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Foreword. Contents.
Data quality, speed & completeness of reporting 
– as well as resource optimization – could all be 
improved by automating adverse event capture.

This substantial new survey, conducted with a hefty cross-section of pharmaceutical 
organizations in the UK and US, exposes a lack of technology awareness and poor 
appreciation of the rapid ROI associated with automating adverse event case capture.

Although a majority of respondents, 
inpharmacovigilance or product/drug safety 
roles, appear bullish about their organizations’ 
pharmacovigilance (PV) automation plans, 
some ambitions may be unrealistic.

While it would appear that pharmaceutical 
companies don’t want to miss out on the promise 
of adverse event (AE) case intake automation, 
inertia and IT limitations may be preventing 
companies from transforming the performance 
and cost-efficiency of their PV operations – 
and from reassigning expensive professionals’ 
time to tasks that add greater value. 

One of the most telling findings is that the vast 
majority of respondents don’t automatically 
feel that a lack of AE case intake automation 
puts them at a disadvantage. It looks as 
though IT solution providers may need to 
work harder to communicate the numerous 
tangible benefits linked to capturing the high 
volume of case data in an automated way.

The research offers much food for thought. 
The topic also warrants further investigation, to 
discover why more companies are not proactively 
pursuing the chance to empower frontline 
people – including healthcare professionals 
and company personnel – to capture 
information directly into reporting systems, 
using smart digital data capture solutions.
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Streamlining pharmacovigilance: automating case intake.

Why aren’t more life sciences companies capitalizing on opportunities to transform  
workload and data quality by using the latest smart technology and systems?
Meeting pharmacovigilance (PV) 
targets is a huge undertaking for 
life sciences organizations. 

Upholding the highest levels of patient 
safety demands that companies track 
and report on adverse reactions to drugs 
as these are reported in the real world – 
information which could come in via frontline 
healthcare professionals, manufacturers/
supply-chain partners, directly from patients, 
or indirectly via patient forums online. 

It is incumbent on pharmaceutical brands to 
capture this information, assess its significance, 
and report it in a timely fashion to the authorities 
so that safety advice can be updated and, if 
appropriate, additional action can be taken.

Given the diverse ways this information is 
submitted, and the huge volumes of data 
there is to sort through and analyze, it 
might be assumed that pharma companies 
would harness the latest technology to 
capture and process the workloads. 

As well as accelerating the reporting process, 
this would allow organizations to optimize 
resources and provide assurance around 
the quality and reliability of data being 
captured, because computers don’t get 
tired and are less likely to miss important 
signals once trained what to look for.

In 2020, the range of technology options to help 
with all of this is considerable.  
 
 
 
 
 
 
 
 
 

What’s more, they are proven in their reliability and 
highly cost-efficient. Yet, to a large extent, from 
industry feedback and through our Advisory Board 
consultants, it seems companies are not taking up 
these options to a degree that might be expected.

This observation led Arriello to commission 
a high-level survey, in the UK and the US, 
into life sciences companies’ attitudes 
towards and plans for PV automation, 
particularly for case intake and reporting.

As suspected, it revealed that although the 
majority of organizations profess to have 
implemented some form of PV automation, 
or expect to do so over the next 12 months, 
progress is fairly lackluster and automating 
case intake/adverse event (AE) reporting 
does not appear to be a priority. 

So what is going on?

33

Introduction.
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The online Censuswide survey was carried out in July 2020 – in the midst of the global Covid-19 pandemic. There were 200 respondents at manager 
level and above, spanning pharmacovigilance (PV), drug safety and product safety departments of life sciences companies on both sides of the Atlantic. 

Main business Count Percent out of all 200

Large pharmaceutical 76 38.00%

Small to Medium pharmaceutical 47 23.50%

A Start-up 26 13.00%

Clinical/Development 23 11.50%

Generics 15 7.50%

Biotech 13 6.50%

Other, please specify / Not applicable 0 0.00%

Country Count Percent out of all 200

UK 100 50.00%

USA 100 50.50%

Question:   How would you describe your organization’s main business?

About the survey: who did we poll?

Drug Safety

Pharmacovigilance

Product Safety

45%

5%

50%

Operational areas.
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The state of play today.

Surprisingly, a high proportion of respondents 
claimed their use of advanced technology 
in PV was already strong, or imminent. 

This is at odds with Arriello’s first-hand 
observations of pharmaceutical companies, 
certainly in connection with adverse event 
reporting which is still predominantly manual. 

Just under half of all respondents (48 per cent) 
said their organizations were using some form 
of robotic process automation today, and a 

further 39 per cent said they had plans to 
adopt such capabilities over the coming year.

