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Closed System LOOP FDA Recommended
CAPA Methodology
In this paper we are going to examine the quality of the event management process, and in particular
the CAPA, referred to as corrective and preventive action.
As we think about the quality management systems (QMS), and their different components, certainly
quality event management is one of the most important.
Additionally, as we look at the quality event management system more specifically, we see that it may
be broken up into primary components:
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The CAPA process, includes investigations, corrective actions, and close methodologies; All of which
ensure we solve problems we are facing.
If we begin with the beginning, we have quality events, which begin with inputs.

In your organization they might come forward as:
●
●
●
●
●
●
●
●

Customer complaints
Non-conformity reports
Management Review
(SPC) Data
Quality issues
Audit finds
OOS
Deviations

When something has gone wrong, we need to find out why. So in that regard, Quality Event
Mechanism (QEM) is often seen as the post mechanism. It helps us to understand those quality
events, and do something about them.
Lets examine these quality events a little more closely. On this chart it is specifically colour coded so
we can get a better feel of how these inputs roll forward.
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In brown, you can see that we have quality events. Those quality events might represent a customer
complaint or an audit finding. For example, a customer’s complaint comes forward... say something
has gone wrong. Perhaps it comes through your QPack™ Service Center™ . We can take that quality
event, and if possible, the first thing we would want to do is resolve it as fast as we can.
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sometimes we can close the incident immediately, through an immediate action, and we can then
sign off. On other occasions, if the event is more significant, and it moves into the lighter orange,
represented with the decision diamond here, then we move it into a risk based thinking process,
typically undertaken by the quality team, or somebody dedicated with that responsibility.
The point here is we are going to look at that, and determine whether it needs to go into the CAPA
process. If we can resolve it with some containment, and some effective action, as well as perhaps
tracking and training it, and watching it over a period of time, we might still close the incident.
However many times because of the significance of that quality event, we move into the blue colour,
which represents the CAPA methodology, and so we initiate the CAPA. With that, we would then do
the investigation.
We would proceed with the action needed to resolve the situation. Typically a corrective action,
sometimes a preventive action as well, and then we would have our effectivity checks, where we
would verify and validate that this action indeed does solve the problem/. Afterwards we would
continue to watch and track this as need be, to gain the measurement to give us the certainty that
this is resolved, thus achieving a close-loop CAPA process.
Now for those of you regulated by the FDA, or some other notified body, you might have heard this
term recently. They say 
THREE LOOPS IN ONE
. What is meant by this?
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In the first loop, we could close the quality event (in that yellow zone), at the complaint level itself. If
it moves forward and the quality group feels we can take this type of action, maybe a containment or
a correction, we may close that in the lighter orange colour loop. As well if it rolls into the CAPA
process itself, the darker orange colour, we can close it in that loop there.
So there are three loops in one larger quality management event process. To look at that a little bit
more precisely, you can see that in the light orange colour, there are several steps in order to move
through that risk based thinking, or that critical thinking.
If we think about CAPA and CAPA performance, we’re driven certainly towards a solution. That’s the
whole reason there is a CAPA process. If we look at an open CAPA, rolling into that CAPA process
sometimes we feel like we’re in a maze, and we don’t exactly know what’s behind the next corner.
Sometimes it catches us, and trips us up. Most of us try to work through our CAPA’s based on
expertise, what we’ve seen in the past, what knowledge we have. We may evenbring in a consultant.
or press somebody at work who has some experience with that particular situation, hoping to arrive
at a solution. What is required of us however, is to have a sound methodology or process. By process
for our discussion in this paper , we mean that if we do step A and B and C, we will get to D, and D is a
good place every time. In other words, we have a replicable, reliable methodology that is going to
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take us through a critical thinking process, giving us all the right questions to ask. Now I might not be
able to give you a full tool set in asking all the right questions, but as far as CAPA goes it is not that
complicated. If you ask the right questions, you will arrive at an effective solution, nearly every single
time.
So let’s look at this process in a little bit more detail, in more depth. We call it a close-loop process,
you’ve heard that before, but what is that supposed to do? Primarily it identifies and resolves
problems, it improves our department outputs, it can reduce downtime, scrap, reworked. All
advantages of having a good CAPA process. It should eliminate the complaint, scrap work and other
quality event feeders, but certainly it must comply with the standards given to us by our agencies,
such as the United States the FDA, and other international standards. But bottom line is that it just
makes good sound business sense, and that’s the reason we should be doing this.
Death by CAPA is running rampant in organizations today, and without a good risk based filter many
companies are indeed experiencing death through their CAPA process. We will look at how to assign
and acknowledge the right action and how we deploy that effectively, how to investigate, there are
different techniques and tools for investigation – are you using the right one? Using the wrong one in
a place it is inappropriate can cause some significant trouble. And then how to correct the situation,
implement those actions, which is often times more difficult than it seems, we look at roles and
responsibilities and actually getting that accomplished. Thenprobably the one that is missed most
often, certainly over the last 3-4 years where 43 observations by the FDA have been written around
verification and faulty affectivity checking than anything else, and then we know how to close it, and
open it up again if need be. So let’s first start with the action, maybe with the end in mind.
There are three primary actions that are available to us. The first one is a 
correction
, or sometimes
called the containment action or immediate action. It looks at the immediate action, and it does
something to eliminate the existing condition or nonconformity.

