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“Quality is not an outcome – it needs to be built in 
second by second” 

• Foundation is key

• Aligned goals

• Shared responsibility

• Visibility and 
responsiveness

• Speed and agility 
improve control

– Learned from people doing the work

Practice is key - Embrace the falls!
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Change notice break down
• Average pilot 

acceptance time – 3 
Days

• Average non-pilot 
acceptance time – 24 
Days

• 30% of changes were 
direct quality 
improvements that 
reduce or prevent 
defects 
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What’s 
Next?

4



www.fda.gov

2019 Efforts
• Program Definition

• Defined boundary
• Ownership
• Roles
• Requirements and accountability
• Changes/Modifications

• Pilot continuation and 
enhancements

• 2019 MDIC CfQ Projects

• Develop a focus for 510(k) space
• MDIC Forum – February 25, 2019
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Medical Device Safety Action Plan: Protecting 
Patients, Promoting Public Health
• Building on the Case for Quality Initiative, create a competitive marketplace 

for device quality. FDA will pilot the use of a progressive maturity model 
appraisal approach to evaluate participants’ organizational excellence, identify 
any gaps, and recognize when a participant performs above a compliance 
baseline. The pilot is intended to establish organizational performance metrics 
and device quality metrics that can be tracked in a “dashboard”-like format to 
facilitate continuous monitoring and, accordingly, improved visibility to 
potential manufacturing, product quality, or patient safety issues. The pilot 
will evaluate the effectiveness and scalability of the 
model with the goal of standing up a voluntary third-
party appraisal program in 2019. The President’s FY2019 Budget 
reflects a proposal to Bring MedTech Manufacturing Home: Advance Medical 
Device Manufacturing and Quality, which would include funding to support 
creation of this program.
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Thank you
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