Companies in the UK appear to be ahead 
with this – for now, at least.

Meanwhile 61 per cent of respondents 
at large pharma companies claimed 
to use some form of standalone PV 
automation solution today, and as many 
as 47 per cent of SMEs said the same. 

Conversely the proportion of respondents 
who said they had no imminent plans to 
implement PV automation was negligible. 

As subsequent questioning revealed, however, 
these findings aren’t necessarily as unambiguous 
or as encouraging or as they might seem. 

Certainly it cannot be assumed that companies 
are proactively using smart automation to 
streamline and bolster AE case intake.

According to our survey, there is more automation in place than expected. 

Question:   Which of the following pharmacovigilance (PV) automation technologies or 
methodologies, if any, have you adopted already?

Robotic Process Automation (RPA) Robotic Process Automation (RPA)

Stand-alone pharmacovigilance 
automation solution

Stand-alone pharmacovigilance 
automation solution

Pharmacovigilance automation 
delivered as part of a larger solution

Pharmacovigilance automation 
delivered as part of a larger solution

59% 37%
43% 52%

46% 53%

USAUK
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Automation of AE reporting specifically.
When asked whether they thought their 
organizations were already using automated 
case intake solutions or planned to do so over 
the year ahead, only 20 per cent of respondents 
said they already had such a capability, while 
almost half said any plans were at least  
6–9 months off – if they were in place at all. 

UK companies appeared to be significantly 
more ambitious here. Only 10 per cent of US 
respondents said they already had automated 
AE reporting, and just a fifth has imminent 
plans to adopt an IT solution for this.

 

Comparing these findings with the earlier 
claims made about high levels of existing 
PV automation suggests that respondents are 
making blanket references to solutions used 
across the whole spectrum of PV operations.

These could include basic electronic data 
capture in clinical development for case study 
(ICSR) reporting to agencies; auto-narrative 
generation (dropping data into document 
templates); programmed tabulations; and 
listings for aggregate reports and so on, 
which are often included in the applications/
services provided by safety vendors. 

While all of these productivity aids are 
useful, they do not add new value to the 
PV function. So the findings may mask relative 
immaturity in AE case intake automation.

Other automated activities.
To determine how far along organizations are 
with PV automation generally, and the specific 
areas they have advanced the most, the survey 
asked what else companies had automated or 
planned to automate within the PV function.

Clinical and medical information compilation 
(both mentioned by 64 per cent of respondents, 
rising to up to 80 per cent among respondents 
with product safety roles) emerged as the most 
advanced areas for process automation, with 
almost two-thirds of all respondents saying 
facilities for this were already in place.

Use of automation in standard document 
compilation and product quality compliance 
information was also common, cited as 
being in place at over half of companies 
(60 and 56 per cent respectively). 

Automated solutions for managing regulatory 
intelligent, literature screening, and auto-
narrative population were prevalent for 
more than four in 10 organizations.

Where automation is being used or planned.

Automation areas.
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Only 20% currently in use vs other adjacent activities.

Case intake automation use compared.

Question:   Are you currently using, or do you plan to use, PV Automation specifically for 
adverse reaction reporting (case intake) within the next year?

Question:   Other than adverse reaction reporting, what other areas of pharmacovigilance, 
if any, have you automated or plan to automate within the next year?

Adverse Reaction Reporting (case Intake)

Literature Screening

Regulatory Intelligence

Document Compilation (forms, reports etc.)

Medical Information

Clinical Documentation

Auto Narrative Generation

Product Quality Compliance Information

20%
44%
44%
59%
63%
63%
44%
56%
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Barriers to automation.
While most respondents claimed their 
organizations were planning an automated 
solution for AE case intake within the next 
year, the survey went on to reveal a number 
of practical barriers that were likely to inhibit 
progress – the top 3 being IT-related challenges. 

Respondents revealed that an inability to 
validate new systems (cited by 41 per cent), 
a lack of familiarity with AE case intake 
technology options (indicated by 41 per cent), 
and inadequate IT infrastructure (cited by 
38 per cent across all sizes of organization) 
stood in the way of automating these 
vast and largely manual workloads.

Larger pharmaceutical companies were found 
to favor range and depth of features in their 
preferred automation solutions, whereas 
smaller companies are looking for simplicity 
and ease of use. This finding is consistent 
with the tendency of larger organizations to 
use internal IT departments to build bespoke 
capabilities, while companies with more 
modest in-house capabilities are more likely 
to lean on solutions from third parties, or 
delivered as part of external services.

 
 

As a consequence of this, larger companies 
appear more likely to run into limitations with 
IT infrastructure. This was the number one 
barrier cited by large pharma organizations.