Correction
Existing
Immediate Situation
Eliminate an existing
nonconformity or
undesired situation
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The containment action buys us time so that we can operate within the existing objectives and often
times move forward into looking for a more effective corrective action. Corrective action is different
than preventive action, in that the two key words we want to focus on here in the chart are
re-occurrence and occurrence. A corrective action eliminates the root cause, therefore if I eliminate
the root cause, I am preventing the problem from ever occurring again. If I look at occurrence, I’m
trying to get out in front of something that may happen. So therefore I am trying to block a potential
problem, and we call that a preventive action. So it is important to remember, corrective action
eliminates the cause, while preventive eliminates the potential cause.

Corrective Action

Preventive Action

Reoccurring

Occurrence

Eliminating the Root
Cause

What Would Happen

Eliminate of the
cause 
of an existing
nonconformity or
undesired situation

Identify and
eliminate the cause
of potential
nonconformity from
occurring

Among the quality events we may see include:
Audit findings, complaints, process non-conformity, environmental controls, failed inspection,
OutofSpecification (OOS) Results
, deviations and safety violations. Regardless of the situation, it is
brought into the issue review critical thinking methodology .
Among the components that aid in critical thinking, is to taking that quality event and pulling it
forward. If we were using this worksheet, we would write that down up at the very top.
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Oftentimes this ‘cloud’ comes to us as vague, cloudy , in nebulous terms – not that the folks who took
the complaint didn’t ask a few good questions. But its really not their area of expertise to gather up
the information needed, in order for us to use a risk based filter methodology to decide whether it
feeds to the CAPA methodology. We sometimes get some fuzzy information, and so sometimes we
have to use the middle section of the worksheet which is to gather specifics. We do this using some
key questions around some ‘W’s. The W’s What, When, Where, Weight, Who.

Weight stands for impact of the quality event, and it is sort of like a bull’s eye activity. As we ask
questions, we attempt to get the most precise pieces of information to aid in the decision making
process. Once we have gotten specific information about what precisely happened, where it
happened, when it happened (the date, the time), the weight of the problem (what was the impact,
what was the consequence of the situation?), and who experienced it, we then are able to go forward
and do some risk based thinking. Every good organization should have a gateway in their CAPA
process, as it eliminates death by CAPA. We can’t allow a big myriad of inputs to flow into the CAPA
process. We have to work on the most significant situations. Then with those significant issues, we will
solve those through corrective action. But many of the others that are not as significant will be solved
through containment, and we will monitor them until they become significant.
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The two things we are going to look at in the gateway is impact or severity, paying attention to
frequency, or how often this event has occurred. These two elements will give us some significant
information in determining risk. Now the guidelines we must follow are:
1. Assess each issue for impact and frequency
2. Be specific in your assessment
3. Score each issue for impact and frequency. It has to be done on a one to one basis. We will be
specific with our W’s in our assessment, and if we don’t have specific information, you will
find it nearly impossible to score the quality event for impact and frequency.
4.

