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The FDA can’t physically be at 
every medical device manufac-
turing facility every day to ensure 
the safety and reliability of prod-
ucts. What it can do is enforce a 
system of continuous self-improve-
ment at each facility — known as 
Corrective And Preventive Action 
(CAPA). When OEMs choose an 
outsourcing partner, they need 
to trust the effectiveness of the 
supplier’s CAPA program, and 
they need to trust that the suppli-
er’s culture sustains quality each 
and every day, for every device.

Our previous article on medical 
device supplier quality covered 
how to ensure your supplier is on 
track to meet ISO deadlines and 
how suppliers incorporate risk 
management in a quality system. 
In this second article, you will learn 
to recognize the effectiveness of a 
supplier’s investigational skills, a 
key to the success of a CAPA. Plus, 
we’ll provide insider tips on how 
to recognize if a supplier’s culture 
supports sustainable quality.

FDA SIGNALS THE 
IMPORTANCE OF 
CAPA PROGRAM
The fact that the FDA delivers more 
observations and warning letters 
for noncompliance with CAPA 
systems than any other reason 
underscores the importance of 
CAPAs to the FDA. In 2016, nearly 
50 percent of actions by the FDA 
were CAPA-related.

For an OEM, a strong CAPA system 
at the supplier means more than 
just regulatory compliance and 
avoidance of FDA consequences. 
It means the supplier takes each 
instance of nonconformity (or other 
quality issue) seriously enough to 

root out the causes and strengthen 
the quality system.

YOU CAN’T FOOL 
YOUR CAPA SYSTEM
At a very basic level, a CAPA 
requires the supplier to identify the 
nonconformity, determine the root 
cause through analysis, and create 
and implement an action plan to fix 
the issue.

One of the most challenging 
aspects of a CAPA is correctly 
identifying the causes of noncon-
formity.

CAPA systems vary in their effec-
tiveness. The truth is a CAPA can 
be completed without much effort. 
However, a lack of a rigorous 
investigation into the causes 
makes a recurrence more likely. 
Experienced quality managers 
know you can’t fool your CAPA 
system. If you don’t adequately 
identify the true root causes of a 
problem, the corrective measures 
are a waste of time.  

So, what does it take to develop 
an effective CAPA system?

Let’s consider a common scenario 
where a CAPA is initiated when 
a customer reports receipt of a 
defective part from the supplier. 
One example of a defect is a part 
with a scratch on it. The report of 
a defect triggers the supplier to 
open an internal CAPA, investigate 
what happened, and implement 
procedures to prevent the defect 
from recurring again. The CAPA 
case is then closed — or is it? If 
the same problem occurs again, 
the original CAPA was ineffective. 
Perhaps there was more than one 
cause. Perhaps the wrong cause 

was identified. How can a CAPA 
be made more effective, with a 
higher chance of success? Tools. 

TOOLS IMPROVE CAPAS
The CAPA template is a method 
that allows the supplier to act 
quickly when a CAPA is opened. 
The template outlines the course 
of action to be taken. Having steps 
predefined allows the supplier to 
act quickly to prevent noncon-
forming products from leaving the 
plant and to limit the production 
of defective parts. There are many 
ways to build such a template. 
Below is one example:  

• STEP 1: Contain the problem. 

Quarantine any questionable 
materials, parts, and inventory 
to prevent additional defects 
from moving forward. The 
quarantine is implemented 
immediately and lasts until the 
scope of the issue is defined.

• STEP 2: Stop the manufac-
turing lines for the part. 

Stop any production lines 
that may be involved with the 
nonconformity. This approach 
avoids the waste of labor, mate-
rials, energy, and resources on 
a potentially defective product. 
Once the origin of the problem 
is determined, any suspect 
processes can be isolated and 
remaining processes resumed. 

An alternative approach is to 
continue production and take 
the chance that products may 
later need to be disposed of, if 
defective. Neither approach is 
right or wrong. Planning ahead is 
what allows the quick action you 
will determine ahead of time.

https://www.meddeviceonline.com/doc/oems-do-you-trust-your-medical-device-supplier-s-quality-0001
https://www.meddeviceonline.com/doc/oems-do-you-trust-your-medical-device-supplier-s-quality-0001
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• STEP 3: Investigate the cause. 

The critical part of the CAPA 
is analyzing and investigating 
why this happened. Tools are 
especially needed during this 
phase and can differentiate 
the effectiveness of a CAPA. 
The goal of the investigation 
is to identify the root causes, 
digging deeper beneath what 
may seem to be the obvious 
cause. There are many inves-
tigational tools suppliers can 
use to complete a proper 
investigation. But too often 
tools are not used.

