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Background

U.S. FDA Contract 
Audit Program
• FMD 76

State Audit 
Program
• MFRPS Standard 4

2 audits per inspector every 36 mos.
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Background

FDA 3610 APPENDIX 4.5
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Problem Statement

Overall, State and Federal regulatory field 
inspection audit performance trends     

are unknown.
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Research Question(s)

1. Which performance factors are marked 
“Needs Improvement”?

2. What are the top 3 performance factors 
marked “Needs Improvement”?

3. Which section of the audit form has the most 
“Needs Improvement” ratings?
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Methodology
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Study Population

• State and federal regulatory agencies
– 10 state regulatory programs

• Manufactured Food Regulatory Program Standards 
(MFRPS) enrollees

– 10 FDA Human Food Contracts

469 305 774
Total

FDA contract auditsMFRPS non-contract 
audits
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Results
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Results

ll.3 ll.4ll.3 ll.5

II.3 – Assessment of 
employee practices

II.4 – Evaluation of 
potential causes of 
adulteration or misbranding

II.5 – Recognition and 
recording of significant 
violative conditions

8.40%

17.70%

9.04%
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Results

10.02%

FDA 
Contract

MFRPS Non-
Contract

II.3 – Assessment of 
employee practices

II.4 – Evaluation of 
potential causes of 
adulteration or 
misbranding
II.5 – Recognition 
and recording of 
significant violative 
conditions

5.90%

21.32% 12.13%

11.30% 5.57%
ll.4ll.3 ll.5
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Results

Section “NI” Responses
Pre-Inspection Assessment 31
Inspection Observations and Performance 424
Inspection Observations and Performance for 
HACCP Regulated Facilities

46

Oral and Written Communication 120

Performance Factor Section Counts for “Needs 
Improvement” Ratings 
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Results
"Needs Improvement" Ratings By Audit Section 

Compared to Total Number of "Needs 
Improvement" Ratings

Preinspection Assessment

Inspection Observations and 
Performance

Inspection Observations and 
Performance for HACCP 
Regulated Facilities

Oral and Written 
Communication

68.27%

7.41%

19.32%

5.00%
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Conclusions

• Performance trend known
– Similar

• Most prevalent “needs improvement” 
performance ratings linked to core inspection 
performance

• Need to communicate and leverage 
resources to address national trend
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Recommendations

1. Share individual audit trends
2. Share national trends 
3. Brainstorm ideas on how to reduce national 

trend
4. State programs provide feedback to FDA 

OTED
5. FDA OTED relay new inspection guidance to 

past course participants
6. FDA audit CSOs using same 22 performance 

factors
• Repeat study 
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Questions?
Kathleen Close, Auditor

Kathleen.close@fda.hhs.gov
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