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THE ULTIMATE GUIDE TO MEDICAL DEVICE CAPA

WHAT IS THIS ULTIMATE
GUIDE ABOUT?

As an experienced medical device professional who has worked with dozens
of companies, from startups to mega multi-nationals, I've had the opportunity to
observe, evaluate, and impact how these companies implement effective quality

management systems.

Time and time again, however, the one process that nearly always presents the
most challenges to medical device companies, regardless of shape and size, is

CAPA. That’s right, Corrective Action & Preventive Action.

And | suspect that your company might also be facing CAPA related challenges.
Challenges relating to your CAPA process. Challenges related to your approach
to initiating CAPAs. Challenges related to your CAPA closures. Challenges

related to your the effectiveness of your CAPAs.

Yes, there are numerous challenges related to CAPA. This guide will explore

those challenges.

More importantly, this guide will provide you with best practices and ways to
improve your CAPA process and approach so that you can ultimately ensure the
medical devices you design, develop, manufacture, and sell will be as safe and

effective as possible for those patients that depend upon them.
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The main message that | want you to take home from
reading this guide is this:

A ROBUST AND MODERN APPROACH
TO CAPA IS ABOUT SHIFTING FROM
REACTING TO SITUATIONS AND EVENTS
TO BEING PROACTIVE TO ADDRESS
POTENTIAL AREAS OF CONCERN
BEFORE THEY BECOME REALITY.

NOTE

If you have a medical device on the market at your company, Greenlight Guru’s
New “Grow” product will allow you to streamline your postmarket quality
processes like CAPAs, Nonconformances, Complaints, Audits and more in a
single, connected software platform.

Read more about software

WWW.GREENLIGHT.GURU
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REGULATORY FOCUS ON CAPA
AND RELATED PROCESSES

You are probably well aware of the fact that FDA inspects medical device

companies each and every year.

You might have even been a part of an FDA inspection. | also can imagine that
you have also been through ISO audits. And if you have not been through any
of these activities yet, I'm sure these will be part of your life at some point in the
medical device industry. FDA inspections and ISO audits are a significant part of

the medical device business.

DID YOU KNOW THAT DURING AN FDA
INSPECTION THAT YOUR CAPA PROCESS
WILL ALWAYS BE EVALUATED?

You should also realize that CAPA process scrutiny is not just a FDA inspection

thing. Your CAPA process will also always be evaluated during ISO audits.

Year after year, FDA reports data from inspections. And year after year,
companies receive FDA 483 inspectional observations for “lack of or inadequate

procedures” for CAPA.
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In fact, every year going back to 2010, the #1 reason companies receive 483s is

because of CAPA.

“Procedures for corrective and preventive action have not been [adequately]

established.”

It should also be noted that you will notice a similar trend with respect to FDA
issued warning letters. Yes, CAPA is often the #1 quality system citation in

warning letters. Below is a table from 2016 FDA quality system data analysis.

(Are you interested in viewing FDA inspectional data yourself? Here is a link to
check out FDA inspectional data and another to review FDA quality system data

from inspections and warning letters.)

WL CITATION QS SUBSYSTEM CY2016 # OF CITATIONS % OF ALL CITATIONS
21 CFR 820.100(a) CAPA 57 10%
21 CFR 820.198(a) CAPA 39 7%
21 CFR 820.90(a) CAPA 30 5%
21 CFR 820.30(g) DES 27 5%
21 CFR 820.75(a) P&PC 25 4%
21CFR 820.22 MGMT 23 4%
21CFR 820.72(a) P&PC 22 4%
21CFR 820.184 DOC 21 4%
21CFR 820.50 P&PC 20 3%
21 CFR 820.30(i) DES 19 3%

TOTAL OF ALL

CITATIONS 594

Unfortunately, there is not similar data available ISO 13485 audits. But based on
my ISO audit experiences and the hundreds of medical device professionals |

have spoken to about this, CAPA is an equally big deal during ISO audits.

Good news. There are guidances available to help you.

FDA has published “Guide To Inspections of Quality Systems” (often
referred to as “QSIT”) where they tell you how they will conduct an

inspection. For the inspection guide on CAPA, refer to this link.

