The CAPA
Conundrum
By Brian Ludovico

20

September 2010

As a certification officer and lead auditor for a
Notified Body (NB)/Certification Body (CB), I
have come across a variety of challenging issues
during the assessment of quality management
systems. Controlling outsourced processes and
evaluating suppliers, keeping current with applicable regulatory requirements and harmonized
standards, verifying the effectiveness of just
about anything and using Corrective Action and
Preventive Action (CAPA) properly—the processes all seem to require improvement. While
each deserves attention, lately I have noticed that
CAPA is probably the system most in need of it.

Background
CAPA is not a new concept in quality management systems. In fact, without channeling
Deming,1 it has been at the core of the quality
system implementation for the better part of 60
years. Setting aside a trip through the memory
time machine, I draw attention to quality system
principles used today, whether they are found
in ISO 9001, EN ISO 13485 or the US Food and
Drug Administration Quality System Regulation
(QSR), or for many readers, all of the above. I
think we can all agree the fundamental concept
of quality management is to prevent problems
(i.e., nonconformities) from occurring, particularly when those issues manifest themselves
post-distribution. While preventive action is a
noble concept and one that should not be denied
priority, history has shown that even the best
quality systems have had their problems. Hence,
corrective action has taken center stage, demanding our attention.
Notably, one can see this even in the ISO
9001:1994 standard where element 4.14 was
reworked to segregate preventive action (4.14.3)
from corrective action (4.14.2), which were once
lumped together (ISO 9001:1987). Calling out element 4.14.3 was the emphasis that was necessary
in a seemingly lost concept of proactive versus
reactive actions. Additionally, it is interesting
to see that 4.14.3 d. specifically calls for preventive actions to be submitted for management
review. Was submission so obviously ignored at
the time that it had to be printed as a reminder?
This same requirement is not found as such
in element 4.14.2, yet one of the staples of any
management review meeting is CAPA, from
the standpoint of complaints or manufacturing
issues (i.e., scrap, rework, downtime). It would
be inaccurate to say that preventive actions are
never used, but if I were to bet on the aspect of
CAPA that is encountered more frequently in any
manufacturer’s quality system, I would choose
corrective action any given day. Maybe it is
because corrective action involves a defined issue
on which to focus, or maybe because it is easier
to see the final break instead of the preliminary
weakening of almost anything. Notwithstanding
preventive action’s merits in the quality system, I

am focusing in this article on corrective action to
provide the perspective of a CB.

The Psychology of CAPA
Most, if not all of us have been exposed to CAPA
in some way or another, whether as a result of
an external audit, a complaint or another quality
system failure. The proverbial speeding ticket of
the quality system, CAPAs are often dreaded by
their recipients as a nuisance. Meeting the due
dates of the CAPA plan and implementation take
time away from tightly controlled schedules and
resources away from demanding bottom lines
most businesses have established. In some cases,
CAPAs take a back seat because it is much easier
to ask for forgiveness after missing a CAPA
deadline than explain why production had to be
suspended or worse.
Our brains are already programmed for corrective actions. Call it Murphy’s Law, bad luck
or the complaint of “Why do these things always
happen to me?”, we attend to problems in our
lives analogous to what I call the “philosophy of
CAPA.” Take, for instance, a stove-top fire. Faced
with the adrenaline-inducing need to save your
dinner or, worse, your home, you instinctively
react to put out the fire. Without thought, you act
to stop any further damage.
Later, after ordering take-out, you proceed
to figure out why the stove caught fire in the first
place. Could it have been grease on the burner,
a dish towel too close to the heat or something
much more serious such as faulty wiring?
Conducting the investigation and finding the
answer may not be as simple or as quick as this,
often requiring the enlistment of other parties,
research and even possible reenactments. Upon
completion, the process of fixing the problem
begins with the intent of ensuring that it will not
happen again.

CAPA 101
If all of this sounds familiar, it should; it is the
formula for corrective action broken down into
its constituent parts: correction, root cause analysis and corrective action. As with any process,
CAPA has a defined beginning and end. As such,
CAPA lends itself to trending and measurement.
If we take a look at the components of corrective
action, we may unlock some of the reasons for
the trepidation that many experience when having to use this process.
Root cause analysis is exactly as it sounds:
getting to the absolute bottom of the problem.
One of the more popular ways to accomplish
this is by asking “Why?” until there are no more
questions to ask. This is appropriately called the
“Five Why” method, because it seems that five is
the average number of questions before the true
cause is discovered.
One of the common mistakes in root cause
analysis is a conclusion that simply restates the
nonconformity. We already know that the stove
Regulatory Focus

21

caught fire. Similarly, root cause analysis should
result in simply an explanation or rationalization
of the occurrence. Blaming the cook for carelessness does not answer “why” the cook did not
follow safe practices. The Five Why method
is designed to force you beyond the knee-jerk
tendency to blame the nonconformity on “inadequate procedures” or “operator error.” At the
root, there is a reason the process did not include
the information required or why the operator did
not follow a process. In many cases, poor root
cause analysis can be attributed to a reluctance
to admit failure when the mirror is held to one’s
work.

