Navigating the Data-driven Future of Life Sciences
Regulatory Processes: Who Will Take the Lead?

Generis hosted a live video discussion
with a panel of industry thought
leaders from BioNTech, Bayer, Iperion
- a Deloitte business, and Beczek.
COM to discuss the critical next steps
for the Life Sciences industry as it
embraces a future of data-driven
information management and business
processes. The panel was chaired by
Generis COO Max Kelleher, who led
the discussion to determine who is
ultimately responsible for the quality
and consistency of the data, and how
it can be achieved.

Trends in Regulatory Data

The panel began by reflecting on the current
state of data management, particularly
around regulatory data, in Life Sciences -
and where this is all moving.

Frits Stulp (FS), Iperion - a Deloitte
business: “The visibility of the Life Sciences
industry has been elevated tremendously
over the last three years, due to COVID and
the direct and immediate value of emerging
medicine to quality of life for many people.
But the pandemic also shone a light on archaic
registration processes which today still
involve the exchange of PDFs. Stakeholders
across the industry have begun to see that
there is a better way to manage this.

“If the financial services sector was subject
to the same rate of innovation that we apply
to Life Sciences regulatory processes, people
still might not even be using an ATM at this
point. In other words, we have a lot of work
to do as an industry. Yes, there is a huge
passion for the science, but because it's such
aregulated environment we tend to avoid risk
and need to be told what to do. The trouble is
that regulators are not necessarily innovators:
that's not their job.”

Who Will Ensure Data Quality?

As processes become more data driven,
though, who will drive all of the necessary
rigour around data quality? The regulators,
via compliance?

FS: “A joint innovation initiative would
be most productive. Regulators are not
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necessarily there to drive innovation, but
do need to pave the way for new ways of
working. Despite a great deal of drive by the
industry, there can be paralysis when new
initiatives centre around a legal mandate.
It makes sense for both parties to work
together”

Vada Perkins (VP), Bayer: “From an
industry perspective, the regulator’s role
is more about fostering opportunities. Look
at what pharmaceutical industry is doing
with investments in Al to support novel ways
of doing things and advance the pipeline.
There’s a lot of momentum in the industry;
what we require from the authorities is that
they are open to this kind of innovation.”

Melanie Ruppel (MR), BioNTech: “There
needs to be greater coordination too.
Although there’s a lot of expertise and
guidance, it isn't currently focused into
Centres of Excellence. In terms of data
governance, we're in a very fluid environment
too. Creating something more concrete will
require both sides setting out where we want
to be in terms of exchanging data in the future
- s0 that everyone can get started as soon
as possible.”

Max Kelleher (MK), Generis: “How free are
companies to innovate with those processes,
given that the initial hurdle of compliance
in data management is so high? Is it hard
to know where best to focus - for instance,
developing great products, improving your
processes and as part of that managing your
relationship with compliance?”

Structuring Master Data Management

MK: “A recent Gens & Associates report
on Life Sciences companies’ innovation
priorities found that one of top responses
was master data management and how
companies can improve that. The missing
link is how we structure this data, and bring
in applications to allow different areas of the
business to own or manage it

Preeya Beczek (PB), Beczek.COM: “It's
important not to lose sight of the patient
in all of this, too. Ultimately, everything
we're trying to advance now is with a view
of improving the speed of patient access to
the treatments they need. If we keep thatin

mind, the conversation about data becomes
more meaningful - right across the value
chain. Today's processes might be outdated,
but they are standardised and driven by the
current regulations we have. So we need
to get better at managing those processes
- whether that's transitioning from phase
one to phase two, or on to phase three then
registration and delivery.

“It's often at an operational level
where companies get lost; where there are
disagreements about who owns and leads
what process and therefore who owns the
data coming out of that process. Certainly,
there’s a real opportunity to think about
having fewer data handoffs. Other issues
relate to who owns the data. Usually it's seen
as ‘Regulatory’ data because those teams are
the ones who submit to the health authority.
But that's not where the data originated;
there’s a data supply chain - spanning
CMC, Quiality, Clinical, etc. The function that
generates the data owns it.

“Ultimately, data needs to be correct and
consistent wherever and however it appears.
That starts with a culture of making sure that
data is right first time, every time; a sense of
commitment to the quality, completeness and
consistency of that data; and an appreciation
of what that means for the patient’

Cross-functional RegOps and Informatics
MR: “We’re moving beyond data being a
Regulatory Affairs preoccupation, towards
more of a general ‘informatics’ concern for
companies. It isn't necessarily a new role,
but additional tasks and abilities may need
to be developed now.”

PB: “Really now, someone from
Regulatory Operations should be part of a
cross-functional data governance or data
committee, alongside representatives of the
functions that are the sources of the data.
Yes, Regulatory will be at the centre of this
to an extent, but the burden of responsibility
shouldn't fall to Regulatory Operations.”

FS: “I see the Regulatory function acting
almost as the editor of a newspaper:
ensuring that the people submitting content
have done their research properly and
checked their work.”
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PB: “Some organisations are hiring Chief
Data Officers - someone who sits at the level
of the CFO - which feels the right way to go.”

MR: “For me the Regulatory function should
serve more as the trigger to those at the data
source - translating what is required by the
authorities to the contributing teams, and how
to collect this data in the right format to meet
the requirements. In this sense, Regulatory
takes on more of an educational role.

“I see RegOps remaining independent, but
| also see the teams working in Regulatory
Operations having the opportunity to develop
into data governance/cross-functional roles.
And certainly there needs to be thought about
acquiring additional talent and expertise
linked to trending topics - systems, data
collection and so on. It would certainly be
very helpful to have the ‘informatics’ point
of view included in Regulatory Operations.”
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VP: “I know of a medium-sized company
which has renamed its RegOps function
‘Regulatory Informatics, which is an interesting
move. To be effective, such teams do need to
work closely with other groups. But what an
opportunity for those experts to augment their
skill set in this data space, complementing
the technology being deployed for tomorrow.”

The panel concluded that the Life Science
industry is facing a bright future, thanks to
its commitment to embracing a data-first
approach. Despite the challenges that lie
ahead, the panel was optimistic that the
industry is taking the steps needed to ensure
a successful and prosperous future.

Afuller report of the debate is available
to download from Generis's web site
at www.caralifesciences.generiscorp.com/
post/the-big-debate-the-future-will-be-
data-driven-white-paper
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Max Kelleher has worked in the
Regulated Data Management space
for 8 years at Generis, working first in
implementation and configuration of
the CARA Platform, before moving into
business development and eventually
becoming COO. Along with his father, CEO
James Kelleher, Max's vision is to enable
the digital transformation of processes
in regulated industries with the CARA
Platform. In his own words, his goal
is "helping hundreds of thousands of
people to not hate their work-life with
outrageously good software."

Email: max.kelleher@generiscorp.com
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