There is also a published guidance available from IMDRF regarding

corrective action and preventive action and related QMS processes.

This regulatory emphasis on CAPA all makes sense. Some would argue that

CAPA may be the single most important process within your QMS.

Regardless of the ranking, it is critical to realize how many of your QMS
processes “feed” into the CAPA process and how the results of CAPAs impact
the health of your overall QMS. (I'll share more about how and which QMS

processes connect with CAPA later on in this guide.)
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WHAT IS CAPA?

Okay, it probably makes sense to take a bit of time to discuss what CAPA is (5) Implementing and recording changes in methods and procedures
before diving too deep into all the problems. needed to correct and prevent identified quality problems;
Let me start with sharing how FDA and ISO 13485 define CAPA. (6) Ensuring that information related to quality problems or nonconforming

product is disseminated to those directly responsible for assuring the quality

From FDA 21 CFR Part 820.100 Corrective and Preventive Action:
of such product or the prevention of such problems; and

(A) Each manufacturer shall establish and maintain procedures for
(7) Submitting relevant information on identified quality problems, as well as

implementing corrective and preventive action. The procedures shall include _ ) _ '
corrective and preventive actions, for management review.

requirements for:

(B) All activities required under this section, and their results, shall be documented.
(1) Analyzing processes, work operations, concessions, quality audit

reports, quality records, service records, complaints, returned product, and

other sources of quality data to identify existing and potential causes of . . .
Further, in the FDA QSIT guide, they describe the purpose of CAPA as:

nonconforming product, or other quality problems. Appropriate statistical

methodology shall be employed where necessary to detect recurring quality “The purpose of the corrective and preventive action subsystem is to

problems; collect information, analyze information, identify and investigate product

and quality problems, and take appropriate and effective corrective and/

(2) Investigating the cause of nonconformities relating to product, processes,
or preventive action to prevent their recurrence. Verifying or validating

and the quality system; , ) ) o ,
corrective and preventive actions, communicating corrective and

(3) Identifying the action(s) needed to correct and prevent recurrence of preventive action activities to responsible people, providing relevant

nonconforming product and other quality problems; information for management review, and documenting these activities

are essential in dealing effectively with product and quality problems,

(4) Verifying or validating the corrective and preventive action to ensure that
preventing their recurrence, and preventing or minimizing device failures.

such action is effective and does not adversely affect the finished device;
One of the most important quality system elements is the corrective and
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preventive action subsystem.”

In 1ISO 13485:2016, CAPA is addressed in two separate clauses: 8.5.2 Corrective

Action and 8.5.3 Preventive Action.

8.5.2 Corrective action

The organization shall take action to eliminate the cause of nonconformities in
order to prevent recurrence. Any necessary corrective actions shall be taken
without undue delay. Corrective actions shall be proportionate to the effects of

the nonconformities encountered.

The organization shall document a procedure to define requirements for:

(a) reviewing nonconformities (including complaints);

(b) determining the causes of nonconformities;

(c) evaluating the need for action to ensure that nonconformities do not

recur

(d) planning and documenting action needed and implementing such

action, including, as appropriate, updating documentation;

(e) verifying that the corrective action does not adversely affect the ability
to meet applicable regulatory requirements or the safety and performance

of the medical device;

(f) reviewing the effectiveness of corrective action taken.

Records of the results of any investigation and of action taken shall be

maintained (see 4.2.5).
8.5.3 Preventive action

The organization shall determine action to eliminate the causes of potential
nonconformities in order to prevent their occurrence. Preventive actions shall be

proportionate to the effects of the potential problems.
The organization shall document a procedure to describe requirements for:
(a) determining potential nonconformities and their causes;
(b) evaluating the need for action to prevent occurrence of nonconformities;

(c) planning and documenting action needed and implementing such

action, including, as appropriate, updating documentation;

(d) verifying that the action does not adversely affect the ability to meet
applicable regulatory requirements or the safety and performance of the

medical device;
(e) reviewing the effectiveness of the preventive action taken, as appropriate.