Of the many different inves-
tigational tools available, the 
following are especially effec-
tive in the investigation phase 
for identifying true root causes. 

CAUSE-MAPPING
The cause-mapping tool guides 
you through your internal process 
flow while brainstorming all the 
possible causes of the problem. 
At FMI, for instance, when we use 
this tool, we start from the very first 
process step involving the subject 

matter expert(s) and brainstorm 
the possible causes. We then 
work through each process step 
downstream, repeating the brain-
storming exercise until the very 
end of the process. 

A key to success with cause-
mapping is to involve the right 
subject matter experts for each 

part of the process. Used correctly, 
this tool produces a list of all poten-
tial causes you can then evaluate.

An example of cause-mapping 
output is shown in Figure 1. 

FISHBONE DIAGRAM
The fishbone diagram, shown 
in Figure 2, is another way to 
capture the potential causes of a 
nonconforming product. This tool 
helps you brainstorm the possible 
causes of the problem by category. 
The categories are usually broken 
down into six elements: equipment, 
process, people, material, environ-
ment, and method. Each element 
is then assessed to understand 
all potential causes.  The causes, 
once identified, are then rated on 
a scale to determine what causes 
are critical to perform a more thor-
ough investigation. This investiga-
tion is usually followed by a 5-Why 
analysis on the critical causes to 
then determine root cause.

Figure 1: Cause-Mapping

Cause Effect

Primary Cause

Primary Cause
Secondary Cause
Secondary Cause

Sub-Category

Primary Cause
Secondary Cause
Secondary Cause

Primary Cause

Equipment Process People

Materials Environment Management

PROBLEM

Figure 2: Fishbone Diagram



4

5-WHY
Define The Problem

Why is it happening?

Why is that?

Why is that?

Why is that?

Why is that?

5-WHY
The 5-Why method helps define 
the root cause of a problem by 
asking “Why?” In the example 
of the scratched part, the ques-
tioning would start with, “Why was 
there a scratch on the part?” Each 
answer is the basis for the next 
question, as shown in the example 
above (Figure 3). Starting with the 
problem, ask why it occurred, until 
the root of the problem is discov-
ered. Keep in mind there may be 
multiple causes of a problem. 
The “Why?” question needs to be 
repeated for each potential cause. 

Using the proper tools is the 
secret to uncovering the true root 
cause in the investigation stage. 
The absence of tools can indicate 
inadequate evaluation during the 
investigation. For CAPA systems, 
the FDA does not specify exactly 
how the process should work. 
Suppliers have a lot of leeway to 
determine what works effectively 

for them. There are many ways to 
create an effective CAPA.

With this understanding, OEMs 
can review CAPA documenta-
tion to gauge the amount of time 
and effort a supplier invests in 
uncovering the true root cause of 
nonconforming products or other 
quality issues. Is the supplier’s 
investigation documented in three 
sentences, or three paragraphs — 
or has the investigation methodi-
cally considered every possible 
cause for why the issue happened?

CULTURE DRIVES 
EMPLOYEE BEHAVIOR
As an OEM, once you know a 
supplier is properly certified, incor-
porates risk management, and has 
an effective CAPA program, how 
can you trust that quality is main-
tained over time? 

This is where culture matters. A 
strong culture has the ability to 

drive every person in the suppli-
er’s organization to commit to 
consistent delivery of customer 
value. For quality to be part of the 
culture, it cannot be thought of as 
a person (i.e., the quality manager) 
or a department (i.e., the quality 
department). A quality mindset 
starts at the top of the organization 
and must be adopted at all levels.

Does the supplier have the flexibility 
to align with your expectations?

According to FMI’s CEO, Jim 
Fitzgerald, “In our organization, 
the emphasis on quality comes 
in a couple of forms. I don’t think 
of quality as a department. I think 
of it as a commitment and an 
attitude. Embracing quality as a 
commitment means you recog-
nize the measurement for quality 
is subjective. The simple measure-
ment is whether or not the product 
meets the specifications that our 
customers contracted us to do. As 
a custom manufacturer, we have 

Figure 3: 5-Why

We’re really privileged 
with the work that we 
do. We make medical 
device components 
that perform lifesaving 
functions in healthcare.

JIM FITZGERALD 
President & CEO of FMI, LLC
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the ability to learn what is impor-
tant to our customer. From there, 
it’s about aligning expectations 
and then executing against them.” 