CAPA
The next two components of CAPA are
often confused, used interchangeably or, in
many cases, lumped together. “Correction” is the
containment of the problem or, pun intended,
“putting out the fire, ”while “corrective action”
is what is done to prevent recurrence of the problem. These are two distinctly different actions
that have a great impact on the effectiveness of
the process. Correction, although by definition
the seemingly easiest to accomplish, is frequently
used inappropriately and not to its fullest extent.
Nonconformities are often treated as single
events without consideration of the possibility
that similar issues may exist in other parts of the
quality system that should also be addressed.
As an example, a manufacturer may have documented a CAPA because it was determined
that the labeling of a device was found to be
incorrect. The manufacturer might immediately
halt the manufacturing and/or distribution of
products while the root cause investigation is
performed, but has it considered other device
labeling and the product that has already been
distributed?
When documenting correction, it should be
described in the past tense, noting the immediacy of the action. This is not to say that all
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corrections have to be immediate. In instances
where the correction requires the appropriation
of a vast amount of resources (i.e., purchasing
capital equipment or recalling a product), it
is acceptable to have a plan for the correction.
However, there should be defined deadlines for
the plan’s implementation and for the assignment of the resources necessary to complete the
task.
Corrective action may also be misconstrued
as correction because of its meaning (preventing recurrence). Since we often use the term
“prevent” in association with corrective action,
one can easily assume that it means “preventive
action.” Following this logic, if preventive action
is misunderstood to be preventing “recurrence”
instead of preventing ”occurrence” then corrective action must mean the containment of the
issue, which is actually correction. Confused yet?
Just look at CAPA as a four-step process (cause,
correction, corrective action and preventive
action) and that correction and corrective action
are taken when something has already happened
and is in need of clean-up, and you have a better
way of remembering it.
Finally, I have found that manufacturers
suffer from the “verification of effectiveness
blues.” While there is no golden rule for this,
timelines for checking the effectiveness of an
action, whether corrective or preventive, will
vary depending upon the severity of the issue,
the frequency of a process or even the volume
of business. Therefore, the planning of such
verification should be of statistical significance.
For instance, it would not make sense to verify
the results of a corrective action for a labeling
change, if the manufacturer hasn’t sold enough
devices to determine if the problem was really
fixed. If the deadline for effectiveness is set too
soon after the corrective action has been implemented, insufficient time may have passed or
insufficient samples may have been gathered
to get a true account of whether the corrective
action worked. Conversely, setting the deadline
too far into the future could leave room for the
issue to continue, should the corrective action
not be effective. Regardless of how the effectiveness check is used, a properly designed and
documented plan is the key to staying on track
and closing the issues.

CB Oversight
So, beyond the obvious reason of maintaining an effective quality system, why put CAPA
under the microscope? Manufacturers have a
lot to deal with regarding the applicable quality
system (and possibly regulatory) requirements, so they may not consider that in order
to be accredited, certification bodies are also
required to comply with a standard of their own,
namely ISO 17021:2006. Within that standard,
clause 9.1.11, states, “The certification body
shall require the client to analyse the cause and

describe the specific correction and corrective
actions taken, or planned to be taken, to eliminate detected nonconformities, within a defined
time.” Therefore, CBs are accountable for how
they assess manufacturers’ processes and as a
result, may require a more robust CAPA system
so that reliance can be placed on the validity of
the certification. Incidentally, manufacturers are
not alone; accreditation bodies are strengthening
their oversight of CBs.

Putting the “PA” Back in CAPA
Now, ask yourself: how often do you check
your stove on a periodic basis for the presence
of faulty wiring? Probably not often, if at all. Of
course, there is a fine line between paranoia and
prevention, but being prepared is always the
best option. Silently, preventive action awaits
the respect it deserves as the rightful heir to
an effective quality management system. The
change in the way risk is assessed, brought on
by ISO 14971, from design-focused risk “analysis” to an all-encompassing risk “management”
has further emphasized the need for prevention.
Consideration of all things that could possibly go wrong in any given situation—whether
manufacturing, supplier controls or even service
provision—is paramount to maintaining an effective quality system. Of course, there are obvious
preventive actions such as preventive maintenance of equipment, design failure mode and
effects analyses and supplier audits, but there are
also a variety of others that may go unnoticed.
Many are considered improvement projects or
upgrades to systems and may not even be documented in the manner they deserve. They can
come from a variety of sources, including one of
the most valuable, the people who perform them
on a daily basis. Even processes such as internal
auditing, training and calibration help prevent
unknown issues from occurring. Time spent on
well thought out preventive action programs is
a wise investment, especially when you consider
the cost of manufacturing downtime or even
recalls. I am always telling manufacturers to give
themselves more credit when it comes to these
ideas.

Reality Strikes
Recently, I was speaking to an interior designer
with very little experience in the world of quality
management systems. I began to rant about the
CAPA concept and the frustration that seems to
surround it, while trying to relate it to her business. She also misinterpreted corrective action
as correction, but when I defined the terms (and
used my stove anecdote), she added that it was
clear that the goal of corrective action would be
to stop something from happening another time.
My eyes started to widen at the idea that someone who does not deal with this on a daily basis
actually understood it. She continued that preventive action must then mean to stop something

from happening in the first place, at which point
I was in a full smile. She capped it all by saying
that it really would make sense to “design in”
quality…pun intended.
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