Records of the results of any investigations and of action taken shall be

maintained (see 4.2.5).
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THE PROBLEMS WITH CAPA

As shared so far, you should have a better understanding as to visibility of your
CAPA process and why having a good approach is so important to the health

and success of your medical device company.
Let me share a few reasons why there are problems with CAPA:

1. Lack of cross-functionality

2. Reactive instead of proactive
3. Overuse versus underuse

4. Poor root cause determination

5. Poor definition of a CAPA process

1. LACK OF CROSS-FUNCTIONALITY

Generally speaking, CAPA is most often a process that is owned by the quality
function within a medical device company. Quality usually holds the keys and

makes the determination as to when a CAPA is required.

This makes sense since the quality organization is responsible for your

company’s QMS implementation and effectiveness.

If the quality function unilaterally makes the decisions as to what does and does

not become a CAPA, does this make sense? Probably not.

Does the quality organization have visibility into all the sources of data and

information to make these decisions? | doubt it.

Nearly every single medical device company I've ever worked with and know
about is missing a “single source of truth” in order to make informed decisions

about when and what to do.

What should you do to address this concern?

Realize that a CAPA is seldom an issue that only impacts the quality
function. A CAPA almost always is cross-functional in nature and involves
many other groups and functions of your company.

A recommended best practice is to establish a cross-functional team to
review and discuss issues that may be candidates for a CAPA. Such a team
is often called a “management review board” or “MRB” and is comprised of
representatives from quality, regulatory, operations, and engineering.

A MRB should meet frequently, probably at least weekly, and review issues
related to customer feedback, complaints, audits, nonconformances, etc.
A MRB then assesses each of the issues and makes determinations as to
which should be elevated to a CAPA.

Further, | recommend that your MRB maintains a list of the open issues,
establishes an agenda for their meetings, and documents minutes from
the decisions made. The goal of the MRB is to review, assess, evaluate,

prevent, correct, and control quality issues.
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Once a CAPA is issued, you also need to realize a couple of key points. A
CAPA is a project that will require resources to address. Once again, this
is an area where cross-functionality is absolutely essential. All too often
in medical device companies, CAPAs are not treated with equal status
and importance as other initiatives, such as new product development.
This is one of the reasons how and why CAPAs linger and are ultimately

ineffective.

2. REACTIVE INSTEAD OF PROACTIVE

The IMDRF has a guidance document on corrective action and preventive action
and related QMS processes. Within this guidance, there is a profound statement
about “CAPA” that | want to share with you.

“The acronym “CAPA” will not be used in this [guidance] document because
the concept of corrective action and preventive action has been incorrectly
interpreted to assume that a preventive action is required for every

corrective action.

This document will discuss the escalation process from different “reactive”
sources which will be corrective in nature and other “proactive” sources
which will be preventive in nature. The manufacturer is required to account
for both types of data sources whether they are of a corrective or preventive

nature.”

| find this profound for one major reason.

This guidance was published in 2010, yet still today, medical device companies
seem to place most of their CAPA efforts on correcting issues rather than
preventing them in the first place.

Is this because of the overuse of the acronym “CAPA™?
Perhaps.

But | suspect that this is more about a mindset, or philosophy. We are more
inclined to address known problems rather than investing resources to prevent

problems from ever happening.
To quote one of Murphy’s Laws:

“There is never enough time to do it right the first time, but there is always

enough time to do it over.”

It is very common for CAPAs to not be taken seriously in an organization. Most
view CAPA management as part of the quality department and not applicable to

them.

CAPAS OFTEN TAKE A BACK SEAT TO
OTHER PROJECTS AND INITIATIVES DEEMED
MORE IMPORTANT. HOWEVER, CAPAS ARE
ENTERPRISE-WIDE AND IMPACT THE ENTIRE
ORGANIZATION. CAPAS ARE A PRIMARY
INDICATOR OF THE HEALTH OF YOUR
COMPANY’S QMS.
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But what if instead of waiting for things to happen, you could change your
approach to be more proactive?

There is a great quote from hall of fame basketball coach John Wooden that
applies here.

“If you don’t have time to do it right, when will you have time to do it over?”