Determine what issues feed into CAPA

5. Register into CAPA system
Gateway Score:
Sometimes frequency is measured in different ways, and can be specific to each organization, but as a
general guide, we are going to use a four stage scale. Regardless of the scale used, five stage, or three
stage scale, it is entirely up to the executive team.
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RISK GATEWAY SCORE - FREQUENCY (Probability)
Descriptor

Definition

Continually

Occurring continually

Frequency

Occurring several times in the life of the product

Occasionally

Occurs once in a while

Rarely

Unlikely to occur again

Orcanos often times consults with organization to help them determine the best scale going forward.
If we look at Impact, our four stage scale comprises:

RISK GATEWAY SCORE - IMPACT (Severity)
Descriptor

Definition

Critical

Occurring continually

Important

The problem resulted in non-serious injury to the patient and or operator
that required medical intervention

Minor

The problem resulted in non-serious injury to the patient and or operator
that does not require medical intervention

Negligible

There is no risk of injury to the patient or operator
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Should we now layout all these into a scoring matrix, we would see that it is definitely skewed.

We’ve skewed the impact side, over the frequency side. We do this, because those who regulate us
are interested in the safety and well being of those who use our product or our service, and so impact
is skewed toward safety.As we look at the colours, the green, yellow and red, we use them to help us
determine if a quality event needs to be advanced into the CAPA process. In other words, we should
have resolved that in that first loop, at the complaint level. Why did that even go forward for
evaluation by the quality team? This is why ongoing training is important.
Should a quality event go yellow, then it would need to be evaluated by the quality team, or by
somebody assigned to look at these imports. Yellow then means it is an undesirable situation, and at a
minimum requires containment, a watching process, or it is going to have to be measured and
monitored over a period of time, to make sure that the containment that we took either brings it back
towards green, or if it slips up to red, then we move into a more aggressive posture. If it goes into red,
we have no choice but to move it into the third loop of the CAPA process for examination, and a
corrective response, is going to be required. Here you can see a corrective response once again is an
action that eliminates this quality event permanently, and that’s what we would be charging after
with a red type of situation.
Darker Orange Color
Now up at the top of this THREE LOOP IN ONE chart, you see something very important that we rarely
see when I am out working in a consultative effort with our prospects and clients; and that is a
diamond, after this has escalated to the CAPA process. That diamond is asking us essentially if the
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cause is known or unknown. IF we’ve seen this before, and we are very convinced that we know the
cause, we can move quickly down through that corrective response. Now the whole idea of a good
CAPA methodology, is not only to get it right, to be affected, but also to move quick, to be efficient.
And so we want to have both an efficient and effective process. A good goal to start with. as we are
moving our quality events through about twice as fast as we used to. That should be a good goal to
accomplish over the 6to 12 months period of the initial deployment. Now if we don’t know the cause,
obviously we need to go into an investigation, and for sake of discussion here, we talk a little bit about
the investigation -An area that gives a lot of people difficulty, particularly if you think back to where
we started.
-Do you resolve your issues based on expertise? Do you base them on good questions, critical thinking
and a sound process?
Use Case Analysis to Investigation Problem
● Equipment/Process
● Quality System
● Product/Services

