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The 2021 pharmacovigilance 
outsourcing imperative.
Why outsource now?



Why outsourcing should be your next move.

Managing pharmacovigilance in-house is no longer 
cost effective. The pharma industry, like many 
others, has seen a massive transformation since 
the beginning of the coronavirus pandemic.  
This has opened up a once in a generation 
opportunity to make changes that will lead 
to much more effective and cost-efficient 
pharmacovigilance.

Virtual working has become the norm. 
Being physically in the office is less important as 
people are connecting from home, wherever they 
are in the world. Geographical location is still relevant 
to regulatory aspects of the pharma sector, but even 
inspectors and auditors who used to carry out audits 
on premise are working remotely and virtually.

Alongside the rise of virtual working has come 
increasing complexity, both of regulations and 
technology. The PV regulatory landscape is 
constantly changing across the world. 

In Europe, Brexit has altered the previously 
harmonized environment. Now the UK is a 
separate entity with its own legislation and 
requirements and pharma companies may need 
an affiliate for the UK and another for Europe.

While Europe has its own set of PV legislation that 
the European Medicines Agency has put in place, 
there is of course different legislation in other 
regions as well – such as LATAM, APAC, MENA etc.  
 

If a company wants to market a product in 
these locations, they can either have an office 
or affiliate there, or they must find a partner who 
has experience in those territories. Increasingly 
that presence can be virtual and, taking into 
consideration local requirements, able to manage 
different territories from a central location – e.g., 
managing Asia Pacific from Australia.

Counterbalancing the increasing level of 
complexity, cloud-based technologies and 
automation are driving efficiency. Companies are 
adopting solutions to do things smarter, whether 
this is related to signaling, case processing, or 
clinical reconciliation, for example. In-house IT 
teams are likely to need additional people who 
can help source, implement and support new 
intelligent technology. 

At the same time, emerging provisions in good 
pharmacovigilance practices (GVP) demand 
specialized PV resources for risk management 
activities and audit of computerized systems. 
These resources are not always available on tap, 
in-house.

All this complexity translates to rising costs. 
Regulatory and IT teams are growing all the time 
as companies recruit for additional skills. 

Adapting to new regulatory requirements swallows 
up resource as people get up to speed with the latest 
changes. And taking a wrong turn with technology 
decisions can be very expensive in the long run.

In 2021, tapping into the PV resources the 
business needs, on demand, is a much more 
cost-effective way of doing things.  
 
Flexible outsourcing can supplement in-house 
resources and take away the cost and headache 
of ownership. In this eBook, we take a look at how 
PV outsourcing works in practice across different 
departments.
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How outsourcing helps.

For global pharma businesses, PV quality control and 
risk management are core business. Some will argue that  
on-demand GPV outsourcing cannot be the next Spotify or 
Uber. Businesses need tight control and ownership of PV to 
ensure quality and to make sure that they do not fall foul of  
the regulators. 

The solution is to make quality a KPI. Quality is measurable 
and KPIs can relate to the quality of individuals’ work and the 
broader quality standards of the outsourcing provider. There 
may be concerns relating to assignment of resources, worries 
that senior people will be put up to win the business then 
juniors take over. Again, it is easy to set KPIs on retention and 
staff allocation. 

In an undeniably complex world it is understandable that 
pharma businesses assume no-one knows their business 
like they do. Their staff have years of experience of their very 
specific processes. In fact, outsourcing allows companies to 
supplement that in-house knowledge base with additional 
expertise and insights from peers with wider experience.
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Service level KPIs.
 
Service level KPIs are key to addressing the many perceived impediments  
to outsourcing, allowing outsourcing to deliver benefits in departments including:

QPPV and Local PV.
Outsourcing makes PV processes more efficient. The outsourced QPPV may 
be integrated within a QPPV office – supporting management of daily QPPV 
activities, while reducing cost on high value FTE members of staff. Pharma 
companies only need to pay for the specific service and hours needed.

Companies can select a QPPV with specific relevant expertise for each 
project or product. For example, if a company has a biological product 
coming out of Phase 3 trials and into authorization, it could select a QPPV 
with relevant experience to support that process from a pool of QPPVs with 
a variety of experience.

