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Welcome Instructors
• Mary Leong, RFS

• Steve Nattrass, RFS

• Tom Nerney, RFS

• Valerie Potopsingh, RFS

• Mike Touhey, RFS
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Tell Us About You

• Name
• Jurisdiction/Location
• Experience in Retail Program Standards

• Years enrolled
• Standards your jurisdiction meets or working toward
• New enrollee
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Standards as a Program Framework

• Standards provide:
• A guide to design and management of a retail food

program
• A program foundation
• A tool to evaluate the effectiveness of food safety

interventions
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Current Environment
State & Local Retail Food Programs

• Diminishing Resources (NEHA reports 10% reduction
of work force for State and local health agency since
2007)

• Competing Program Priorities
• Retail Food Safety Risk Assessment Needed
• “Outputs” rather than “Outcomes” used to

measure “Program Effectiveness”
• Program Performance Measures not clearly identified
• No mechanism for conducting FTE “cost-benefit”

justification
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State & Local Retail Food Programs
As resource capacities are diminishing, the size of the 
foodservice industry is rapidly increasing

The National Restaurant Association statistics on the 
increased number of restaurants nationally:

1972 – 491,000 Restaurants
2020 – > 1,000,000 Restaurants

The Food Marketing Institute 2020 report:       
> 250,000 Retail Food Stores

~ 300 to 500 Establishments for each Retail Food Safety 
Inspection Officer 
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THESE FORCES MAY LEAD TO:

• Disincentive on the part of regulatory programs to 
devote resources for initiatives designed to enhance 
program effectiveness

• Lack of uniformity in Food Codes - not viewed as a 
critical performance issue

• Lack of resources to properly train and standardize 
regulatory health officials

• Insufficient time for inspections leads to less regulatory 
focus on foodborne illness risk factors 
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THESE FORCES CAN LEAD TO:

• Regulatory retail food program quality assurance 
processes focused on Outputs rather than Outcomes

• Review of compliance protocols lacking to ensure due 
process and fairness to the industry 

• Insufficient resources presents challenges to the 
formation of committees, task forces, etc., that provide a 
forum for industry input

• Industry permit fees often based on increases in 
inspection loads rather than services provided
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Summary
Identify Program Needs to Address

• A “holistic approach” (FSMA) to retail food safety

• Method for setting food safety priorities using a risk-
based performance measurement

• Identification of program areas where an agency can 
have the greatest impact on retail food safety 

• Wider application of effective FBI risk factor 
intervention strategies
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Summary
Identify Program Needs To Address

• Information to justify program budgets and FTEs

• Incentives for innovations in program implementation 
and administration

• Avenues for improving industry and consumer 
confidence
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THE 9 STANDARDS
• STANDARD 1 - REGULATORY FOUNDATION

• STANDARD 2 - TRAINED REGULATORY STAFF

• STANDARD 3 - INSPECTION PROGRAM BASED 
ON HACCP PRINCIPLES

• STANDARD 4 - UNIFORM INSPECTION PROGRAM

• STANDARD 5 - FOOD BORNE ILLNESS RESPONSE

• STANDARD 6 - COMPLIANCE & ENFORCEMENT

• STANDARD 7 - INDUSTRY & COMMUNITY RELATIONS

• STANDARD 8 - PROGRAM RESOURCES

• STANDARD 9 - PROGRAM ASSESSMENT
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Retail Food Program Standards Web Site
http://www.fda.gov/retailprogramstandards 
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Voluntary National Retail Food
Regulatory Program Standards
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Voluntary National Retail Food
Regulatory Program Standards
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Voluntary National Retail Food
Regulatory Program Standards 
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Retail Food Program Standards Web Site
http://www.fda.gov/retailprogramstandards 
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Resources Available to Enrolled Jurisdictions
Retail Food Protection Page

http://www.fda.gov/RetailFoodProtection
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Retail Food Protection Page
http://www.fda.gov/RetailFoodProtection
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Resources Available to Enrolled Jurisdictions

http://www.fda.gov/RetailFoodProtection


https://www.fda.gov/food/retail-food-protection/fda-food-code

27
www.fda.gov

Resources Available to Enrolled Jurisdictions

https://www.fda.gov/food/retail-food-protection/fda-food-code


https://www.fda.gov/food/retail-food-protection/retail-food-industryregulatory-
assistance-training
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Resources Available to Enrolled Jurisdictions

https://www.fda.gov/food/retail-food-protection/retail-food-industryregulatory-assistance-training
https://www.fda.gov/food/retail-food-protection/retail-food-industryregulatory-assistance-training