Where the problem with a quality event comes as an internal system, or it could be something wrong
with our equipment, if we manufacture equipment, send it out for others to use…It could be product
related, service related, that’s not important. A good process should work for any of these types of
quality events, and if the cause is not known, we need to understand the cause before we can take
any action. To take action without knowing the cause would be an educated guess, or it could be a
catastrophic failure as a result of that guess.
So to give you a sense of the three different approaches to problem solving, I am going to use a power
outlet example. Everyone can think of a situation where they went into a room of their house, and
tried to use apower outlet , but there is no power. You stand there scratching your head, trying to
figure out what’s going on. You recall it charged the cell phone yesterday, it worked fine. But right
now you are standing in the room and the charger is not coming on. We could go through, and
consider what we can do about that, how can we resolve this situation? Some persons might say it’s
not that important, they would rather just keep using the phone with a low battery alert, others
might think about going to the circuit box to see if something was tripped, while other persons might
think to check in other rooms to see if the charger powers on, or even attempt to change the charger,
all likely responses. My past tells me what might be probable. These kinds of responses, give us an
idea of the types of problem solving, based on the the type of investigation, that many organizations
may follow.
This is important, as not only do people make the mistake of choosing the wrong process at the wrong
moment, they may encounter consequences that can have unforeseen problems in terms of budget,
Copyright © of Orcanos Ltd.

White Paper



By: Rami Azulay
VP Marketing and Sales @ Orcanos

in terms of time, in terms of getting the response into the right place for the correct valuation I’m
going to label these three first:

Types

Positives

Trial & error

●
●
●

Feels good
Easier
Might be fast

Expert/

●

Uses company
wisdom, lessons
learnt
Employs reasoning
Use experience

Experiential

●
●

Negatives
●
●
●
●
●
●
●

Comparative

●
●
●
●

Fact based
Objective
Very proactive
Leverages
experience &
Expertise

●
●
●

Reactive
May add complexity
to problem
Risks
Tunnel vision
Expensive and
possibly slow
Does not work as
well for start-up
problems
No deductive
thinking or testing
logically
Requires discipline
Need to focus more
on process
People may resist
new method

Trial and error
: If I replaced the charger, that might solve the problem, then again it might not. I really
wont know until I try it out. Using trial and error may have been effective years ago. It is frowned
upon today as a problem solving methodology

Expert/Experiential
: If I go to the breaker and see that it has tripped, I can turn it back on and see if
that resolves the problem. Now I’m starting to get some information.This approach supposes that I
have enough expertise to find the panel, that I have a little bit of an electrical background to think
about the connections between the circuits, and what’s going on with the phone charger. And so I’m
even starting to use past history, some experience…But what happens if for example, my experience
is limited, my perspective on the problem is very narrow? In other words, the problem is outside my
expertise. I could bring in a consultant, but that slows me down, and it is expensive, it could be
disruptive, it could lead to customer dissatisfaction. I could have a lot of unwanted effects as a result
of relying solely on my expertise.
Comparative
: In the example, suppose the phone charger in the other room didn’t work, but the ones
in the kitchen worked just fine. What do I know about my problem now, that I didn’t know when I just
started? Well I begin to isolate it. I could logically expect to see the problem in the kitchen too, so I
also know what the problem could have been, but what it is not. So I am opening up a set of data that
is going to allow me to think deductively. With this new data, I can then start to look for clues, what’s
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unique, what sets apart the socket in the kitchen don’t tell me nothing because yesterday it worked in
the entry, and it still works in the kitchen, something is different, unique, something is going on
between these sets of data that is going to account for what the root cause it. So if we can teach
people to ask better questions in these W’s, if they’ve started to establish some of that information,
then we can gather up investigatory data, as it shows here in the 5 steps which we use most often
today.