The workload for local PVs can be low in some countries, but companies 
generally need to employ a full-time LPPV person to cover this requirement. 
At the same time, finding the right people for LPPV/LSO roles is time 
consuming, as NCA requirements for qualification, experience, language 
skills and residency differ from country to country. Accessing outsourced 
resource as needed saves the cost of a full-time salary and eliminates the 
ongoing recruitment headache. 

It is also possible to tap into the services of an LPPV with an established 
local NCA relationship. That person brings an enhanced understanding of 
local legislation, experience with particular scenarios, and can lend expertise 
to support process improvements derived from audits and inspections.

An effective outsourcing partner should be a single point of contact to 
access PV expertise in multiple territories. Ideally, that service should 
be complemented with on-demand automation solutions and integrated 
systems that can help increase efficiencies and drive insights from metrics 
and trend analysis.

Safety Data Management. 
Outsourcing safety data management is another way of driving more efficient 
processes and reducing costs. Dedicated outsourced case processors have 
a wide variety of specific skills and experience from working with different 
scenarios and different products from ATMP, to biosimilars and generics. 
They also have extensive experience with submission routes and timelines 
for various authorities around the world therefore, compliance is assured. 

Benefit risk specialists can contribute expertise from working on signal 
management in different therapeutic areas and experience with submission 
to different health authorities around the world. Resources for case 
processing and the benefit risk team may be scaled up or down – and life 
sciences companies can tap into experience assessing causality across 
different therapeutic areas and scenarios as needed.

Medical writing. 
Consistent audited and inspected medical writing processes improve 
efficiency. This is a challenge to achieve within individual companies, but 
outsourced, cloud-based systems have the scale to guarantee quality and 
consistency.

Ideally, layered on top of optimized technology should be support 
from experts with deep understanding of global and local regulation 
and experience with the requests of different types of authorities. This 
way, fewer resources need to be dedicated internally to developing and 
maintaining in-house systems – and business will see a decrease in costs 
associated with hiring and training dedicated personnel.
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Case studies.

PV system establishment.

When a global pharma company wanted 
to take a drug to market, they turned 
to Arriello. 

We already had experience working with 
the same active substance products from 
different clients’ portfolios. 

Direct experience in similar territories 
enabled us to allocate, very quickly, specific 
consultancy and knowledge to support the 
global pharma business’ needs. 

We were then able to streamline the 
preparation of the pharmacovigilance 
system and required documentation, 
saving time.

Medical writing.

A global pharmaceutical company with 
a large portfolio of medicinal products, 
in particular anaesthetics, heparins and 
immunosuppressant drugs, outsourced 
to Arriello services related to non-EU 
aggregate reports.

Due to internal short staffing and the 
recent acquisition of new branded MAs 
globally, the company was struggling 
to generate and deliver a large amount 
of aggregate reports, including PSURs, 
PBRERs and DSURs. Arriello was 
approached to provide support with the 
preparation and medical review of non-EU 
aggregate reports.

Due to the extensive experience and 
expertise of Arriello’s team, a high-
quality service covering a broad range 
and high volume of aggregate reports 
was provided. Following the successful 
partnership and internal positive feedback, 
the pharmaceutical company decided 
to expand the collaboration with Arriello 
on several other services related to 
the lifecycle of their portfolio, including 
Regulatory Affairs and local PV services.

Portfolio transfer 

and QPPV services.

A global specialty pharmaceutical company 
was acquiring a large portfolio of medicinal 
products, marketed both within and outside 
the EU, from a partner company. 

The company therefore needed 
consultancy services for the creation and 
revision of necessary PV documentation, 
as well as support with the data and 
documents transfer and the EU QPPV and 
deputy services.

Arriello provided a skilled EU QPPV and 
deputy that could consult on the necessary 
steps, successfully guiding them through 
the transfer process, while maintaining 
oversight over compliance with the 
PV legislation. 

After this successful collaboration built on 
expertise and trust, the company also decided 
to outsource local PV services for specific 
territories where Arriello was able to provide 
comprehensive Regulatory intelligence 
and long-term expertise, thus ensuring a 
compliant and cost-effective solution.
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Safety data management.