Over a third (35 per cent) of all respondents 
indicated that a lack of available solutions 
is an inhibitor to automation, again 
suggesting that vendors have some 
work to do in changing perceptions and 
demonstrating what’s possible today. 

For SMEs, cost was the most prohibitive 
barrier to progress, followed by concerns about 
ease of use and what greater automation 
might mean for people’s jobs. This further 
supports the call for IT vendors to educate 
the market, and to emphasize the rapid 
payback that can be achieved when successful 
process automation helps to optimize the 
time and focus of busy professionals.

Product safety teams were most likely 
to be concerned about cost, and a lack 
of familiarity with the technology.

Matters of quantity & quality.
There is a strong perception, especially among 
PV professionals, that PV automation equates 
to a rise in AE reporting volumes. A follow-up 
question confirmed that respondents see this as 
a positive development: a benefit of automation. 

The greater an organization’s capability 
for capturing reliable information quickly, 
efficiently and effectively, the higher the 
volumes of data that teams will be able to 
process – and the greater the likelihood of 
important cases being identified and logged. 

As long as technology is helping to capture 
the right information efficiently, and filter out 
any ‘noise’, this will result in greater vigilance 
and the ability to report findings quickly, at 
any scale – and ultimately a stronger safety 
record and better outcomes for patients.

Interestingly, improved data quality did 
not register in the top three perceived 
benefits of PV automation, however.

What’s stopping automation adoption in PV.

Implementing the technology.
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Question:   What, if anything, do you see as the main barriers to the adoption of PV Automation 
for adverse reaction reporting in your organization? (Tick up to three.)

The top 3 barriers to automation adoption.

Adoption barriers.

Systems validation

Lack of familiarity  
with the technology

IT infrastructure

Cost

Lack of available solutions

Ease of use

Fear of human  
replacement

Not applicable

41.00%

40.50%

38.00% 33.00%

36.50% 1.50%

35.00%

35.00%
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Perceived benefits of 
PV automation.
Across all company sizes, the top three 
benefits of PV automation (jointly) were 
seen as improved compliance; higher 
reporting volumes; and speed. 

There were differences in perception 
between small and large pharmaceutical 
organizations, however. 

Over half of respondents from SME rated 
improved efficiency as the primary benefit, 
followed by speed of turnaround. 

For large companies, keeping pace with 
peers and meeting compliance targets 
were deemed the main advantages. 

Surprisingly only just over a third  
(35 per cent) of all respondents cited 
resource redeployment as a target benefit.

Improved quality doesn’t come first, or even in the top 3.

Automation advantages.

Question:   What, if anything, do you see as the main 
advantages that PV automation  
will bring to your organization? (Tick up to three)

Improved compliance 42.50%

Higher reporting volume 42.50%

Speed 42.00%

Efficiency improvements 41.00%

Improved Data Quality 38.50%

Resource redeployment 35.00%

Competitive advantage / keeping up with Joneses 35.00%
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Are the benefits of adoption understood or communicated?

Risk and awareness. 

Question:   To what extent do you think organizations will be disadvantaged through not 
adopting PV automation?

More remarkable still was the finding that 
the vast majority of respondents did not see an 
absence of PV automation as disadvantageous. 

This is despite PV functions still being seen 
predominantly as a cost center rather than 
a value-added contributor to the business. 

It suggests the broader benefits of letting 
advanced technology take the strain of AE data 
capture and PV information processing and 
reporting aren’t fully on the radar of senior 
management/wider business stakeholders, 
and that again more education of modern 
technology options may be needed. 

Only six per cent of all respondents 
felt their organization would be ‘very 
disadvantaged’ by a lack of PV automation, 
and just 30 per cent felt it would be ‘somewhat’ 
disadvantageous not to have smart 
IT capabilities supporting the function. 

6% 30% 39% 24% 1%

Very 
disadvantaged

Somewhat 
disadvantaged

Not very 
disadvantaged

Not at all 
disadvantaged

Not  
Sure
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Clearly, pharmaceutical companies – 
large and small and on both sides of the 
Atlantic – have work to do to bring their PV 
capabilities in line with the latest technology. 

Currently they are curbing their opportunity to 
transform soaring PV workloads, and free up 
experienced professionals to spend their time 
on tasks which make greater use of their talent. 

This is disappointing, given that this 
could be achieved readily by enabling 
frontline people – including healthcare 
professionals and company personnel – to 
capture information directly into reporting 
systems, using smart digital solutions.

The current survey provides an 
interesting benchmark from which to 
monitor shifting attitudes towards and 
ongoing progress in PV automation. 