Sadly, CAPAs are more times than not reactions to issues that have already
occurred. And it’s only after the issues have happened do medical device
companies seem to have the time to do it right.

This mentality and approach is wrong. This way of doing things causes a
significant strain on medical device businesses. You seldom plan for issues to
happen.

| get it. We are all doing the best that we can in order to get medical devices to
market. And once we launch these products, we have established processes
to gather customer feedback and complaints, identify nonconformances, and
auditing. We use these downstream processes to help identify problems and
then take necessary actions by issuing CAPAs.

As a result, this reactive approach is also somewhat understandable.
Why?

The medical device industry does not have easy access to data to shift this
mindset and approach. The methods used to evaluate situations and issues is
more times than not a lagging indicator, rather than a leading indicator.

We need to have systems in place to assess and identify issues before they
become problems. We need to dedicate resources to constantly make our
medical devices safer and better.

3. OVERUSE VERSUS UNDERUSE

Let me share another systemic problem regarding CAPA | have observed.
Simply stated, a CAPA process is often at one extreme or another. Either CAPA is
overused or it is underused.

Let me elaborate and explain the overuse and underuse scenarios.

Imagine you receive a complaint on one of your medical devices. Or maybe
you have a nonconformance. Does this singular event warrant issuing a CAPA
investigation?

It might.

However, I've seen where some companies issue CAPAs in nearly all situations
like this. And before long, there are dozens and dozens of CAPAs, in addition to
the complaints, nonconformances, and other quality events.

This practice is overuse of the CAPA process.

This practice creates an undue burden on a medical device company.
Conventional wisdom might indicate that issuing a CAPA will lead to improving
an issue. But in reality, overuse of CAPA actually results in more significant
challenges.

When overused, there are too many CAPAs and strains on resources. CAPAs
either linger for months and months or are rushed to complete, without properly
addressing underlying issues.

The other extreme is underuse of CAPA process.

When this happens, companies do not use CAPA nearly enough. There may be
quality events happening, yet these do not result in CAPAs.
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Both overuse and underuse of CAPAs are problematic.

Is there a magic number of CAPAs that a company should have open? No, there
is not. So many factors influence if and when a CAPA should be issued.

CAPA should be reserved as a process to deal with potential systemic issues.

4. POOR ROOT CAUSE DETERMINATION

Root cause determination is one of the biggest areas of concern, especially as it
relates to CAPA.

FROM MY OBSERVATIONS, THERE IS VERY
LITTLE TIME SPENT ACTUALLY DETERMINING
A ROOT CAUSE. RATHER, THE PREVAILING
PRACTICE IS TO MORE OR LESS RESTATE THE
PROBLEM STATEMENT / ISSUE DESCRIPTION
AND CAPTURE THIS AS THE ROOT CAUSE.

The problem statement and issue description is hardly ever the true root cause.

To correct or prevent a problem, you have to define the root cause. Otherwise,

your efforts are likely to miss the mark. Yes, you may take care of the problem for

the short term. But without getting to the root, the issue has a high potential to
happen again. And again.

Defining a root cause takes some effort and time. This is not something you can
rush and easily slap together.

You need to take the necessary steps to properly define root cause. Without
doing so, any actions you define within your CAPA are likely to miss the mark.

To say this another way, if you do not drill down to properly define the root cause,
the issue you are trying to address will likely still be present, despite the actions
you take.

Good news. There are numerous root cause tools and techniques, if applied
properly, will make a huge improvement to your CAPA process. But deploying
root cause requires a bit of discipline and embracing cross-functionality.

I’m a big fan of the “5 whys” approach because it is relatively easy
to understand and can be quickly implemented. Let me briefly
illustrate this technique.

Issue: The device breaks during use.

Why? » The device is being exposed to extreme forces at point of use.
Why? » The use technique at facility ABC is different than intended.
Why? » Facility ABC did not receive in-service training.

Why? » There is no resource assigned to provide training for that facility.
Why? = No process to confirm that all use facilities require in-service

training before products can be sold to a facility.

