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AdvaMed strongly supports FDA’s 
Case for Quality.



Why are we doing this?
• Many firms identify the need to develop, 

improve, and sustain quality culture.

• Some of these firms need a playbook to make 
these changes.

• We offer an approach:  
– This is a set of practices, not the set of practices.

– Firms can choose to follow this playbook exactly or to pick 
parts that suit specific needs.

– Other approaches and playbooks exist; they may lead to 
equally successful results.



Quality Culture Overview
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What
• Quality culture is the beliefs and practices within a firm that drive quality in areas 

including product development, production, and distribution.  
• Every employee – from front-line staff to senior leaders – is responsible for quality 

culture.

Why
• Quality culture enables a firm to be a trusted partner for its stakeholders, living up to 

their expectations and upholding the firm’s mission.  
• Quality culture makes good business sense.

How
• Drive behaviors that promote patient safety, quality awareness, and compliance.
• Provide information and education about:

▪ Products and their use; and
▪ Compliance and quality requirements.

• Show employees how their performance impacts product, service, and process quality.
• Recognize and reward behaviors that promote quality awareness and compliance.
• Promote a blame-free culture and clear expectations for behavior. 



Quality Culture:  
The Four Behaviors
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Quality Culture Overview:  Behavior and
“I” statements

Accountable: 

We are all accountable for quality outcomes.  We all are accountable to deliver on 
our commitments.  We need to understand and follow our processes.  We must 

resolve quality issues.  We all contribute to getting the job done right.

• I understand and follow the processes that are in place. 

• I follow through on making decisions based on facts and data. 

• I work to resolve identified quality and compliance concerns. 

• I will not take shortcuts when it comes to the quality of my work. 

• I do what I say I will do.

Our quality behaviors come to life in “I Statements.”
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Courageous:
We are courageous when we share quality issues and their potential for a 
mistake.  We help improve our internal processes.  We increase our ability to 
attain and sustain quality excellence.  We all speak up when we notice 
something wrong in a blame-free environment.

• If I see something that doesn’t seem right, I say something.

• I share quality concerns and issues when I see them, and I encourage others 
to do the same.

• I share examples of things we have done well and areas for improvement in 
my group.

• I share ideas for improvement.

• I suggest product or process improvements that would improve quality even 
when there are roadblocks to those improvements.

Quality Culture Overview:  Behavior and
“I” statements

Our quality behaviors come to life in “I Statements.”
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Patient-Focused: 

We are patient-focused.  The safety and quality of our products for 
patients and clinicians is our priority.  We understand how our actions 
affect patients.

• I strive to understand the needs of our patients and my role in meeting 
those needs.

• I always put the safety of patients first.

• I do not make compromises when it comes to the quality of my work.

• I report any patient complaints, no matter where I am when I hear them 
or what level/position I have in the company.

Quality Culture Overview:  Behavior and
“I” statements

Our quality behaviors come to life in “I Statements.”
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Preventive: 
We attain and sustain quality by preventing issues.  We improve our 
processes before problems happen to save the business from costly mistakes 
and corrections.  We make sure that we provide the highest quality products 
and services when they’re needed.

• I take the time needed to do my work right the first time.  

• I think back on what I have learned to prevent future mistakes. 

• If a mistake does happen, I make sure we improve our process so it doesn’t 
happen again. 

• I share and implement ideas to continuously improve processes and 
procedures. 

Quality Culture Overview:  Behavior and
“I” statements

Our quality behaviors come to life in “I Statements.”



The Five Workstreams:
Operationalizing the Behaviors
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Quality Culture Overview
Five Work Streams

Quality Culture Work Streams

Product Awareness

Develop an enhanced 
understanding of our 

products – the  
conditions they treat; 

how, where, and when 
the products are used; 

and the potential 
consequences to 
patient safety if a 
product does not 
function properly.

Visual Management

Ensure all employees 
understand how their 
work impacts business 

performance and 
goals in their work 

area.  Employees can 
see actual 

performance vs. 
target, and can engage 

in improving 
performance.

Continuous Quality 
Improvement

Promote a culture of 
employee 

accountability, 
ownership, and 
empowerment 

through continuous 
improvement and 
problem solving, 
resulting in the 

greatest possible 
product reliability and 

quality.

Recognition

Recognize and reward 
employees for 

exhibiting desired 
behaviors: 

accountability, 
courage, patient focus, 

and prevention.

Communication

Develop ongoing structured communications to ensure that clear, consistent, and impactful 
messages reach the target audiences.  Connect to the minds and hearts!



Quality Culture Work Stream:  Visual Management  
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Why
• Metrics show the health of the business:  Are we on track to hit our 

goals?  Are there issues that require our help to improve? 
• This enables us to detect problems immediately and solve them before 

they become larger issues. 

How
• Policy Deployment/Hoshin Kanri
• Communication boards
• Lean-Sigma Tools (i.e., 5s)

What
• Clearly defined metrics/measurements
• System/process to cascade metrics/measurement through the 

organization 
• Visual work 



AdvaMed will publish the Quality 
Culture Playbook later this year.

• We have shared a draft of the 
playbook with FDA for its input.

• We will add the playbook to 
AdvaMed’s Library of Successful 
Practices.

• The playbook is a template for how we 
can partner with MDIC to support the 
Case for Quality.