It is a topic Arriello will revisit.

 
© Arriello 2020.  
Please credit Arriello in all survey 
citations, whether print or online.

Conclusion.
Still work to do.
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Arriello is building a range of interconnected 
products for the life sciences industry 
that leverage the latest in automation, 
artificial intelligence and technology.

Through a balanced approach between 
digital enablement and human expertise, 
our focus is on creating solutions that 
are faster, better and smarter with less 
risk than existing processes, or that 
create entirely new ways of working.

Our systems and solutions aim to enhance, 
improve or redefine areas such as individual 
case safety reporting, medical information, 
literature screening, medical information, 
regulatory information and signal detection.

Our belief is that we should develop software 
with life science experts, for life science 
experts, to make sure what we’re building 
and why we’re building it, have a solid 
foundation in real world application.

Our transatlantic survey has 
confirmed the client feedback and 
development progress of our case 
intake and triage system IntelliCASE. 

As we continue to improve the system,  
so surveys like this continue to help shape 
and guide our decisions, ensuring what 
we create is precisely what PV experts 
around the world are looking for as we 
move to far greater automation adoption.

About Arriello. IntelliCASE.
Our digital solutions vision. Survey to product.
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Speech enabled case reporting in your pocket!
IntelliCASE is the world’s first mobile, customizable, ICSR solution that allows you to use speech to text in  
multiple languages. 

IntelliCASE provides a simple, intuitive and easy way to complete a structured case report form on your mobile 
device. The Reporter indicates the fields required for a valid case, allows you to attach photos or other files, save 
the report as a draft if required and preview/edit it before submission to the Tracker and/or your Safety Database.

Case processing follow ups with urgency levels and required dates are also handled in-system direct to the user 
dashboard with email acknowledgements for each case/update submission.

IntelliCASE is E2B R3 compliant, fully validated to GAMP 5 GxP standards and recommendations, and all data 
handling and storage is GDPR compliant too. 

Creating a case report, on the move, when you want, just became a whole lot easier.

https://www.arriello.com/automation/intellicase/

How fast is fast?

Our testing shows we can reduce the average processing time compared with a ‘traditionally processed’  
case (reported by email, fax or call), from 1.5 hours down to 30 minutes including QC check with IntelliCASE,  
a massive 66% time saving!

66% faster...
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Easy.
Clear, intuitive and easy to use interface.

Portable.
When and where you want online.

Voice or text input.
It’s your choice.

Fast.
Direct transfer to Tracker and client safety DB.

Efficient.
Faster, easier input, better data, rapid/reduced follow ups,  
instant acknowledgements.

Expert design.
Developed by PV people, for PV people.

Focused.
PV specialists spend more time on thinking and analysis than labor 
intensive administration = more focus on safety.

https://www.arriello.com/automation/intellicase/

E2B compliant.
Connects to your E2B R3 safety database and can be  
adapted for E2B R2.

Validated.
GAMP 5 GxP validated for auditing and quality  
management compliance.

In-system follow-ups.
Urgency levels and dates direct to the user dashboard.

Multi-lingual.
Selection of multiple voice input languages.

Customizable.
Your language interface/system/user requirements.

Accessible.
Outputs data/audit trails to most common formats, 
customizable to any others.

AI capable.
Developed to use custom insight algorithms  
with your data.

IntelliCASE features and benefits summary.
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These include Market Consultancy, Global Regulatory Affairs strategy and implementation, Full and Local  
Pharmacovigilance solutions, Clinical Drug Safety, and Quality and Compliance auditing and systems. 

Our brief is simple; to make the process from development to market faster, better and smarter. 

Headquartered in Ireland, with European operations in Central Europe, we provide expert Market Access  
guidance across the EU, US, LATAM, CIS, MENA, Asia and South Africa.

With our extensive global vendor network, ISO 9001 certification, years of experience and satisfied clients, 
including Global Originators, Biotechs, Generics and CROs, you can be confident in our ability to deliver.

However complex or simple your requirements, you can rely on us as a trusted partner.

Global headquarters
Arriello Ireland Limited
No. 51, Bracken Road
Sandyford, Dublin D18 CV48
Ireland

Phone: +353 1 293 6755

European operations
Arriello s. r. o.
Olivova 2096/4
110 00 Prague 1
Czech Republic

Phone: +420 222 367 765

USA office
Arriello USA
One Marina Park Drive 
Suite 1410
Boston, MA 02210
USA
Phone: +1 617 807 7016

Service inquiries: sales@arriello.com

 linkedin.com/company/arriello_group

www.arriello.com

www.arriello.com
https://www.linkedin.com/company/arriello_group