NOTE

With “5 whys”, the number of why questions is less important, as long as you are
getting to an actionable root cause; may be 3 whys or could be 10 whys.
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Root cause determination can take quite a bit of time and require cross- Bottom line: This is a huge problem. Companies do a very poor job when it

functional resources, if done correctly. This should not be rushed through in a comes to effectively managing CAPAs. And yes, the root cause of this usually lies
couple of hours by a single person. with poor definition of your CAPA process.

Regardless of the tools you choose, do make sure that you improve your root Based on the historical data of FDA inspections and issued 483 observations, |
cause determination. Doing so will help ensure that your CAPAs are more would bet that your CAPA process and practices need work.

effective in the long run.
And because of this, | would like to offer a step by step description of a CAPA

Ignoring or choosing to continue with status quo on root cause will mean CAPAs process that will be step in the right direction.
for similar issues will crop up over and over and that your efforts will not be
effective.

| CAPA PROCESS: STEP BY STEP

4. POOR DEFINITION OF CAPA PROCESS

CAPA process definition is a huge issue for medical device companies. If
you recall, this issue is the single biggest reason FDA issues 483
observations to medical device companies year after year since
2010.

First and foremost, realize that your CAPA process is best utilized for systemic
issues. Again, keep in mind all the items discussed throughout this guide. Make
sure first and foremost that you are properly leveraging CAPA appropriately.

Assuming this is the case, I'd like to suggest some high-level steps to consider
for your CAPA process.

This usually means one of three things:

1. Create CAPA request and submit for review. Identify sources of CAPA

Your defined CAPA process is not being followed. .
worthy issue.

Your defined CAPA process is not compliant. 2. Review CAPA request. Determine whether or not issue requires CAPA

You have not defined a CAPA process. investigation.
3. Accept or reject CAPA request.

4. If accepted, issue and initiate CAPA.
There might be another issue lurking too. And this would be that you have either

not utilized your CAPA process appropriately or are over using CAPA and not

getting things done.
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5. Finalize CAPA sources (i.e. products, processes).
6. Determine CAPA cross-functional team.

7. ldentify any immediate actions and corrections required.
8. Investigate and capture findings.

9. Determine root cause(s).

10. Specify corrective and/or preventive action plan.
11. Complete action plan.

12. Review CAPA for completeness.

13. Approve CAPA actions.

14. Specify steps for effectiveness verification.

15. Verify effectiveness of CAPA.

HOW CAPA CONNECTS TO OTHER
QOMS PROCESSES

As noted throughout this guide, CAPA is an important process for your medical
device company. In fact FDA states in their QSIT guide:

“One of the most important quality system elements is the corrective and
preventive action subsystem.”

A solid CAPA process is foundational and an indicator of the health of a medical
device company.

While a healthy CAPA process is key to a healthy QMS, it is equally important
to understand how other QMS processes connect with CAPA. Some of the key
QMS processes related to CAPA include:

Customer Feedback
Complaint Handling
Nonconforming Product
Production & Process Controls
Supplier Management

Audits

Design Controls

Management Review

Complaint Handling & Customer Feedback

Once a product is launched, one of the first areas that provides an indication for
product opportunities and issues are your customer feedback and complaint
handling processes.

From a FDA perspective, complaint handling is a very critical process. How and
what you do when you receive complaints is important. Why? If a complaint
caused an adverse event, then this could require a thorough investigation and
reporting to FDA and other regulatory agencies.

Even if a complaint is not an adverse event in nature, it still is an indicator of your
product’s performance. Investigating complaints requires a robust process. A
robust complaint handling process is very similar in concept to a CAPA process,
as described earlier.

Define the issue, determine root cause, establish an action plan to address and
correct the situation.
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Generally speaking, complaints are often times more reactive in nature. To say
another way, a complaint is usually an event that has already happened. You
seldom seek out complaints. Instead, you are contacted after a complaint has
occurred. When you learn of the complaint, addressing the immediate issue is
corrective in nature.

But here is where understanding the connection between complaint handling
and CAPA processes is important. Just because you have a complaint does not
mean you automatically need to issue a CAPA.

As noted, if your complaint process is robust, it will help ensure the complaint
issue is properly addressed. Remember that CAPA is ideal for addressing
systemic issues. Monitoring complaints and analyzing the underlying issues is
important for determining if you have systemic product issues to address.