A pharmaceutical company needed 
support handling case management 
through its marketing authorization 
transfers across various regions globally. 
The company turned to Arriello and, 
through our expertise in case processing 
and global regulatory intelligence and 
our faster, smarter, better approach, we 
were able to help the client successfully 
navigate the case submissions to various 
health authorities including EMA, MHRA 
and Swissmedic. This saved the client 
both time and resources in the process, 
compared to hiring internal staff. 

Additionally, we were able to successfully 
provide timely exchanges of the safety 
data to all partners involved while the 
marketing authorisation transfers were 
rolling our globally.

Case studies.

Local PV.

This specialty pharmaceutical company 
was launching a highly in-demand 
product and needed to quickly set-up 
local PV services in various EU and non-
EU countries, ranging from Latin America 
through Asia to Africa. The company was 
at the same time facing a high probability 
of inspections in several territories 
due to the nature and quantities of the 
distributed goods.

Arriello quickly provided a network 
of highly skilled professionals in the 
respective countries, establishing 
smooth communication with authorities, 
resulting in a successful pre-authorization 
inspection. This eliminated the risk of 
losing to competitors due to a time delay 
in commercialization. Arriello provided the 
necessary resources, quality management 
system, and ensured business continuity, 
resulting in the safe and expedited delivery 
of the product to the patients and public.

Data migration and Validation.

As part of a full PV system provision, this 
pharmaceutical company asked Arriello to 
host their safety database; Arriello’s Veeva 
Vault Safety system was the obvious 
choice. One of the main requirements 
was to migrate all legacy case and 
supporting data from the former safety 
database system. To ensure migration 
success, validation activities were put in 
place to ensure data integrity between the 
legacy and new system while maintaining 
compliance status.

Even with a significant volume of cases, 
Arriello successfully delivered on the 
time and scope, despite the fact that the 
former safety database was an in-house 
proprietary system, not off-the shelf, thus 
requiring extensive data cleansing. The 
preparation of all safety data and correct 
mapping between the two systems 
was crucial. Our internal expertise and 
experience were essential in creating 
multiple staging and the test environment, 
as well as the successful Quantitative and 
Qualitative validation to verify no data loss. 
All the client’s safety data was mapped 
and migrated successfully, its PV activities 
seamlessly continuing in the Veeva Vault 
Safety database.

6



Controlling costs 
with GPV outsourcing.

Digitalization is changing the way we work and regulations are 
changing all the time. The growing level of GPV complexity 
has increased the challenge of having in-house access to all 
the right people all the time. It is driving up costs.

Outsourcing helps get those costs back under control. 
On demand technology makes processes more efficient 
while increasing quality. Access to specialized resources as 
needed cuts costs and delay due to recruitment. It contributes 
insight and experience that adds value to processes and 
reduces error.

When companies can scale human and technology support 
up or down as needed, they will be in a much better position 
to respond quickly to market and regulatory changes and 
opportunities. 

Outsourcing PV delivers all this and more.

To find out more about how outsourcing PV 
can support your business:

Go to website >>
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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

www.arriello.comService inquiries: sales@arriello.com

   linkedin.com/company/arriello_group

ISO 9001 certified

Arriello is a leading consultancy and solutions provider of risk management 
and compliance services to the pharmaceutical industry. We’ve been making 
the development-to-market process faster, better, and smarter since 2008. 

Our global services span the product life cycle from Clinical to post-submission 
Regulatory Affairs and Pharmacovigilance, Quality Assurance and Auditing, 
and innovative automation solutions. 

Headquartered in Ireland, with operations across Europe, we consult and create 
solutions across the EU, North America, LATAM, CIS, MENA, Asia, and South Africa. 

With our extensive global network, decades of combined experience and ISO:9001 
certification, we are a trusted partner primarily to pharmaceutical and biotech 
companies.

Our valued clients rely on our ability to deliver, however complex their requirements, 
through our proven expertise, global coverage, and technology.

About us.

From development to market. 
Faster. Better. Smarter.

http://www.arriello.com
mailto:sales%40arriello.com?subject=
http://linkedin.com/company/arriello_group

