendor panel discussion
• CRO Integration of processes
• Outsourcing and Infrastructure
• Publication and access to clinical data
• Clinicaltrials.gov and Eudravigilance
• Integrating eDC, eDM, eSubmission and RIM

(incl. XEVMPD and IDMP)
• Controlled vocabularies and reference sources
• Coding and verification systems
• Approving content and documents electronically
• Integrating electronic signatures into business

applications
• Long term digital preservation of electronic

content
• Compliance tracking, analytics and management

reporting
• eISF and investigator portals
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Please submit your abstracts online at:  
http://www.diaglobal.org/en/get-involved/abstracts

The deadline for submitting abstracts is 31 December 2015. Authors of selected abstracts will be 
notified in January 2016.

For more information on the Call for Abstracts, please call Customer Services on +41 61 225 51 51 or 
contact Carolin Dörflinger at DIA: Carolin.Doerflinger@diaglobal.org

About DIA
DIA is the global connector in the life sciences product development process. Our association of more 
than 18,000 members builds productive relationships by bringing together regulators, innovators, 
and influencers to exchange knowledge and collaborate in an impartial setting. DIA’s network creates 
unparalleled opportunities for exchange of knowledge and has the inter-disciplinary experience to 
prepare for future developments.

The dedicated efforts of DIA staff, members and speakers enable DIA to provide a comprehensive 
catalogue of conferences, workshops, training courses, scientific publications and educational materials. 
DIA is a global community representing thousands of stakeholders working together to bring safe and 
effective products to patients.

DIA is an independent, non-profit organisation headquartered in Washington, DC, USA with the 
European office in Basel, Switzerland, and additional regional offices in Horsham, Pennsylvania, USA; 
Tokyo, Japan; Mumbai, India; and Beijing, China. 

For more information, visit www.diahome.org or call DIA Europe +41 61 225 51 51.

Venue
Holiday Inn Leiden is just a 20-minute drive from Amsterdam Schiphol Airport and less than an hour 
on the Intercity train from Amsterdam Central railway station. 

For further information visit: http://www.holiday-inn-leiden.nl/en/index.html

Exhibition Opportunities Available!

The previous eDM conference attracted delegates from 20 countries. Showcase your product 
or service to a truly global audience of qualified professionals, from entry level to expert, in the 
pharmaceutical, biotechnology, devices and related healthcare industries, government, academia 
and healthcare delivery.

For more information on exhibiting space and facilities, please contact Roxann Schumacher at DIA 
Europe on +41 61 225 51 38 or email: Roxann.Schumacher@diaglobal.org 


