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Agenda 

• A review of our progress to date. 

• Issues identified to date. 

• What are the Agency’s next steps? 
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Quality Metrics Concept 

Third Parties Manufacturers FDA 

FDA Prioritizes Resources 

In the end, what are we trying to 

accomplish? 
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Planned for a Pilot 
• Utilize MDIC QS metrics  and 4 specific device 

characteristics: 
– Would have selected one particular device type; 

– Evaluation criteria for QS and device specific quality 
information; and, 

– Would have used evaluation criteria to determine which 
firms get Level 1 and Level 2 Risk Based Work Plan 
inspections. 

• Seeking industry feedback and engagement on 
approach and metrics. 
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Outline for Device Metrics  
Metric Category A. Approach to Control 

•Factor 1: Risk Mgmt 
•Factor 2: Control 
•Factor 3: Monitoring 

B. Trending 

I. MDIC QS 
• Preproduction 
• Production 
• Postproduction 

 

- 
 

Table 1 

II. Device Specific 
• Characteristic A 
• Characteristic B 
• Characteristic C 
• Characteristic D 

 
Table 2 and 3 

 
Table 4 

Metric Subcategory 
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Metrics: A Quick Review 
• Draft metrics document: 

Indicators of activity with 

increasing impact on quality 

1. Essential activities  

2. Proactive activities 

3. Preventive activities  

What FDA would need to evaluate 
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Issues Identified to Date 

• More stakeholder input is needed to ensure 
that these are the right evaluation criteria. 

 

• Metrics need to have utility for FDA 
manufacturers and other stakeholders. 
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Issues Identified to Date 

• FDA’s approach to metrics needs to interface 
with the maturity model concept. 

 

• We need to look at ways to pilot this approach 
that involves broad device community 
involvement. 

– Even if this means it is not an FDA run pilot. 
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An example of feedback received 

• Which is more important? 

– a 99% right first time (RFT) rate with no ties to Risk 
Management (RM) or the Quality System (QS)? 

Or 

– A 77% RFT, actively managed through the RM and 
QS? 

FDA Quality Metrics Project 
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An example of feedback received 

• And to would this be more important? 

– A 77% RFT tied into the RM and QS, but more 
actively managed through a process improvement 
program? 

Or 

– A 77% RFT tied into the RM and QS, but more 
actively managed through the program responsible 
for the given process area and achieving related 
business goals? 
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Next Steps 

• In the coming months: 

– Obtaining more stakeholder input; 

– Refining metrics language/approach based on that 
input; and, 

– Redefining what a pilot would look like. 

 

• We look forward to getting your feedback! 
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FDA Metrics Team Information 

Bill MacFarland, Vesa Vuniqi and Roxanne Modares 
Division of Manufacturing and Quality 

Tel: 301-796-5547 

Email: william.macfarland@fda.hhs.gov, 

  vesa.vuniqi@fda.hhs.gov 

  roxanne.modares@fda.hhs.gov 

 

FDA, Center for Devices and Radiological Health 
Office of Compliance 

Division of Manufacturing and Quality 

Building WHITE OAK #66 

10903 New Hampshire Avenue 

Silver Spring, MD  20993 

 

Excellent customer service is important to us. Please take a moment to provide feedback 
regarding the customer service you have received: 

https://www.research.net/s/cdrhcustomerservice?O=300&D=360&B=361&E=&S=E 
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