OEMs need supplier partners 
who are flexible enough to align 
with their expectations. When 
expectations are aligned, the 
supplier can prioritize internal 
processes such as design, busi-
ness processes, and training 
modules to ensure delivery of 
quality — as defined by the OEM 
— consistently over time. With 
clear expectations from the OEM 
and the right processes in place 
to support quality, the supplier 
can act as an extension of the 
OEM to provide the performance 
features/functionality, appear-
ance, documentation, and other 
quality attributes. 

Quality is also an attitude that is set 
from the top of the organization and 
must be bought into by the whole 
organization. “A common misper-
ception,” according to Fitzgerald, 
“is that a supplier with a quality 
culture works to meet a minimum 
standard of quality. A supplier 
that adopts quality as an attitude, 
however, capitalizes on opportuni-
ties to enhance performance — to 
deliver something better than the 
minimum standard.”

Does the supplier have the infra-
structure to support strong quality? 

Employees must know the value 
system and feel accountable. The 
quality policy, quality manual, and 
procedures provide the structure 
and discipline that quality auditors 
will seek. The strength of the infra-

structure indicates whether there 
will be variability and discretion.

Employees should be hired, 
trained, and equipped to meet the 
quality expectations of the job. 
They should have a good under-
standing of not only how to do their 
job, but also why their job is impor-
tant, and why it is important to do 
the job as defined. Employees 
should also have a clear under-
standing of the consequences of 
cutting corners. 

Finally, the infrastructure should 
include measurements to provide 
routine feedback to employees 
about their performance versus 
quality metrics. Measurements 
are an opportunity to reinforce 
good work or identify an opportu-
nity for improvement, whether by 
retraining or process improvement.

Does the organization have the 
discipline and rigor to produce 
quality devices consistently?

Work processes should be 
designed with rigor to limit vari-
ability. Employees should be 
expected to perform the work 
processes as defined. Employees 
must have the character and 
accountability to create the 
desired outcomes.

At any company, the culture is 
set from the top. How does the 
OEM know that what is stated 
at the top of the organization is 
carried through at every level? 
When the people in suits have 
finished talking about the quality 
systems, OEMs can walk into the 
manufacturing plant and ask the 
employees themselves.

You can’t expect an employee to meet and exceed 
expectations if you haven’t provided him or her with 
the proper training and the right tools. First and fore-
most, you must provide a reasonable set of expec-
tations and invest in training and resources for the 
employee to understand why her job matters. The 
second part is sharing the quality metrics with an 
employee for how she is doing. Employees gain 
great satisfaction and energy from the ability to 
see the quality measures from work they complete.

JIM FITZGERALD, President & CEO of FMI, LLC
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ABOUT FMI

FMI is dedicated to producing medical-grade silicone components for Class II and Class 
III medical devices. In fact, custom silicone moldings are the only products we manufac-
ture and health care is the only industry we serve. That singular focus allows us to provide 
the highly customized components for Long Term Implantables, Short Term Implantables, 
Disposables, and Silicone Extrusion that medical device manufacturers depend upon for 
patient safety, efficacy and reliability.

Since 1989, we have been supplying micro-precision molded components to leading medical device manufacturers and helping 
them expand their global market reach. We understand the intricacies of FDA requirements and global manufacturing standards. Our 
goal is to exceed all requirements and standards, which is why we built a new 20,000 square foot Class 7 cleanroom located at our 
global headquarters in Lincolnshire, IL.

Our Salt Lake City area facilities are ISO 13485-certified, FDA Registered with Class 8 Cleanrooms while our offshore manufacturing 
facility in Suzhou, China is ISO 13485-certified with Class 7 Cleanroom and is a Wholly Foreign Owned Enterprise of Flexan, LLC.

We work with our clients to speed products to market through our rapid development program and engineering expertise while main-
taining the highest quality and dedication to our Lean Six Sigma methodologies.

FMI Medical is a privately held company, owned by Flexan LLC, founded in 1946, with nearly 800 employees worldwide.
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ASK THE EMPLOYEES QUESTIONS ABOUT “WHAT” THEY ARE DOING. 

BUT MORE IMPORTANTLY, ASK THEM THE “WHY” QUESTIONS.

• Why are you doing that? 

• Why are you doing it that way? 

• What happens if you don’t do it that way? 

Those interactions will give you reasons to believe, or not believe, the supplier culture 
supports quality and there is buy-in throughout the organization.

Learn more about medical device quality in our previous article, 
OEMs:  Do You Trust Your Medical Device Supplier’s Quality? and at fmimed.com
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