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Five Barriers to Process Automation in PV & 
How to Overcome Them

Noting the contrast between potential and progress in 
clinical trials vs post-marketing/real-world monitoring, 
Peter Kohut, Director of Drug safety at Arriello, explores 
the main hurdles preventing greater automation of PV data 
capture processes within life sciences firms, and suggests 
how to move beyond current inertia – touching on examples 
of how other heavily-regulated industries such as banking 
have overcome similar challenges to deliver process 
transformation.

At the high-impact R&D end of life sciences, investment in 
technology is consciously linked to commercial priorities including 
innovation, efficiency and speed to market. There is an appreciation 
of the value of automation in administering and reporting on clinical 
trials, for instance. Here, smart use of technology to accelerate what 
would otherwise be laborious manual processes ensures that data 
capture is robust, bears close scrutiny, and doesn’t tie up more skilled 
resources than is absolutely necessary.

By contrast, the post-marketing discipline of pharmacovigilance 
(PV), whose data intake requirements are multiplying by the 
week, has been largely passed over for technology-enabled 
automation. Although PV is seen as a more of a cost centre, a 
duty of care, rather than something competitively differentiating 
for organisations, this alone does not explain companies’ apparent 
reluctance to invest in its IT-based transformation. As a ‘cost 
centre’ the PV function must be run as efficiently as possible. 
To fulfil its ultimate purpose – improving the safety profile of 
life sciences products – PV activities also need to be as reliable 
and complete as possible, satisfying regulators and patients that 
products are being monitored with due vigilance, and enabling 
confident next actions to be taken in R&D.

With more and more safety data to capture, and a window of 
just 15 days to assess and report serious adverse events to health 
authorities, the case for automating the most labour-intensive aspects 
of PV is strong. So, what is holding companies back from investing in 
process transformation?

Below are five of the most common perceived barriers to 
technology-enabled data capture automation, and how and why they 
should be dispelled with a degree of urgency.

1. A lack of suitable solutions
Look at most other industries, especially those that are highly 
regulated, and use of IT systems tends to be highly evolved. That’s 
because organisations have long realised the inefficiency (in cost, 
time and resources) of using people to manually input data into core 
business systems, and then physically re-enter the information into 
adjacent systems in other departments. 

In banking today, increased digitisation of processes and services 
means that data (for example from customer transactions or loan 
applications) is captured electronically first time, and automatically 
flowed through into relevant back-office systems and associated 
workflow processes, keeping everything in sync and triggering 
next actions. This happens in insurance too, where increasingly, via 
client portals, customers are encouraged to enter more of their own 
information, even managing their own claims reporting (including 
uploaded photographic evidence), which can be flowed straight into 
case processing. As well as being more efficient for everyone concerned, 
this approach ensures that detail is captured more accurately first time.

In pharma, by contrast, core database systems tend to stand alone: 
companies are still figuring out how to connect them with tools that 
could transform and simplify data intake. 

In some cases, the issue is that PV departments lack access to 
relevant technology expertise and knowledge, so they don’t have a 
picture of what’s available or what’s possible – including the scope for 
sourcing solutions and optimised business processes via cloud-based 
platforms and relationships with technology-empowered PV service 
partners. Meanwhile, larger companies which do have sufficient 
internal resources often believe that they need to build any tools 
themselves, something they may never get round to – especially if 
they haven’t tied down the business case.

Given that some very intuitive and easy-to-integrate data capture 
tools do exist out in the external market, with the precise purpose 
of transforming PV data capture efficiency and efficacy, it seems 
surprising that manufacturers/sponsors do not make more use 
of them – especially as the time and cost savings associated with 
digital solutions are shown to exceed 60 per cent when compared 
with processes that rely on manual data capture. As long as pre-built 
tools come from a reputable provider with proven PV experience, and 
integrate readily with companies’ safety databases, these offer a very 
credible option for firms looking to deliver PV more cost-effectively.

2. Regulatory complexity
The increasing stringency and breadth of regulatory requirements are 
enough to make any life sciences organisation worry about inadvertent 
non-compliance. This anxiety can cause firms to view technology with 
caution. What if the chosen tool skips a vital step, or isn’t validated as 
fit for purpose/as meeting current GxP (good practice) criteria? Every 
regulatory inspection will include a thorough vetting of processes and 
tools, to ensure they meet expected standards and can be relied upon 
for completeness and accuracy – both now and in the future.

These concerns are easily addressed, however. When choosing 
data capture tools, or managed services which make strategic use 
of them, PV professionals simply need to check for certification/
documentation showing that any solution has been validated as 
meeting regulatory criteria. For the longer-term, continued validation 
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and system lifecycle management will be down to the provider’s 
support process, in other words how it manage updates and vetting 
on a continuous basis. So this is something else companies need to 
look for in a supplier.

