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The latest evidence – if we needed it – that the surging 
biopharma industry is big business can be seen in new plans to 
establish a major biotech hub in Amsterdam, in the orbit of the 
European Medicines Agency’s new base. The EU recognises the 
huge opportunity here, in transforming patient outcomes through 
cutting-edge therapies, and it wants European biotechs to play 
a dominant role. 

Whether ambitious upcoming biotechs have their sights set on 
being the ‘world’s first’ in their field, or a lucrative exit through a 
strategic company sale, starting out as they mean to go on – with 
reliable 360-degree product and process visibility – will set them 
in good stead for the future they envisage. So what might all of 
this look like, practically?

Start with What Not to Do
Ordinarily, the temptation for any young and aspiring company 
would be to look to more established players for how to keep 
records and master regulatory rigour, yet in life sciences the 
big players are not the best model to follow when it comes to 
data management. These are companies which have brought 
in technology systems typically on a targeted, need-oriented 
basis, often behind the curve and under a series of restrictions 
including ‘what was available at the time’, and ‘what would work 
with the current siloed legacy IT estate’.

So, seeking to stand on the shoulders of giants is not 
particularly good advice in life sciences information management. 
Not unless it’s to gain a vantage point across all the difficulties 
they have experienced and thus avoid repeating them.

Rather, for these young, dynamic organisations which have the 
luxury of a clean slate to start from, it makes sense to capitalise 
on emerging best practice: being data-driven from day one.

If You Have to Do It, Do It Right
The first and immediate challenge biotechs have is that excelling 
scientifically has been their primary focus up to now. Any 
investment they have secured will be channelled into the 1–2 
compounds they’re working on, and into successfully bringing 
them to market in the fastest and most efficient way possible. 
At such an early stage, they may not appreciate the need to 
capture information in a structured way or to invest in formal 
infrastructure.

As fresh new biopharma start-ups work up their product 
innovation and bring their developments to market, 
it seems logical that they should identify optimal 
processes and systems from the outset, learning from the 
inefficiencies that have hampered data management in Big 
Pharma. Frits Stulp and Duncan van Rijsbergen of Iperion – 
a Deloitte company, advise on what modern best practice 
might look like.

Biotechs, Start as You Mean to Go on –  
Free from the Workaround Data Management  
Practices that Beset Big Pharma
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Yet, even at an early investment stage or as an academic 
start-up, biotech teams will be generating and compiling 
information anyway, whether in the form of lab reports or some 
other record or output. If this activity is unstructured (informal 
manual notes, spreadsheet-based readings, Word documents), 
the biotech will only be storing up problems for later. When, 
eventually, they’re ready to go to market or collaborate 
with a large entity, they’ll need to find and collate all of that 
information to demonstrate that readiness and smooth the path 
to authorisation. And this is where they will begin to experience 
the first pains of poor information management.

Bring Science & IT Together in the Lab
Far better advice is to embrace information or data management 
considerations and appropriate technology right from the outset 
- which starts with appointing a ‘chief technology officer’ or 
information/data ‘evangelist’ and bringing them to the table for 
even the earliest scientific discussions. 

This way, the biotech adopts a data-based mind-set and 
discipline from day one, understands the value and role of all 
of the information they capture, and maintains this in a way that 
will make their lives easier and help bring products to market in 
as frictionless a way as possible.

One of the important side-benefits of establishing data/
information management rigour from the start is that it promotes 
introspection: so that the team establishes and maintains a rich 
understanding of their product from every angle – something 
Regulators keenly encourage.

Make Data Management a Mind-Set, Not an IT System
In the old model, followed by Big Pharma, companies might have 
set out to internally develop or procure a specified IT system, 
but in reality the objective should be to develop a data-based 
mind-set and strategy which is intertwined with everything the 
company does. 

Although capturing rich CMC data won’t necessarily speed up 
product approval, getting into the habit of recording everything 
in a standardised, accessible and combinable way will set the 
company in good stead for that 360-degree transparency all 
companies need to aim for. (And of course CMC records reflect 
a lot of the variation information that Regulators will need.) 
Comprehensive clinical data, meanwhile, could support earlier 
review and approval of products – the Holy Grail for ambitious 
start-ups with important new advanced therapies under 
development.

Start with the Big Picture, Not the Immediate Use Case
Traditionally, Big Pharma has made information management 
the preserve of individual departments – e.g. Quality, CMC 
or Safety – in support of a targeted use case: most notably 
marketing authorisation holder (MAH) dossiers for regulatory 
submission. 
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Data flows in each silo to inform individual summaries, 
overlaid with a product description – when, logically, the 
information flow should be the other way round. Even then, 
the picture isn’t complete: information should be feeding in to 
this picture from the earliest research stages, from lab-based 
substance management at a cellular level. Capturing every 
insight in a structured way would enable biotechs to track and 
report on every aspect of what they do, at any point now or in 
the future.

Think Optimised ‘Architecture’, Not Definitive IT Solution
To lay the right foundations for this data-driven ideal, we 
advocate that these companies take an architecture-based 
approach to the way they capture and manage information, 
rather than trying to find the optimum software application 
to meet all of their needs today and tomorrow. This involves 
embracing data standards, and ensuring that information can 
be exported and combined easily without risk of overlap or 
error.

Keep Pace With – And Play an Active Role In – Evolving Data 
Standards
One of the huge advantages biotechs have today with their 
greenfield setups is that they can capitalise on the immense 
amount of work that has gone into setting new data standards 
and data exchange mechanisms, and start as they mean to go 
on. The latest data standards in pharma include CDISC1 and ISO 
IDMP as currently being implemented in the EU.2 

Just as importantly, there are industry consortia working 
proactively to encourage standards-based data exchange to 
accelerate the safe delivery of product benefits to patients. 
One of the latest and most exciting examples of this, with 
direct relevance to biotechs, is Accumulus Synergy,3 which 
is developing a global information exchange platform to 
transform how drug innovators and health regulators interact, 
using comparable parcels of data that have been compiled in 
a standardized way. Another is Pistoia Alliance,4 which aims to 
promote life sciences collaboration and accelerate innovation.

The fact that biotech products, by their very nature, are 
more complex than more established pharma lines provides a 
compelling reason for biotechs to command a proactive role in 
these consortia and discussion forums about the future of data 
management and exchange.

Beware the Promises of Platforms & ‘Data Lakes’
Although individual software vendors are making the right 
noises about making it easier to combine and manage data, 
many promote systems that draw from data lakes – e.g. to 
generate dossiers on the fly. The trouble is, that often these 
platforms fail to make sufficient allowance for context/what 
the information will be used for. This is an oversight biotechs 
can overcome by taking more of an architectural view of how 
they’ll capture and use data, which in turn points back to the 
need to link their respective technology and data strategy with 
their scientific ambitions from day one.

Develop a Data Vision
In terms of ‘what good looks like’, the ultimate aim should be 
for biotechs (indeed, all pharma companies) to work towards 
a ‘living dossier’ – a live record of a product which tracks its 

evolution from conception. Keeping this vision in mind will 
help ambitious young start-ups avoid investing in unwieldy 
Regulatory bureaucracy (the huge administrative overheads 
that have plagued Big Pharma), so that they can focus more of 
their time and energy on their products and the benefits for 
patients.

Rethinking the role of data as a young biotech isn’t so much a 
problem, as an opportunity to redefine what’s possible and get 
this right from the start, by appointing a data manager early on. 
The good news is that there is plenty of biotech-specific help 
out there to ensure teams set out on the right track.
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