
Questions for Consideration: FDA 483s and Metrics 
 
 
 
 

 
 
 
 
 
 
 
 
 
 
 
 

Morning Session 
 
Interpreting the 483 

 
1)   In your experience, how does an FDA 483 focus your work on processes/changes that directly 

impact product quality? If you do not feel it focuses your work on processes/changes that 
directly impact product quality, why not? 

 
2)   Explain any difficulties your firm has had or is currently having in identifying which items on an 

FDA 483 are most important to correct? What factors would you use to focus or prioritize your 
efforts? 

 
3)   If your firm was to receive an FDA 483, which items would you focus on correcting? Top 5? 

Some specific sub-set or system? All of them? 
 

4)   “Discussion items” are observations not listed on the FDA 483 but discussed at the close-out 
meeting and captured in the Establishment Inspection Report. FDA investigators will review 
these items prior to the next scheduled facility inspection and check they are addressed. Are 
“discussion items” a priority for your firm to correct? If not, why not? If so, how do you prioritize 
discussion items with FDA 483 items? 

 
5)   The terms “major non-conformance” and “minor non-conformance” are used to classify 

nonconformities during ISO 13485:2003 audits. Nonconformities can also be classified using the 
guidance in the GHTF “Quality management system – Medical devices - Nonconformity Grading 
System for Regulatory Purposes and Information Exchange” document.  Do you think that 
identifying items on the FDA 483 using similar terms would be helpful in focusing resources? 

 
  

Instructions for Group Table Discussion Sessions 
• Establish a scribe and presenter for the group at each table. 
• Write legibly.  Data will be collated for future reference and data analysis. 
• Record full names of all members in the group on a separate sheet of paper. 
• Please read all questions for each segment first - only 60 min. in the morning session and 45 

minutes in the afternoon session to answer all questions  
o a countdown timer will be kept and reminders of time remaining for groups to 

answer questions will be provided every 15 min to ensure all questions are 
answered 

• Ensure everyone's opinion is considered.   
• Report out new or novel ideas that have not been previously identified or reported by 

previous groups.  
 



Afternoon Session 
 
Metrics 

 
6)   We are currently looking for metrics/data you already measure/collect that represent 

investment in quality. What measures do you use? 
 

7)   Do you currently measure the time, money and/or other resources spent on 
addressing/correcting FDA 483 items? What about discussion items? Do you have historic 
information that you could share as a baseline, for which to compare results from a “Focused 
483” pilot? 

 
8) Is there any correlation between these measures and quality? 

 
9)   Are there other metrics you have regarding quality that you can share or suggest? Does not 

have to be FDA 483 related.  How do you use these metrics as they relate to quality? 
 
 
Pilot 

 
10) Would you be interested in participating in a “Focused FDA 483” pilot, should the agency decide 

to move forward with the concept and test whether a focused 483 enables better quality- 
related resource allocation? 

 
11) Would you be willing to track the time, money and/or other resources spent on 

correcting/addressing FDA 483 items and the impact on quality (resources saved, product 
impact, length of time to respond or correct item) if FDA piloted a “focused FDA 483”? 

 
12) Give examples of any concerns you have had regarding communication between FDA 

investigators and your firm with respect to the FDA 483, either throughout the inspection or at 
the close-out meeting.  How could FDA address your concerns? 