Let me illustrate with an example.

You get a call from a doctor that your device has an issue with a connector.
You conduct a complaint investigation and address the situation for the
doctor.

When you review other complaint records and analyze the data, you
discover that there have been other connector issues with this product
line, as well as a couple other product lines.

This analysis uncovers a potential systemic issue regarding connectors.
This type of scenario is CAPA worthy.

And while addressing a singular complaint is somewhat reactive in
nature, analyzing data for other similar issues is a way for you to be more
proactive.

The approach, however, that most seem to take in this type of scenario

is to wait for the connector issue to surface multiple times as individual
complaints and then issue a CAPA. This approach is very reactive.

Customer feedback is a concept that was introduced to the medical device
industry with the emergence of ISO 13485 several years ago. The basic premise
of customer feedback is that you are seeking feedback on your products, rather
than just waiting on the feedback to come to you.

Idealistically speaking, implementing a robust customer feedback process will

VERY FEW COMPANIES HAVE SUCCESSFULLY
IMPLEMENTED A GOOD CUSTOMER FEEDBACK
PROCESS. MOST RELY HEAVILY ON COMPLAINT
HANDLING AS A PRIMARY MEANS OF

GETTING FEEDBACK. AND AS NOTED ABOVE,
COMPLAINTS ARE REACTIVE IN NATURE.

help you to identify opportunities for improvement for your products before
product issues surface. A thorough customer feedback process is about being
proactive. It’s about adopting an approach of continuous improvement.

How does customer feedback relate to CAPA? Again, it’s about
evaluating and analyzing data. It’s about understanding where
there are opportunities for improvement. When you identify these
opportunities, then evaluate if addressing them is CAPA worthy. Do
you see how this approach is being proactive?
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Nonconforming Product

When you launch your device into the market, you need to have processes

in place to evaluate and ensure that the products conform to established
specifications prior to release. In the event that your product does not meet the
defined specifications, then this means the product is nonconforming.

A solid nonconformance process is a good proactive measure; potential

product issues should be identified before the product is shipped.

A solid nonconformance process identifies the issue, incorporates root

cause determination, and includes action plans to address the situation.

Without a solid nonconformance process in place, you are likely setting your
company up to receive more product complaints.

If an nonconformance issue happens one time, this is not necessarily CAPA
worthy. Remember, CAPA is a process to address systemic issues.

Like the complaint example cited above, analyzing nonconformance data is a
proactive means to identify whether or not systemic issues are prevalent. If so,
then yes, by all means, issue a CAPA to address the issue. Taking this type of
approach is being proactive to address situations instead of just reacting to them
after the fact.

Production and Process Controls

Every medical device requires production and process controls. Production and
process controls include documented steps required to manufacture medical
devices. This includes inspection procedures.

Production and process controls are provisions you establish to ensure that the
device is manufactured according to established specifications--specifications
established to ensure the product is safe.

Yes, production and process controls also apply to software-based medical
devices. While | realize software as a medical device (SaMD) products are not
“manufactured” per se, you do need to have established processes to ensure
specifications are met and inspection criteria is defined. You must ensure that
your SaMD is safe.

Technically speaking, product issues identified during the production process
should be captured as nonconformances. A nonconformance is the initial means
to address issues with product not meeting established specifications. And as
noted above, if the nonconformance is systemic in nature, then issuing a CAPA
investigation is a best practice.

There could also be issues with the production related processes. If you
identify issues with production processes, then you need to determine a course
of action. More times than not, you likely can tackle these via your change
management process. However, if the issues are more systemic in nature, then
consider a more thorough CAPA investigation.
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Supplier Management

Supplier management involves qualifying, evaluating, and monitoring the
performance of your suppliers.

If you identify issues with items purchased from suppliers, then the first step is
to issue a nonconformance. Again, a nonconformance is a means to document
an issue when an item does not meet established specifications. When this
happens, you need to determine, within the nonconformance documentation,
whether to use as is, rework, or return to supplier.

