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In-flight Data Control:
How to Approach the Next Frontier in Transforming Life
Sciences Business Process Efficiency.

At the recent DIA Europe event in
Switzerland, conversations abounded about
how to leverage live company master data
more effectively and strategically across
the Life Sciences R&D lifecycle. Rather than
focusing solely on the information logged
formally (and often in duplicate or worse)
in separate departmental systems, this is
about the flow of broader data and insights
between functions, potentially serving a
range of different use cases. Much of this
‘in-flight’ data is incidental information
captured as part of a task, yet its value in
providing oversight, traceability and impact
assessment to senior management could
be considerable - if only companies could

find a way to harness and control it more
systematically.

Today, ‘point’ software solutions -
regulatory systems (RIMS), clinical trial
management (CTMS), pharmacovigilance (PV),
or whatever - have become commodities,
whose value is largely restricted to the
immediate use case. And it is in the handover
of the data between these departments
that gaps and discrepancies in information
between systems occur, leading to operational
blind-spots and strategic oversights at best,
or regulatory incompliance at worst. This
makes hard work of change management,
and could mean that product development
information, and indeed patient safety
events, aren't fully traceable. Overcoming the
silos, interconnecting the data, and keeping
those connections dynamic and smart, is the
next big opportunity - and provide the key
to using everyday operational data to drive
business improvements.

But how?

The answer lies in understanding where
key data is generated, and how the supply
and demand of that data looks across the
‘chain of custody’, as that data is re-used in
different ways. Then a plan can be devised
for improving the connection and flow of
more unified data (one enhanced source,
rather than inconsistent duplicates) across
departmental divides.

For young biotech companies starting
from scratch, there is a clear opportunity to
establish clean, consistent and definitive
data from the outset, whereas for larger
and more established companies the best
options may be around intelligently mapping
existing data sources and data flow. Then
interconnections and interdependencies can
be identified and managed more effectively,
until such time as data remediation and end-
to-end standardisation can be achieved (e.g.
to bring data fields and formats into line).

It's in this context that leveraging
Ontologies is attracting interest as an option,
for instance - allowing inconsistently-
formatted data to coexist, while recognising
that the items referenced are the same, and
linked. This is a useful first step in the move
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to treat all data as one joined-up resource,
so that it can drive new actionable insights,
decisions and processes. A more thorough
overhaul of data can then happen more
gradually over time.

With all of this in mind, here are some
considerations and tips for tackling internal
data transformation.

Establishing Priority ‘Wins’ to Aim for
Unless the company is a young biotech
with a largely greenfield tech set-up, Life
Sciences companies will be approaching the
road to data-based operational agility with
a considerable amount of baggage.

Large legacy systems, vast volumes of
data, and the variable quality and availability
of that data, will make it hard to know where
to start in transforming its contribution and
value. Rather than try to tackle everything
everywhere all at once, the prudent choice
involves identifying some tangible gains
from higher-quality, interconnected data
which, once cleaned and combined, will tell
a fuller story. That might be linking supply
chain data to Regulatory data, to enable
serialisation, (semi)automated batch release,
and mitigation of shortage reporting, for
instance. Or perhaps the aim is to shave a
week off clinical development timescales,
or complete eCTD applications or submit
variations more speedily. All depending on
the priority and size of the company.

Draw a Map

Mapping what data exists, and where, is the
best place to start with all of this. It is only
through visualising the current spread of
information assets and associated use cases
that companies will appreciate the potential
for greater uniformity and fluidity of data
use between the different departments.

This will help the company establish
key processes to transform, for quick
yet potentially far-reaching wins for the
business. An effective map will chart
where given data is used along a process
including creation, modification, and re-use
by different teams and systems.