FoodSHIELD Retail Food Program Standards 
Resource Center

http://www.FoodShield.org
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Resources Available to Enrolled Jurisdictions

http://www.foodshield.org/
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PROGRAM STANDARDS RESOURCES
QUESTIONS

www.fda.gov



Self-Assessment & Verification Audit
Workshop Objectives

• Participants should be able to:

Define the core requirements for each of the nine Program 
Standards

Describe the self-assessment and verification audit process 
for each of the nine Program Standards

Assess retail food regulatory program information to 
determine compliance with the core criteria in each of the 
nine Program Standards
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Self-Assessment & Verification Audit
Workshop Format

• Participants will be split into breakout groups

• After each Standard presentation, each breakout 
group will complete a series of questions / scenarios, 
approximately 20-30 minutes will be allocated for 
each Standard

• Each breakout group will identify a spokesperson (rotate 
for each Standard)
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Self-Assessment & Verification Audit
Workshop Format

• After each breakout, we will discuss the answers in 
the large group

• Questions and scenarios have been divided into three 
categories
INFORMATION
APPLICATION
INTERPRETATION can collectively work on each question or 

divide among members. All questions, must be reviewed 
with the entire group to ensure consensus
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Self-Assessment & Verification Audit
Workshop Format

• The workshop is divided into two parts:
 Self-Assessment Process for each Standard

* This will also cover the verification audit process for 
Standards 3, 4, 5, 7, 8, 9 because the criteria for review is 
the same

 Verification Audit Process for Standards 1, 2, 
and 6
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WORKSHOP FORMAT & EXPECTATIONS
QUESTIONS
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Administrative Procedures for 
Participation in the

Voluntary National Retail Food 
Regulatory Program Standards

1
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Retail Food Program Standards Web Site
http://www.fda.gov/retailprogramstandards
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Retail Food Program Standards Web Site
http://www.fda.gov/retailprogramstandards
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• Self-assessment completed and reported to FDA
• Verification Audit requested and conducted on 

Standards the jurisdiction indicates as having met
• Reporting Program Standards status using the Form 

FDA 3958, Voluntary National Retail Food Regulatory 
Program Standards FDA National Registry Report 
submitted to the FDA Retail Food Specialist

4
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Administrative Procedures
Overview of the Process
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Administrative Procedures
Overview of the Process



• Self-assessment within 12 months of enrollment & every 
60 months thereafter to:
o Compare program elements to relevant criteria in the 

Standards; 
o Determine if supporting records are maintained

Administrative Procedures, Page AP-3

6
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Administrative Procedures 
Self-Assessments



• The most recent version of the Retail Food Program 
Standards must be used when completing a required self-
assessment. 

• If a jurisdiction is updating a current self-assessment, it 
can either use the version of the Standards effective 
when the current self-assessment was completed or the 
current version of the Standards, at the jurisdiction’s 
discretion.

Administrative Procedures, Page AP-4
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Administrative Procedures 
Self-Assessments
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• The jurisdiction must request a Verification Audit(VA) 
within 3 months of the completion of the Full Self-
Assessment of all Nine Standards (SA9) or Self-
Assessment update in which one or more of standard 
is met.

• The verification audit should be completed within 6 
months of the SA9 or Self-Assessment Update.

o May be conducted either virtually or on-site.

Administrative Procedures, Page AP-4-5
8
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Administrative Procedures 
Verification Audits



The audit may be conducted by an authorized city, 
county, district, state, federal, tribal official or other 
third-party person who has no responsibilities for the 
day-to-day operations of the jurisdiction requesting the 
verification audit. 

