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ICON plc is a global provider of drug 
development solutions and services to 
the pharmaceutical, biotechnology and 
medical device industries. The company 
specialises in the strategic development, 
management and analysis of programs 
that support clinical development - from 
compound selection to Phase I-IV clinical 
studies. With headquarters in Dublin, Ireland, 
ICON currently, operates from 87 locations 
in 38 countries and has approximately 
12,500 employees. 
For more information, visit iconplc.com.
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Automated data collection and analytics – 
Basing trial inclusion criteria on actual patient 
data, automatically identified from electronic 
medical records (EMR), reduces the risk of 
extra cost and delays when unrealistic recruit-
ment protocols need to be revised. Accessing 
EMR data can also cut recruitment costs, 
while automated site support and monitoring 
greatly reduce start-up and site management 
costs while ensuring that data are properly 
collected and validated. Remote data links 
enable data collection directly from patients at 
home, reducing the number of costly site visits 
required for a trial. EMR data allow automated 
post-market surveillance in Phase IV trials.

 
Radical patient focus – Improving patients’ 
lives is the ultimate goal of drug development. 
It means everything from defining outcomes 
that make the most difference in patient’s 
lives, to offering trials to patients identified 
through EMRs in their physicians’ office, to 
minimising control arms using advanced sta-

he total sponsor cost per new drug com-
pound approved in the United States now 
exceeds $2.5 billion, including nearly 

$1.5 billion for clinical development — an 
astounding 145% jump in just 15 years, ac-
cording to the Tufts Center for the Study of 
Drug Development1. With just 7% of first-
in-human drugs gaining FDA approval in the 
same period, this represents not only great 
cost but also great risk, in both financial and 
human terms.

This inefficiency is largely the product of 
an antiquated drug development system. The 
traditional manual model of three discrete, 
fixed trial phases that worked well enough for 
testing relatively straightforward mass-market 
drugs is no longer sufficient. It lacks the flex-
ibility, analytic power, and efficiency required 
to develop complex new therapies targeting 
smaller genetically distinct patient popula-
tions increasingly seen today2.

ICON is addressing this need through its 
Transforming Trials initiative. This compre-
hensive rethinking of the entire clinical trials 
process uses new approaches coupled with 
existing, tested technologies to substantially 
reduce the risk and cost of clinical drug de-
velopment.

As a continuous quality improvement pro-
cess, this approach can be successfully applied 
to any development program, in whole or 
in part. While its features are evolving, it is 
based broadly on the following concepts that 
strengthen clinical trial performance, and serve 
as a framework for guiding further innovation:

Adaptive clinical trials – Broader use of trials 
that modify study protocols in predetermined 
ways based on interim patient data have the 
potential to eliminate many unanticipated 
risks that undermine efficacious drugs and 
unnecessarily extend development timelines. 

For example, adaptive approaches often can 
deliver in a single two-year period combined 
Phase II/III trial information that otherwise 
might require three or more consecutive con-
ventional trials over three or more years. These 
seamless trials reduce the total sample size 
needed by combining data from patients stud-
ied in both phases of the trial. We estimate 
that optimal use of adaptive trials across a 
portfolio, which is encouraged by regulatory 
agencies in Europe and the United States, 
could reduce trial costs, by 25%.

tistical methods and providing study results as 
soon as they are available.

All of these innovations are already in use 
sporadically, and their individual potential 
proven. When implemented fully in a system-
atic way, we believe they could significantly 
cut clinical trial costs, and reduce time to 
market by months, if not years.

Expertise in each area, as well as a robust 
approach to change management, is required 
to fully implement a more efficient clinical 
trial process. What will make it all worthwhile 
will be new drugs brought to market sooner, 
saving and improving more patient lives. 

Notes:
1 DiMasi et al, Tufts Center for the Study of Drug 
Development, 2014.
2 Jones DS et al. The Burden of Disease and 
the Changing Task of Medicine. N Engl J Med 
2012;366:2333-2338 June 21 2012, DOI: 
10.1056/NEJMp1113569
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