Where there is an existing process
optimisation or digital transformation team
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in place, or consultants that are advising on
associated initiatives, these professionals
would be the ideal drivers of a cross-
functional data map - in partnership with
key functions such as Regulatory Affairs,
Quality, and so on. Companies that have
already appointed Chief Data Officers, or
equivalents, will have a head start as these
roles typically take more of a view of the
commercial value of data, where Regulatory
Affairs might not be the direct creator of the
data, but more the guardian - as the spider
in the web - providing a more detailed
perspective of data’s links and touch points.

Make Ongoing Data Governance Everyone’s
Responsibility

A lot has been said and written already
about the importance of improving and
maintaining high data quality, as its day-to-
day value in supporting real-time business
processes increases.
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While some arguments favour a strong
sense of data ownership within specific
functions with the most involvement with
the given data, it can be more powerful to
encourage everyone across the company
to buy into the value of consistent data
so that all functions and teams play their
own part in keeping data clean, compliant,
comprehensive and current.

Effective strategies here involve strong,
broad communication of the associated
benefits of robust data, and incentives
(recognition and reward) for those who
actively play their part. Instead of data
‘ownership’, think in terms of a ‘chain of
data custody’ spanning multiple groups of
data processors and guardians over time.

Establish the Company’s Most Effective
Path to Data Nirvana
Once companies can more readily visualise
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their current data position and the full
scale of the task ahead of them - to make
their data work harder for the organisation
-it's time to decide the most prudent way
forward.

In the case of large pharma companies
with extensive product portfolios and vast
system and data legacies, comprehensive
data remapping and/or investing in
master data management is likely to be an
overwhelming undertaking that could take
many years.

Ontologies, now being championed
through the Pistoia Alliance Ontologies
Mapping project (a non-profit initiative),
offer a more practical middle ground. They
allow companies to assess the diversity in
their current data estate and arrive at a
workaround wherever the legacy complexity
is too great to tackle straight off.
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Although the end goal is that all
active data will be harmonised, and this
should be the ambition where there are
sufficient similarities in the formats used
between functions, ontologies allow
overly inconsistently recorded data to be
linked reliably. The idea is that the same
fundamental information, even if formatted
differently, can be recognised and treated
as the same across respective departmental
systems.

Where there is a good level of similarity
between respective data entries, the
involved groups in the chain of data
custody (e.g. Regulatory and Quality
functional representatives) can negotiate
a more standardised way of recording
information, as they reach a mutual
understanding for why this is important
and how both parties might compromise
for the greater good.

Harness External Standards for Internal
Benefit

Through data standards (e.g., ISO IDMP),
regulators including EMA and more
recently the FDA, plus the World Health
Organization (WHO) on a wider scale, are
championing global identifiers for medicinal
products and their active substances. Life
Sciences companies that are inventing
and developing these products and active
substances would benefit greatly from
adopting data standards consistently

from early development, and throughout
their marketing authorisation/registration
information and variations submissions.

But there is a broader opportunity
for Life Sciences companies to build on
those standards internally, to smooth
the flow of consistently formatted data
across their own processes, to steadily
eliminate any overlap or discrepancies in
the way information is recorded. The more
that data can be recorded uniformly and
shared reliably between functions along
an extended process, the richer the overall
picture and the more effectively and
efficiently it can be harnessed with a view
to greater productivity, process agility and
innovation potential.

Finally, going back to the need to
foster a culture of data quality across an
organisation, there also needs to be a sense
of shared purpose here - for example the
role of improved process efficiency in
staying agile, enabled by the ability to
speak the same language internally about
products right across the organisation. As
long as individual departments all mean
something different with their definitions,
there is the potential for risk and delayed
innovation.

Adopting an agile mindset isn't just
about prioritising data quality, of course,
though. It is also about being prepared
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to try something, fail at it, learn from
that and move forward - in increments.
So that is a further consideration for Life
Sciences, which has traditionally been very
conservative as an industry: how companies
here can simultaneously trust data yet allow
for mistakes to foster faster progress.

Networking with peers from other
companies, or looking to other industries
for inspiration, can help determine the most
effective way to approach this.
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