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GVP/GCP Quality Management:

What does it mean to you 

& when to seek help.
An Arriello eBook.



Ensuring that you deliver safe, 
high-quality products, that you 
follow robust and compliant 
processes, and have all of the 
documentation to prove it, is a 
huge undertaking for companies.

Investment in Quality is essential 
to contain risk, and to uphold 
commitments to patient safety, 
but outside of this it’s often 
difficult to see how the function 
delivers value for the business. 

It is resource intensive, 
and there is considerable 
pressure to be efficient – yet 
without cutting corners. 

It is for all of these reasons 
that life sciences organizations 
often find that they need help 
with at least some element 
of Quality Management.

For large global brands, the 
requirement might be occasional 
help with audits. For mid-sized 
marketing authorization holders 
(MAHs), it could be support with 
Corrective Action and Preventive 
Action (CAPA) management, 
or something broader. 

For smaller MAHs with limited 
internal resources, the priority 
might be gaining access to 
Quality expertise and a robust 
Quality Management System 

(QMS) to perform deviation 
management, or to technical 
support with standard operating 
procedure (SOP) writing. 

Also, vendor management is  
a hot topic at present with many 
EU inspection findings. The 
task of keeping track of vendor 
changes and associated risks can 
be a laborious one, consuming 
a lot of time and resource that 
companies can’t readily spare.

The good news is that Arriello 
offers a very flexible, bespoke 
and modular Quality service 
that we can apply in a way that 
addresses each client’s specific 
needs and priorities.

Introduction.
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Six signs you might need support 

with Quality Management.

What might prompt you to look for help from an external partner?

In our time we have encountered a full spectrum of requests and requirements – the following 
being the most common drivers prompting life sciences companies to seek external help from 
a Quality Management System perspective:

Issues arising as a result of 
an inspection, such as vendor 
management.

The Lack of an e-QMS and the costs 
of implementation, and uncertainly 
about the cost of implementation or 
where to begin.

Specific QMS challenges such as 
deviation management, and how to 
prioritize and justify the work involved.

Challenges related to growing 
vendor list and the need to keep 
control of the full picture.

Pandemic-related backlogs.  
After a period of grace due to 
disruptions to normal office activity, 
inspectors have renewed their 
expectations around QMS and 
compliance, yet if team members are 
still working remotely or have moved 
on, internal capacity to attend to these 
obligations may be compromised.

Brexit-related quality burdens. 
Brexit has triggered a big change 
in requirements, bumping up 
quality workloads for already 
stretched teams.
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Weighing up outsourcing options.

One of the most common misconceptions 
about managed Quality services is that 
QMS-related outsourcing needs to be 
all or nothing. But at Arriello we have 
something for everyone. 

We specialize in bespoke, client-specific  
options, and can take on as much or 
as little as you need us to. In addition, 
if there are areas you want to strengthen 
internally, we can come in and create 
tailored training programs to fill 
any gaps and make your team more 
self-sufficient, confident and efficient. 

We can provide this training at distance, 
too, making it possible to reach 
everyone and meet their specific needs 
conveniently and affordably.

Setting your strategy.

To decide how best to structure your 
Quality activities and where you could 
benefit most practically from specialist 
help, you’ll need to work out where your 
particular pain points are, or where you’d 
most like to redirect your team’s time, 
using this as your guide to fill in any gaps. 
We can help with that too.

It may be that vendor management/
constructing and managing supplier 
agreements and related points of risk, 
or changes (e.g. to the named QPPV), 
are consuming too much internal resource 
or are a compliance-related concern. 

Rather than relinquish control of 
everything, why not let go of the 
areas that consume the most time 
or cause the most anxiety?

You need to do something. What next?
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	� Arriello has a global capability, with local 
teams on the ground in key markets, 
so we’re able to apply both international 
continuity and economies of scale and 
resources and knowledge specific to 
each market.

	� Unlike a lot of other service providers, 
we provide custom solutions tailored to 
our clients’ specific needs and budgets. 
We won’t pressure you to outsource 
more than you need or want to. 

We can even provide initial, free consultancy 
to help you work out which aspects of your 
QMS/quality operation you could afford to 
let go and how we can best help you. 

	� We’re a high-tech company, which means 
we leverage the latest IT to hone efficiency 
and deliver services affordably. 

	� Whatever you need, we can help. We can 
take care of everything from assessing 
next steps following inspection findings, 
to administration of updates to and 
management of vendor Safety Data 
Exchange Agreements (SDEAs), to running 
entire auditing programs.

	� We have a well-resourced auditing pool 
and a dedicated QMS team interlinked 
with pharmacovigilance (PV).

Our Quality operation is headed up by  
highly-experienced Quality and PV experts, 
who are also trained auditors. We also 
have a substantial global network we can 
draw on for additional specialist resource, 
allowing us to scale activities efficiently 
for larger requirements.

Why Arriello?

Find out more about our Good Vigillance Practice (GVP), 
Good Clinical Practice (GCP), and all our other Auditing 
and Quality Management services:

Go to our website >>
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http://www.arriello.com/quality-management-audit/?utm_source=website&utm_medium=PDF_download&utm_campaign=QualityManagementEbook_p5&utm_id=QMebook2021_p5


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

   linkedin.com/company/arriello_group

ISO 9001 certified

About us.

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.

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

From development to market. 
Faster. Better. Smarter.
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