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Follow the 
Project Leader
Debra Jendrasek and Greg Johnson of Chiltern examine a new model 
of leadership designed to get the best out of EDC studies

In the world of EDC studies, success is
defined primarily by utilising the right
processes and people, rather than the
software system selected. Most EDC
vendors would probably disagree with that
statement – and indeed there are examples
where one system would be suggested
over another based on certain project
needs, budgetary constraints and other
various requirements. However, the
minimum requirement of EDC software 
is to capture, view, edit and manage data
from a clinical trial. Most of the EDC
tools in the marketplace offer these basic
functions, with many having advanced
levels of functionality to make the
software unique. Therefore, almost 
any EDC software that is compliant 
with the regulations would be a 

workable solution for collecting
data for a clinical study. 

Software on its own,
however, will not make the
study a success. The team
wrapped around the system
needs to be available,
interested and accountable.
The processes used during
the set-up, conduct and
close-out of the study have 
to be articulated clearly, used
consistently, well-documented and
managed with care. A structured,
easy-to-follow methodology needs 
to be utilised, and someone should 
be responsible for ensuring that the
software is being optimised for all types

of users, including CRAs, data
management, project management 
and investigator site staff. 

Conducting an EDC study efficiently
needs a different style of leadership
compared to a paper study. In our
organisation, we call the person that
oversees EDC study implementation the
Technology Project Leader (TPL), but
similar titles exist in other companies,
such as the Technology Project Manager,

Data Management 
Project Leader, or Data

Management Team Leader.
The title is not what matters:

the key point is the role that 
this resource plays in the

methodology of conducting 
an EDC study.

For any clinical study, but particularly
an EDC study, the start-up phase is
critical, and is therefore often the
busiest period for all project team
members. In particular it is important to
consider what resources are needed for
the study. Make sure there is someone
who can: facilitate the study start-up

Electronic data capture (EDC) has become the norm
for new clinical studies. Therefore, it is now critical to
understand how EDC changes the way we work. Many
papers and presentations have focused on how EDC
forces the study team to prepare for set-up earlier
than they would have done for a similar study
conducted on paper. The EDC start-up timeframe 
is loaded with deliverables that could have waited
weeks, or even months, to be completed in a paper-
led world. In an EDC study, most of the deliverables
are now due long before the first patient is enrolled.
The people and tools that are used to oversee these
deliverables and deadlines are major contributors to
the success of the study start-up phase and help to
prepare the project team for a study that will be
successful throughout the process.
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