Administrative Procedures, Page AP-4
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Administrative Procedures 
Who can perform an Audit?
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• Complete and submit a Form FDA 3958 to the 
appropriate FDA Retail Food Specialist within 30 days 
following a Self-Assessment, Self-Assessment Update, 
and any Verification Audit

• The latest version of this form is available on the FDA 
Retail Program Standards website:

• https://www.fda.gov/food/voluntary-national-retail-food-
regulatory-program-standards/voluntary-national-retail-
food-regulatory-program-standards-august-2022
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Administrative Procedures 
Reporting

https://www.fda.gov/food/voluntary-national-retail-food-regulatory-program-standards/voluntary-national-retail-food-regulatory-program-standards-august-2022
https://www.fda.gov/food/voluntary-national-retail-food-regulatory-program-standards/voluntary-national-retail-food-regulatory-program-standards-august-2022
https://www.fda.gov/food/voluntary-national-retail-food-regulatory-program-standards/voluntary-national-retail-food-regulatory-program-standards-august-2022
https://www.fda.gov/food/voluntary-national-retail-food-regulatory-program-standards/voluntary-national-retail-food-regulatory-program-standards-august-2022
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Administrative Procedures 
National Registry Report FDA Form 3958



• Additional information related to the VNRFRPS can 
be found at: 
https://www.fda.gov/retailprogramstandards

• Announcements related to RFFM, and upcoming 
events (training & seminars) as well as the last 
listing of enrolled jurisdictions.
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Administrative Procedures 
Retail Program Standards

https://www.fda.gov/retailprogramstandards
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Listing of Jurisdictions Enrolled in the 
Retail Program Standards
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Listing of Jurisdictions Enrolled in the 
Retail Program Standards



Listing of Jurisdictions Enrolled in the 
Retail Program Standards
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(Page AP-5 Administrative Procedures Manual)

• Initial Steps to take with a Non-Conforming Audit
o Contact Retail Food Specialist within 10 business days of 

the close of the audit
 Discuss steps necessary to reconcile discrepancies and 

establish a correction plan; or  
 Establish a corrective action plan to retain information on 

web listing; or
 Remove any incorrect self reported data from web listing

16
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Administrative Procedures 
Dispute Resolution



(Page AP-6 Administrative Procedures Manual)

• Role of the Program Standards Clearinghouse 
comprise of:
o Two FDA Retail Food Specialists;
o One member of the FDA Center of Food Safety and Applied 

Nutrition Retail Food Policy Team;
o One representative from the Conference for Food 

Protection Program Standards Committee; and
o Representatives from five jurisdictions enrolled in the 

Standards

17
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Administrative Procedures 
Dispute Resolution



(Page AP-6 Administrative Procedures Manual)

• Requesting Assistance from the Clearinghouse:
o Written request from jurisdiction within 30 days of close of 

audit;
o Explanation of issues in dispute;
o Include a copy of the verification audit report;
o Jurisdiction can include supporting information relevant to 

the results of the self-assessment or verification audit
o Clearinghouse informs auditor of request. Auditor may 

submit written materials

18
www.fda.gov

Administrative Procedures 
Dispute Resolution



(Page AP-6 Administrative Procedures Manual)

• Clearinghouse Assistance Process:
o Sets date/time to hear facts from each side via conference 

call.
o Both the jurisdiction and auditor will be given an 

opportunity to speak in support of materials submitted.
o Clearinghouse may ask question of both sides.
o Clearinghouse will deliberate in private before rendering a 

decision

19
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Administrative Procedures 
Dispute Resolution



(Pages AP-6-7 Administrative Procedures Manual)

• Clearinghouse Decisions:
o Provides a written response to both the jurisdiction and 

the auditor within 10 business days of the conference call.
o Clearinghouse panel decision is final

20
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Administrative Procedures 
Dispute Resolution



• Verification audits shall be conducted at the following
frequency:
o After the initial self-assessment (conducted within 12 months 

of enrollment), if the jurisdiction claims conformance with
one or more Standards; and

o After each subsequent self-assessment (conducted every 60 
months), if the jurisdiction claims conformance with one or
more Standards.
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Administrative Procedures 
When is a Verification Audit Required?

www.fda.gov

(Page AP-4 Administrative Procedures Manual)



Participant Manual 

Administrative Procedures
Questions 1 and 2

Page 38
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• Self-assessment within 12 months of enrollment & every 
60 months thereafter to:
o Compare program elements to relevant criteria in the 

Standards; 
o Determine if supporting records are maintained

Administrative Procedures, Page AP-3

23
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Administrative Procedures 
Self-Assessments



Participant Manual 

Administrative Procedures
Question 3

Page 38
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• The most recent version of the Retail Food Program 
Standards must be used when completing a required self-
assessment. 