If this happens a time or two, then managing the issue via nonconformance is
likely sufficient. If a supplier has repeat infractions of failing to provide items
that meet your specifications, then this is systemic. Yes, you guessed it. A CAPA
investigation would then be a best practice.

But what type of CAPA? Should this be handled internally by your company only?
Maybe. Maybe you did a poor job of establishing the specifications.

There might also be times when you need to issue a SCAR (supplier corrective
action request) to your supplier. Issuing a SCAR is elevating the seriousness of
the issue both within your company and (hopefully) with your supplier.

If you issue a SCAR, you should track the actions related to this within your CAPA
process, identifying the type as supplier related.

Supplier Related

In the medical device industry, we are subjected to all kinds of audits and
inspections: ISO audits, FDA inspections, supplier audits, internal audits, and so
on.

Most of us dread the thought of being audited. Audits are time-consuming and
strain resources. Audits uncover issues that, often times, need to be addressed--
especially if discovered by a FDA inspector or ISO auditor.

From another point of view, audits can be great opportunities for making
improvements. Audits can be great opportunities to discover potential issues
before they become problems.

Let me talk a bit about internal audits specifically.

Internal audits comprise of activities to self-assess and self-evaluate your QMS
effectiveness. However, too many companies do not take this approach with
respect to internal audits. Many companies do internal audits because they have
a check box activity.

But internal audits, done properly, should be more rigorous and challenging than
any other ISO audit or FDA inspection. In fact, this should be your goal of your
internal audit program.

As you conduct internal audits, you may uncover items to address. If these
issues are systemic in nature, then these issues are likely candidates for a more
thorough CAPA investigation.
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Design Controls

Design controls are all about ensuring that you have demonstrated, proven, and
documented that your medical device is safe, effective, and meets the needs of
the end-user.

If you have a significant number of product nonconformances and/or product
complaints, then | suggest you take action. To say it another way, volume of
nonconformances and complaints are a direct reflection of your design controls
process. Design controls best practices are the #1 way to reduce product-related
quality events.

I've already discussed the need to issue CAPA investigations if you have
systemic nonconformances and systemic complaints.

If this happens to be the case, | highly recommend that you take another look at
your design controls practices as well. | highly recommend you consider issuing
a CAPA.

Management Review

Management reviews are times when your executive leadership should be
evaluating the effectiveness of your quality management system. Management
reviews are times to assess the health of your medical device company.

Reviewing customer feedback and complaints, nonconforming products, audits,
and supplier performance are all invaluable inputs to management review. And
as noted above, CAPA is one of the most important quality system elements. As
such, CAPA effectiveness is the keystone of management review.

CAPA and @QMS Summary

I've shared some insights about how QMS processes for customer feedback,
complaints, nonconforming product, production and process controls, supplier
management, audits, design controls, and management review interact and
relate to CAPA.

If these other QMS processes are effective, then congratulations! Your quality
system is likely right-sized and effective.

If not, then do something about it! Establish an effective CAPA process to
address your systemic issues, and get to a state of QMS effectiveness.

IMPACT OF RISK MANAGEMENT
ON CAPA

Risk management is a process that is very much here to stay in the medical
device industry. On the product side of risk, ISO 14971 continues to be the
cornerstone of identifying, assessing, evaluating, and controlling risks as a
means to ensure medical devices are as safe and effective as possible.

How does CAPA play a role in product risk management?

Many CAPAs will impact medical device products in some way, shape, or form.
Whether addressing a design issue, how the device is used, dealing with
specifications, or manufacturing processes, CAPA actions need to consider and
address risk management.
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And it’s not enough to just check a box on a CAPA form. Addressing risk
requires reviewing documented product risk management to determine if the
issues within the CAPA are defined accurately. If not, then update your risk
management accordingly.

From a product side of risk management, this interaction with CAPA is so
important. Recall that ISO 14971 establishes risk management as a total product
lifecycle process. However, many do not truly keep their risk management files
up to date and current.

Another risk concept that was formally introduced to the medical device industry
with the publication of ISO 13485:2016 is “risk-based QMS”. What does this mean
and how does this relate to CAPA?

