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While today’s pharmaceutical
R&D sector is facing
unprecedented challenges, such

pressures are balanced by great
opportunities: the long-awaited mainstream
use of genomics driven treatments, access to
increasingly globalised talent and cost-
effective resources, and the parallel
development of both small and large
molecule therapies are leading to a new
industry evolved from the old. At these
times of change, data – the dominant capital
asset of R&D organisations – has never been
more diverse, nor so valuable and robust
solutions for managing diverse R&D
information so important.

Personalised medicine and
translational medicine
Although personalised medicine has been a
long-heard promise of genomic science, it
has only been very recently, and through
therapies such as Herceptin®, that
mainstream clinical practice has been
heavily influenced by the importance of
gene profiling, biomarkers, companion
diagnostics and phamacogenomics: the
effect of genes on treatment. Although it is
axiomatic that our genetic variation affects
efficacy and tolerability, regulatory
frameworks and clinical practice have
favoured a ‘normal population’ approach to

approval and treatment. The emerging
ability to rapidly profile the genetics of ‘real-
world’, primary care patients and their
tissues provides enormous benefits: the
ability to understand the variety of disease
in the population and design therapies for
those disease segments; and, as has been the
practice for decades in anti-infectives, the
choice of patients’ therapy based upon the
susceptibility of that individual’s disease to
that particular treatment. 

This move towards patient stratification,
as with any shift in practice, requires new
thinking and access to new data. With
Electronic Medical Records providing
access to treatment regimes, disease
timelines, image and numerical data, and
with microarrays, next-generation
sequencing and other robust ’omics
technologies providing biochemical insights,
the ability to generate complex and
interlocking data has never been higher.
However, the key to success in both R&D
and the clinic is in the combination and
interpretation of those diverse datasets
alongside clinical phenotypic data that are
accessed securely and anonymised. 

The need to intelligently combine and use
such diverse information has another
important spin-off: new models of healthcare
collaboration. These emerging pre-
competitive consortia now combine
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pharmaceutical and diagnostics companies,
health providers and medical and academic
researchers for the first time as true
stakeholders in ventures from which both
better treatment and new discovery and
development targets flow. 

Underpinning this new health science
ecosystem therefore is the requirement for a
scalable, secure informatics framework,
combined with domain-expertise, for the
capture, analysis and interpretation of highly
complex data and the decisions taken on
them by experts. IDBS’ unique combination
of informatics solutions and domain
understanding is supporting a new ‘solution-
space’ for Translational Research. 

Bringing together multinational and
virtualised companies 
Pharmaceutical R&D continues to extend its
reach around the world, accessing global
resources and focusing upon efficiency. This
risk-balanced approach addresses many of the
industry’s challenges but increases
organisational complexity and places potential
barriers in the way of effective scientific
communication. The common currency of
scientific working and trust remains
contextualised data, rigorously reviewed and
interpreted. For internationalisation and
‘virtualisation’ to become fully effective,
organisations must embrace a truly data-
centric approach, looking beyond the
exchange of documents such as pdf reports –
essentially e-paper – and allow collaborating
groups to share their daily work in a secure,
yet context-rich framework such as an
enterprise Electronic Laboratory Notebook
where all data are searchable and available in
real time. 

Data-centric environments enable
just-in-time document generation
Document sharing systems represent only
the illusion of data sharing and become



additional data silos where information and
context are lost, unchallenged and when
transcribed can often become corrupted.
This is particularly true in GLP and GMP
areas where validated summary reports are
produced from a flurry of other documents
and sources. This inefficient process is no
longer necessary as such documents can
now be produced, just-in-time and
electronically referenced directly back to the
originating data – saving regulatory groups
countless weeks in data validation and
reducing the development life-cycle. IDBS

has recently released the ‘one-click IND’
function which, linking directly to data from
originating preclinical and process
development data, enables a dramatic
reduction in time to progress candidates
into First-in-Man study.

Today’s pharmaceutical companies are at
a turning point, both commercially and
structurally. However, it is clear that their
destiny lies in the provision of portfolios of
chemical and biological therapies, targeted at
disease subtypes and patient genotypes,
prescribed and measured on the basis of

biomarkers. The R&D environment is,
therefore, one of the more diverse workflows,
data generators and consumers. The
evolution towards this new tomorrow relies
on the effective management of this wide
array of data types – from the bench all the
way to the bedside – presented in a manner
which each of the stakeholders can consume.
It is only those informatics solutions capable
of enabling change both within and across
business interfaces, and answering the
complex questions that will become truly
strategic tools of change. DDWi
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