
Compliance – is free!
If you start with real quality

FDA is leading a movement from “Compliance” to “Quality”

It is very good news ☺

It is bringing quality, professionalism and responsibility back where it 
belongs.

And it saves money….

Morten Korsaa, Whitebox      (Jørn Johansen, Whitebox)
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What went wrong?
Whitebox unfiltered and subjective analysis of where the chain fell off

Important for the solution discussion



The obvious exponential increasing value of 
quality

Exponential increase in 
• Value
• Number of parameters
• Describing difficulty
• Importance to safety
• Competence required
• Cost of bad quality



The not so obvious Quality deroute!

Cost of quality (!)

Quality definition

Best practices

Standards

Compliance

Audits



Cost of Quality

Wrong assumptions:

Quality means “good-nes”, “luxury”, …

Quality is intangible –hence not measurable

“Economics of Quality” 
• We can’t afford to get to good!

The quality problems are originating from the workers

Quality is originated in the Quality department

These assumptions left the industry with a general fear of the cost of “too 
much quality”!

-> Do as little as possible!



What happened on the Quality deroute
implications

The “Delegation of responsibility” trap

The “One Size Fits All” regulation trap

The “Cheating” trap

Other obstacles



The “Delegation of responsibility” trap



“Quality” department

Compliance driven

Has a manager who is 
“responsible” for the quality

Maintains certificates

Operating through a QMS

Is checking “quality”

Quality driven

Is driving quality

Focus on prevention of problems

Supporting management

Supporting projects

Competence focus



The “One Size Fits All” trap

Because

The requirements for the business most be equal to all

The requirements must fit all situations

->

The regulation must be generic and cover everything

-> 

Something will be seen as irrelevant to some businesses



The “cheating” trap

Quality is originally about being proud/excellent/professional/…

But the moment it was introduced as a compliance requirement to an 
organization

Deep in the hearts of engineers,  compliance was not recognized as 
true quality

Quality became an annoying impediment of no value

Audits was introduced to ensure compliance

The cheating culture started

An absolute “non quality attitude”!



Tipping point???

Jeffrey Shuren, FDA, Director CDRH:

“We clearly were not succesfull in ensuring the products 
where high quality”

“Compliance with FDA requirements are important, .. ,but it 
does not ensure that we have manufacturing and product 
quality”

“What could we(FDA) do to drive a shift from a compliance 
mindset to a quality mindset”   

“We are applying several principles: First, we will use a 
maturity model(CMMI) appraisal as opposed to a compliance 
model. Second, ….”

Proposes a review of the entire inspection process to ensure 
that focus is on where it is needed the most

[FDA’s workshop 10/10-2017]



The great quality relief

It all started with an obsession for quality. Let’s get back to that.

Step 1. Remember the intention behind the regulatory requirements.

Step 2. Build the competences you need to deliver good quality and 
be proud of it.

Step 3. Compliance will be a little (1,5%) add on to a development 
cost, (that by the way has decreased 40% due to a better performance).



Join the workshop after lunch!

Are you interested in an alternative view on compliance and quality?

What if compliance was for free, if achieved for the right reason??

What is going on in FDA right now?

What can you do to support the change?

What is the new role of “Quality / RA / ..” ? 

What does this mean to the industry?



Workshop Community 9: 
Trends & Challenges in Medical 
Device Industry
Working on the “EuroSPI 2019 – Medical device workshop’s” take on: 

- Is “Case for Quality” good or bad ?

- What is the expected implications for 
- The industry?
- Medical device professionals?
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The history – so far
CASE FOR QUALITY



FDA, 2010’ish: Hmmmm…..

We have manufactures who have no regulation issues, but do have 
quality issues!

We have manufactures who have regulation issues, but no quality 
issues! 

Are we driving the right attitude?



