The Future of RIM: Where Next?

The call to transform regulatory
information management (RIM)
is growing louder with every new
reporting requirement set out by
international authorities — not just
ISO IDMP but international variations
and other transparency initiatives
throughout the global life sciences
industry. In tandem, companies
themselves are now grasping the
strategically important role that
product data in all its forms could
play in future, if they make the right
provisions — as a means of driving
new productivity, efficiency and
competitive differentiation. As a
result, they are increasingly looking
for something more from the software
that helps them log and keep track of
everything.

Speaking at AMPLEXOR’s recent
Be The Expert international user
conference, independent industry
expert Andrew Marr, who has recently
hung up his hat after 30+ years in
the business, emphasised the rising
importance of making product and
regulatory information more shareable
between and beyond specific functions
in the business. His perspective
was fascinating, looking back over
a rich career helping life sciences
organisations as they have grappled
with product lifecycle visibility and
the need to keep accurate records
for regulatory reporting purposes —
developments that have taken place
in parallel with advances in software
and data management technology.

Smarter, Data-orientated RIM

To emphasise how far things have
come, Andrew recalled the shift from
manual paper records to rudimentary
electronic regulatory submissions,
preceding the evolution of relatively
static, 2D documents to more dynamic
and intelligent digital versions which
can be searched and interrogated more
readily, paving the way for smarter,
data-oriented RIM. That’s as long as
information is complete, captured in a
standard form, readily accessible, and
reliable as a robust source of product
truth.

Looking around at the global
regulatory landscape, Andrew noted the
growing synchronisation of efforts to
drive up data quality and consistency,
the emphasis on transparency and data
sharing, and the promotion of online
portals for submitting and interacting
with data. Crucially, he urged the
industry not to be guided exclusively
by the demands of regulators when
planning evolving RIM strategies —
noting that there is considerable
potential to do something more,
something clever with this richer, more
holistic and meaningful data bank
that companies are building about
their products across the complete
lifecycle, and their status at any given
time in the global market.

Structured content authoring —
the ability to automate the assembly
of routine documents such as
regulatory submissions, labelling, or
even translations of these assets to
some degree, using pre-approved
content assets or ‘fragments’ thereof
— is among the opportunities now
ripe for exploitation because the right
conditions have converged to make
this viable and trustworthy.

The ability to tag contents, save files
as ‘docx’ and link these to databases,
all contribute to the growing range of
possibilities for firms to be smarter
about how they track and manage
knowledge —so that they’re no longer
losing time to finding the latest version
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of something, or recreating documents
from scratch when already-approved
building blocks already exist some-
where on the company network.

Andrew’s assessment of the develop-
ments and opportunities chimed
largely with my own. Not only that
greater consistency and depth to the
way information is recorded across
the organisation will enable new
process efficiency, but also that newer
technology options such as artificial
intelligence including machine learning
will help companies to improve the
way teams find what they are looking
for — and more besides. In theory, that
could even be unforeseen insights
from right back through a company’s
historical product archives, if the
quality and consistency of data can
be trusted.

The Need for Consistent and
High-quality Data Flow

But all of this starts with the ability
for complete, consistent, high-quality
data to flow between departmental
and even organisational boundaries,
and for this to transcend traditional
regulatory data wherever a broader
perspective could add greater value
for the business. Regulated product
data has proven the ideal place to start
with data hygiene, standardisation and
management ambitions, because the
authorities have demanded it. But
from an internal benefits perspective,
there is every reason to expand the
same capabilities to a much broader
pool of knowledge and content - not
just immediate operational insight, but
also wider knowledge about markets
and the competitive playing field.

The specifics of whether cloud-
based IT infrastructure and software
will play a role in accelerating progress
are less important for now. For all
that cloud service propositions
have matured and become more
sophisticated, the option to connect
and run systems via the cloud will
not in itself drive an advanced RIM
scenario. Unfortunately there are
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no shortcuts to the more dynamic,
data-driven world organisations need
to be working towards. As one client
has described it, the key to the step
change in data utility that companies
crave is being able to bottle good data
at the source. Once every part of the
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an organisation to the other can be
readily accessed, processed, searched
and relied upon as an accurate
narrative and status marker for what
is going on in the business and the
markets it operates in — the scope for
making better decisions, and driving
greater efficiencies through targeted
automation, will be unlimited. And
that’s a future worth investing in.

business is drinking from the same
cup, the benefits can flow — but not
before.

Then and only then — once definitive,
accurate records, documents and
database entries from one end of
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