3. Fear of the unknown
Preoccupation with doing everything by the book can lead to inertia. 
To ensure they stay the right side of regulators, PV teams prefer to play 
it safe and do things the way they always have – so they can be sure 
they haven’t missed anything, or used a bogus tool that lulls them into a 
false sense of security. For firms that have scant internal IT capabilities, 
this situation is magnified. PV teams don’t know quite what they’re 
looking for, or how to verify that the solution will stand up to regulatory 
scrutiny, or how to implement, integrate, use and get the best from it.

With the way the market is going, specifically the general acceptance 
that industries and companies that fail to get on board with process 
digitisation will lose ground to more nimble competitors, it is well worth 
life sciences firms investing in at least some internal IT resource – if 
only to be able to collaborate with external partners to ensure the right 
applications and approaches for the given need.

 
Without internal knowhow, firms risk feeling at the mercy of 

suppliers – therefore unsure whether to trust their advice, for instance. 
With someone appropriately skilled on the inside, companies can 
begin to relax, knowing that they have a champion armed with the 
right questions and capable of ensuring that the target technology 
is appropriate and likely to deliver the desired results. This internal 
advocate can manage the supplier relationship, collaborating with 
developers to hone a solution in partnership with their counterpart 
at the provider organisation.

4. Cost
For reasons mentioned in the introduction, post-marketing surveillance 
does not tend to attract big budgets. This means that any investment in 
PV IT needs to be tightly targeted, and seen to deliver improved results 
with greater efficiency – that is, controlling a drug’s safety profile and 
enhancing the company’s reputation, while simultaneously optimising 
resources. If companies choose not to invest in transforming PV data 
capture activity, they risk spending more than they need to, and 
consuming too much time of busy people who have other more critical 
tasks to be getting on with. That includes promoting and selling new 
medicines in the case of drug reps; or seeing patients, in the case of 
healthcare professionals. Data processors, meanwhile, could use their 
time more productively and expedite reporting if they didn’t have to 
keep going back to check or complete details missing from the adverse 
event (AE) reports that have been passed through to them.

While large life sciences organisations, which generally prefer 
to develop their own tools in-house, may question the cost/benefit 
trade-off of creating new data capture automation aids, bespoke 
development is not the only option. Taking advantage of a pre-
existing, pre-tested tool that’s ready to go today, and accessible on 
demand via a software-as-a-service delivery model, changes the 
economics considerably – especially if there is no associated support 
burden, because the provider takes care of everything.

5. Usability issues
Companies’ inertia when it comes to trying new technology often also 
comes down to an aversion to change, of having to behave in different 
ways which may require staff retraining. Tools’ intuitive ease of use 
is paramount in overcoming this very real barrier, whether the data 
inputters are clinicians or drug sales reps on the front line, or back-
room data clerks working for the PV department or an outsourced 
service provider. 

Any industry that has embraced customer self-service, from 
banking to retail, has long understood that the key to encouraging more 
people to take up a new digital facility with positive results, is to make 
the experience as convenient and natural as possible for the user – so 
that they can complete tasks much more quickly and easily compared 
to the alternative/old way. Streamlined apps on smartphones which 
can populate forms quickly and efficiently, and which are effortless to 
use on the fly, have proved especially transformational for both service 
users and the brands serving them.

In PV AE case entry, it follows that tools need to be easy and 
intuitive for busy people to engage with as part of their daily work. 
If users were able to enter patient information straight into a 
smartphone app – even by voice if typing is too onerous, capturing 
information directly into each of the required fields – this could be 
transformational for those called upon to report adverse events and 
provide the fullest picture they can about the patient’s experience. 

For those users, the ability to tackle PV admin in the moment, 
instead of having to come back to it between appointments or at 
the end of a long day, a smartphone-based data capture app is an 
enticing proposition. For PV departments, meanwhile, this improved 
user engagement ought to result in more complete and more reliable 
patient/AE data, captured in a timely fashion and reducing the 
burden on data processing teams to chase up missing detail or any 
lack of clarity (e.g. due to illegible notes). With a single click to launch 
the app; drop-down lists; voice-based data capture into structured 
forms; and automated prompts to capture and check over each data 
entry, companies can be confident that cases submitted straight 
through for data processing are of good, actionable quality.

Why wait?
Looking for discrete tools such as this example of a voice-enabled 
smartphone PV data capture app – which are very easy to adopt and 
use, and which alleviate a substantial manual administrative burden 
– are a good way for life sciences firms to test the potential of process 
automation and amass some experience. 

Embracing greater automation is going to be essential as PV 
reporting requirements continue to multiply and grow, placing an 
ever greater strain on resources. Automation offers a way to cope 
with rising demand, and to simplify demanding routine tasks, as 
firms expand their portfolios and market coverage, while controlling 
the safety profile of their products. 

Yet, to take full advantage of the opportunities, companies need 
to overcome their historical barriers to technology adoption in 
pharmacovigilance – and there is no time like the present.
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