Is quality good business??
2013 - McKinsey report:

https://www.mckinsey.com/~/media/McKinsey/dotcom/client_service/Public%20Sector/Regulatory%20excellence/The_business_case_for_medical_device_quality.ashx



June 2015

March 2017

https://www.fda.gov/AboutFDA/business/ucm1157439.htm

Looking for a framework to support quality





Highlights from FDA’s workshop 10/10-2017

Jeffrey Shuren, FDA, Director CDRH:

“We clearly were not succesfull in ensuring the products 
where high quality”

“Compliance with FDA requirements are important, .. ,but it 
does not ensure that we have manufacturing and product 
quality”

“What could we(FDA) do to drive a shift from a compliance 
mindset to a quality mindset”   

“We are applying several principles: First, we will use a 
maturity model(CMMI) appraisal as opposed to a compliance 
model. Second, ….”

Proposes a review of the entire inspection process to ensure 
that focus is on where it is needed the most



Stephanie Christopher – MDIC  Medical Device Innovation Consortium

”It’s a movement”

”..not just another checkbox activity”

Highlights from FDA’s workshop 10/10-2017



Workshop topic 1

Is the intentions behind  “Case for Quality”
• Valid ?

• Pointing in the right direction?



The new approach
MDDAP: Medical Device Discovery Appraisal Program





Regulatory benefits:



Pilot programs – so far (June 2019):



Pilot programs – so far (June 2019):



Pilot programs – so far (June 2019):



Pilot programs – so far (June 20 2019):



Pilot programs – so far (June 20 2019): 



Pilot programs – so far (June 20 2019): 



Pilot programs - experience



Workshop topic 2

Will the benefits from joining “Case for Quality” be worth the effort?

What would be the major obstacle to join?



Assessment style





Process scope and what the organization see



… and what FDA see



Considerably less preparation than usual



Done in one week



MDDA Execution Summary



Another comparison



Workshop topic 3

The assessment style
• Pros?

• Cons?

Will the industry be ready?



Experiences so far
The mindset seems to be the greatest challenge



Testemonial - benefit for the business ….



Additional observations

New concept – trust!
• Don’t underestimate the impact of moving from a dis-trust based system to a 

trust based system. 

QA staff – don’t expect they can change fast
• However tempting, don’t make an experienced QA/RA person in charge of 

the site

New requirements for top management
• Before: Be compliant, and your ok. <Top management don’t need to know the 

quality details, and detailed quality management can be delegated>
• Now: Responsibility to know what quality details to improve, and act. Top 

management must have detailed quality insight lead. 
• Delegation not possible!
• (Same attitude in MDR ?!?)



Additional observations

FDA: “Promise that you come early to us, and we promise that we will 
work with you” , -- and it is working!!



Plans
What happens next?

Can I join?



What can we expect

A movement from compliance to quality is inevitable

The perception of ”quality” will change back

The required skills will change
• Bean-counter management -> Quality leadership

• Compliance audits -> quality support

• Compliance requirements -> professional skills

The speed will be annoyingly slow



How can we prepare

If you appreciate the change – be a leader of it

Make your own analysis of why ”quality” died, or became 
symonymous with compliance

Train your own rethoric and always distinguish clearly between 
compliance and quality

Always look for the motivation behind a ”quality asurance activity”

Watch out for ecxessive ”quality control”

Always aim for the higher target: Quality – then compliance will 
follow for free (well, almost) 



Who can join?



What you need to do



Benefits



Workshop topic 4

What does this mean to you as a medical device professional?

How will Case for Quality affect the industry?



More info….

http://mdic.org/cfq/case-for-quality-public-forum-presentations/

http://mdic.org/cfq/case-for-quality-public-forum-presentations/


Reserve



Watch out for the different attitudes

When a person is presented with a quality/capability/standard/.. 
requirement, analyze carefully at the response:

How little can I get away with and still comply with the standard

VS

What do I need to do to get the benefits



Where to look for quality

Final product
• Important, 

• but too late

All “handovers”
• Study all the sub-processes and artefacts

• Where did the problem come from?

• Was anyone passing on a problem?

• Enables proactivity



What is quality ?? 

[MDIC-Analytics-Working-Group-2019_June-1.2. ]


