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When things go wrong, too often companies apply 
a temporary fix and move on. A better, quality-focused 
approach is to find out exactly what caused the issue  
and learn from that.  

This is where optimizing Corrective Action Preventive Action 
(CAPA) processes is key. This short guide sets out a best 
practice approach to successful CAPA management.

Continuous improvement is not possible 
without full visibility of failures. Errors or 
failures are best reframed as areas for 
improvement – implementing an effective 
CAPA program (to learn from, and prevent 
issues) is beneficial on many levels. 

It can cut costs, reduce the administrative 
burden on highly qualified people, improve 
the quality of processes, and enhance the 
client relationship. 

However, the reality is that many pharma 
companies need to be more proactive and 
take a long-term view rather than issuing 
a superficial fix. 

It is important to discover the real cause of 
a problem, identify the appropriate actions and 
act on them in a timely way. 

Solid effectiveness checks – the final 
stage of the CAPA management process, 
checking that whatever remedy is put in 
place is going to work – are important, but 
ideally, the CAPA measures should be strong 
enough for the effectiveness check to be 
successful every time. 

And when companies don’t focus on taking 
preventive action, the effectiveness check will 
usually fail, because the action taken has not 
addressed the root cause of the issue.
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Here are seven best practices in CAPA management:

Many CAPA systems fail because they are not well structured 
with a clear action plan. Others fail because the company is not 
following processes that were carefully designed to take account 
of the dependencies between all phases in CAPA management. It is 
important to follow all processes in the correct sequence.

Risk analysis is a mandatory phase in the CAPA management 
process. It is crucial to patient safety and identifying the business 
impact of failure. A risk analysis should result in a plan highlighting 
which stakeholders should be involved in the investigation, the 
grading of the situation – critical, major or minor – and the timelines 
for the actions that need to be put in place.

Follow the CAPA process 

to the letter.
1 Communication is key at every level 

in the CAPA management process.
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Involving the right people who can provide accurate information 
to the investigation, will help identify the root of any issues and 
resolve them more effectively.

There needs to be a clear system for communication and sharing 
of information from the beginning to the end of the CAPA process. 
A CAPA management system is very useful here, helping inform 
the relevant personnel of their expected input, managing approvals 
and triggering actions according to the agreed timelines. 

In the absence of a dedicated CAPA management system, 
Quality professionals will require project management skills, 
involving planning, good time management, and proactivity. 

Too often CAPA investigations attribute failures to human error. But 
humans make mistakes for a reason and it is important to dig deeper 
and discover that reason. Look deeper at the context of the incident. 

Technology processes can influence human performance, if the 
interface is unclear or poorly designed. Human performance can be 
related to interaction with peers and leaders. It can be influenced by 
work satisfaction, work-life balance or subject knowledge.

Human error is not a root cause 

of failure.
3
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A quality system with the appropriate tools and infrastructure is vital 
to support the CAPA program. Without this, the process will be wholly 
dependent on retaining highly skilled people and will demand a lot 
more resources. 

Having both good people with planning and project management 
skills and an effective CAPA management system will slash the 
administrative overhead and reduce human error.

Companies should look at trends from multiple perspectives. All the 
CAPA management phases can contribute to trend analysis, providing 
data and reporting on routine process monitoring, risk management, 
impact analysis, and management of complaints. Reports might also 
include the performance of certain vendors or internal personnel. 

If the data analysis shows recurring situations in an area where 
corrective actions have been taken, this represents the best indicator 
that the effectiveness check has failed. 

Trend analysis here has a very important role highlighting whether 
previous actions actually improved the service, or only worked as 
a short-term fix.

Put in place quality tools – 

and quality people.
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Take trend analysis 

to the next level.
5Avoid confusing causes with symptoms when 

it comes to deciding what action to take.
4

Break down 

organizational barriers.
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The CAPA management process can feel like an impediment to 
meeting regulatory requirements or responding to audits in a timely 
manner. The temptation is to patch the issue, rather than take action 
to address both symptoms and root cause. Of course, realistically, 
it’s not always feasible for a company to address symptoms and 
problems as and when they appear. 

It is very important to plan ahead for the type of actions that might 
need to be implemented throughout the organization when an issue 
has been identified. Immediate actions, or containment actions, 
address symptoms by making sure that processes are not disrupted. 
These actions are aimed at containing the issue quickly. 

In contrast, corrective actions are aimed at eliminating the root 
cause. And finally, preventive actions are directed towards improving 
processes and preventing a problem happening in the first place.

To dig down and identify the real root cause of errors and failures it 
is important to involve senior leaders in the investigations in order to 
make them aware of any gaps. 

Commonly, quality investigations and improvements tend to be 
limited to middle manager level. This is not good for the company, 
because the problem will keep growing, eventually jeopardizing the 
flow of the project and the client relationship.
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Learning from mistakes.

How Arriello can help.

Companies must learn from their mistakes. When companies are focused on getting through an audit 

or getting product to market, it is too easy to turn a blind eye to systematic problems and apply a 

temporary solution to problem areas.

 

Implementing a quality system that makes the process more efficient, removing many routine 

administrative tasks so that people can focus more on quality rather than process, is a good first step.

There must be recognition that continuous failures are actually a useful guide to where improvement 

is needed. Ripping off the temporary Band-Aid and addressing root causes is a vital foundation to 

effective CAPA management that will secure patient safety and the good reputation of the business. 

Arriello’s Auditing and Quality Assurance services offer 
a consistent, independent, and flexible approach to 
managing all your Quality Management requirements. 

Transparent and adaptable, we can connect Vendor,  
SDEA/PVA and CAPA plan management as needed. And our 
extended auditing service provides global coverage utilizing 
an experienced pool of high-caliber auditors. We have the 
capability to fully manage your audit universe.

Find out how Arriello can support all GVP  
and GCP needs of your organization at
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Our valued clients rely on our ability to deliver, however complex their requirements, 
through our proven expertise, global coverage, and technology.
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