The investigation would come after the problem statement, and it would be termed the ‘IS’
information. his is sometimes referred to as the IS/IS NOT thinking, but the IS thinking, would be what
IS happening? Where IS it happening?, when IS it happening? The comparative information then
would be, when can I logically have expected this to occur?, but it was fine – Where else could I go to
see this problem?, but it works just great. IS can provide clues as to what could be causing the
problem.
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More on the IS / IS not comparison
:

In the chart above, you will notice that the first portion is the problem synopsis. The problem synopsis
should be carried forward throughout all three of the loops. When I filed a complaint I got a problem
synopsis, which might have been loosed or fuzzy, it got a little tighter as it went into the issue review
process. As it tightens up, its going to tighten up even more if I send it into the CAPA process, where I
should be able to state that problem synopsis with some specificity. Now as I go through here, you
can see over to the left is the ‘What’, and some key questions put as tool-tip on each question that I’d
like to expose you to, that you might consider asking when you do an investigation. For example, if I
look at WHERE, where do I have to physically go to see the problem? WHERE on this particular
medical device is the problem occurring? Then next to that I have some IS NOT type of questions.
An example is that a couple months ago I was called to work with a device I think we can all relate to,
it was a dental implant. The company that makes these dental instruments, shapes them in a special
way to enable fast use in procedures. I should also mention that based on the shape the dentist holds
the device at one end. The dentist rotates it, flips it around constantly, while installing the implant.
Now when pressure was applied to the tip of the implant, while it was inside the patient’s mouth,
would break off, and would lodge itself deep into the patient’s throat. We call that a deviation, a
quality event, and it came back to that company in many complaints, because it occurred on
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numerous occasions. Each complaint was logged into the process. That was not just a complaint, but
it went into the issue review process, and because medical intervention was required, it rated into the
red zone,s well due to the frequency, they were looking at a recall.
As the quality team gathered information, the event got interesting, fascinating. As I looked at one of
the W dimensions, where do I go to see this I asked? I was told at the dentists’ office. Well where are
those dentists’ office? We found that it was only happening in four regions. The product was sent to
other states, but it wasn’t occurring there. We also found that it would only happen in one of three
chairs, as dentists have more than one chair. We wondered what was unique about this chair verses
the other two, and the dentists said nothing is different. I could not accept that information, for
otherwise, it would be happening in the other two chairs, as the instrument is used in all three chairs.
But it was only happening in one chair. We then moved into our critical thinking base on the data
sets.We soon learnt that the person who uses that chair where the incident occurred in all instances,
that’s more than 40 instances in 30 different offices, involved a left handed dentist. So I asked what’s
unique about a lefty? I was told nothing, a lefty is the same as a righty, doesn’t make any difference.
Wrong answer I said, otherwise, it would be occurring with the righties too. As we moved throughout
the issues, we began to gather information about what was unique about the problem, versus the
comparison, where with that information we can fill out our investigation form, and arrive then at
some conclusions, as to what might be causing the problem. What causes are suggested by these
clues, is where we are trying to move the critical thinking these days.
So in this chart we started with the problem statement, and we went through some critical thinking,
and now we have arrived at some likely causes. This other step is very important, as it occurs well
ahead of the effectivity checking or validation, it’s a logic testing step, and it can save you an immense
amount of time in the CAPA process. Once I have gathered my causes, and I’ve gathered that data,
why not go back and ask a simple question. If this is my likely cause, will it explain why I’ve got this
set of facts, and not others? In other words, if this is my likely cause, will it explain why this only
occurs with left handed dentists, and never with a right handed dentists?If this is the likely cause, will
it explain why it only occurs on the top of that implant, and never at the bottom? If this is the likely
cause, will it explain why it is only on this specific tool? Will this explain why this started happening a
few days ago, and we manufactured this four years ago, and it never started happening in the last
four years? It must explain that data, and if it doesn’t, you do not have the right cause, you have no
business moving forward into spending your organization’s money on a valuation or effectivity
checking process, and the company’s time in order to think that you can verify this, only to find out
that you were wrong.
So there are many steps now in the CAPA process that we need to use a little bit better, such as good
logic testing.
I hope you will deploy some of these sound concepts in your organization, ensure that the management
approvals are in place, and that you have a closedloop methodology. this approach allows for effective
dispositions, and those dispositions improve business, they improve quality systems. This methodology
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does not only enable organizations to be successful, but positions them to be able to deliver safer and
better products.
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