Yes, it’s true that ISO 13485:2016 does make reference to ISO 14971. And from
the product side of things, that makes complete sense. The references also
infer that a risk management process and framework is well-defined and well-
established by ISO 14971 and that this framework is also applicable to your QMS.

Further, | shared earlier how CAPA is largely regarded as one of, if not the, most
important quality system elements.

From my perspective, the concept of a risk-based CAPA process becomes
foundational to the health and success of your medical device company. There
are a lot of factors to consider with respect to apply risk concepts to CAPA. Let
me provide a few suggestions.

Risk-based decision making is almost approaching cliche status these days.
However, your CAPA process should incorporate the concept of risk-based
decision making from the moment you learn of a quality event (such as a
complaint or nonconformance).

Does the quality event require a formal CAPA investigation? This is an example
of risk-based decision making. And I've discussed above about when you should
consider a CAPA.

Once a CAPA request is submitted, then the decision as to whether or not to
proceed with a CAPA should also be a risk-based decision.

After a request is accepted as a formal CAPA, then identifying the priority and
urgency are also important and also should be risk-based decisions.

Ensuring all products, processes, and sources are identified within a CAPA are
key risk elements.

IN OTHER WORDS, WHEN YOU ISSUE A
CAPA, DON'T BE TOO MYOPIC; CONSIDER
IF THE ISSUE TO BE ADDRESSED IS ALSO
PREVALENT WITH OTHER PRODUCTS AND
PROCESSES. BE HOLISTIC.

Taking this approach could actually reduce the volume of CAPAs and be a way
for you to shift to being proactive, rather than reactive.

Drilling down and identifying root cause is also a risk-based approach. If you do a
poor job with root cause, then the issue has a likelihood of happening again.

Once root cause is determined, then the actions you take are key to controlling,
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reducing, and mitigating risks. The actions you take, however, are directly related I SI N G I- E so U Rc E o F T R U T H

to the identified root cause.

Upon completion of actions, you will need to verify the effectiveness of those

actions. This verification step is very crucial because this should be when I know, making the shift from “corrective action” to “preventive action” is going
you determine and confirm, with objective evidence, that the CAPA has been to be hard. There are numerous reasons as to why. Maybe the biggest factor to
addressed successfully. being proactive is related to all the sources of data and information.

To say it another way, your entire CAPA process should be entirely risk-based,

from the moment a request is made until you have verified the effectiveness of .
k Y How many different systems does your company have to address

the actions taken. .
all the quality events?

| recently heard a story from a medical device professional that his
company had about 10 different systems in place. One for customer
feedback and complaints. Another for nonconformances. And so on.

s H I FTI N G To P R EVE N T IVE None of these systems “talked” to one another. Each of these systems had

different owners. The functional groups did not collaborate. No one had

ACT I O N total visibility of all of these data sources.

It's now time to shift your approach with CAPA. It’s time to reduce your reliance

on reacting to situations, events, and issues and to shift to being proactive. I’m afraid that this story is not an isolated case. The overwhelming majority of

. . . medical device companies are in a similar situation.
Being reactive, or correcting issues, creates unnecessary challenges to your

business and strains your invaluable resources. Being reactive is a sort of Imagine a different existence.
“victim” mindset. We should not be waiting for things to happen.

Imagine that you had one system where your entire QMS was
Instead you should be seeking ways to improve preventing issues from ever

i , : . . managed. Imagine that you had one system where you could
happening in the first place. You should be using your QMS as it was intended:

to focus on “True Quality” of your QMS processes, and most importantly the manage design controls, risk management, nonconformances,

medical devices that are intended to improve the quality of life! customer feedback, complaints, audits, and CAPAs.
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And now imagine that this one system connected all the data related to your

products and processes so you could for the first time truly understand how and
what to do.

| know it sounds too good to be true.

Think about how great it would be to have a QMS that works. A QMS that is
healthy. A QMS that is designed for how your business operates. A QMS that
extends beyond just dealing with compliance and one that focuses on “True
Quality.”

Know that you can have this one system. A single source of truth for your
QMS and all the data, information, documentation, and records.

Know that you can have this one system, designed specifically for the medical

device industry by expert medical device professionals. SH I FT
FROM JUST COMPLIANCE
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