• If a jurisdiction is updating a current self-assessment, it 
can either use the version of the Standards effective 
when the current self-assessment was completed or the 
current version of the Standards, at the jurisdiction’s 
discretion.

Administrative Procedures, Page AP-4
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Administrative Procedures 
Self-Assessments
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Administrative Procedures
Question 4

Page 38
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Participant Manual 
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• The jurisdiction must request a Verification Audit(VA) 
within 3 months of the completion of the completion 
of the Full Self-Assessment of all Nine Standards (SA9) 
or Self-Assessment update in which one or more of 
standard is met.

• The verification audit should be completed within 6 
months of the SA9 or Self-Assessment Update.

o May be conducted either virtually or on-site.

Administrative Procedures, Page AP-4-5
27
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Administrative Procedures 
Verification Audits



Administrative Procedures
Question 5

Page 39
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Participant Manual 

www.fda.gov



The audit may be conducted by an authorized city, 
county, district, state, federal, tribal official or other 
third-party person who has no responsibilities for the 
day-to-day operations of the jurisdiction requesting the 
verification audit. 

Administrative Procedures, Page AP-4
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Administrative Procedures 
Who can perform an Audit?
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Administrative Procedures
Question 6

Page 39

30

Participant Manual 
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(Pages AP-5 thru AP-7 Administrative Procedures Manual)

• Contact Retail Food Specialist within 10 business days 
of the close of the audit

• Request Assistance from the Clearinghouse

31
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Administrative Procedures 
Dispute Resolution



Administrative Procedures
Question 7

Page 39
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Participant Manual 
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• Verification audits shall be conducted at the following
frequency:
o After the initial self-assessment (conducted within 12 months 

of enrollment), if the jurisdiction claims conformance with
one or more Standards; and

o After each subsequent self-assessment (conducted every 60 
months), if the jurisdiction claims conformance with one or
more Standards.
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Administrative Procedures 
When is a Verification Audit Required?

www.fda.gov

(Page AP-4 Administrative Procedures Manual)
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PROGRAM STANDARDS ADMINISTRATIVE 
PROCEDURES
QUESTIONS
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Standard 3
Inspection Program 

Based on HACCP Principles

Preparing for the 
Self Assessment

or
Verification Audit

1



Preparing for the 
Standard 3 Self-Assessment

Source Documents

• Copy of Program Standard 3

• Clearinghouse Interpretations

• Standard 3 – Self-Assessment and Verification Audit Form

• The jurisdiction’s inspection form
• Regulatory reference/guidance document that accompanies 

the inspection form

• Inspector’s training or operating manual that details the use 
of the inspection form and/or other documents that 
demonstrate implementation of policies

www.fda.gov
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Preparing for the 
Standard 3 Self-Assessment

Forms and Worksheets

http://www.fda.gov/retailprogramstandards 

www.fda.gov
3



www.fda.gov

Standard 3
Inspection Program Based on HACCP 

Principles

Conducting the
Self-Assessment

or
Verification Audit

(Pages 3-4 thru 3-10, Standards Manual)

4



Standard 3 – Inspection Program
Based on HACCP Principles

Self-Assessment and Verification Audit Form

5

(Page 3-7, Program Standards Manual)
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(Page 3-8 thru 3-10, Program Standards Manual)

Standard 3 – Inspection Program
Based on HACCP Principles

Self-Assessment and Verification Audit Form
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(Page 3-8 thru 3-10, Program Standards Manual)

Standard 3 – Inspection Program
Based on HACCP Principles

Self-Assessment and Verification Audit Form
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(Page 3-8 thru 3-10, Program Standards Manual)

Standard 3 – Inspection Program
Based on HACCP Principles

Self-Assessment and Verification Audit Form



• Inspection program focuses on status of risk 
factors, determine and documents compliance, and 
targets immediate and long-term correction of out-
of-control risk factors through active managerial 
control

9
www.fda.gov

Standard 3 – Inspection Program
Based on HACCP Principles



• Inspection Form Design
• Risk Assessment Categories
• Inspection Frequency
• Corrective Action Policy
• Variance Request Policy
• Verification and Validation of HACCP Plan Policy

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles
Six Core Criteria

(Page 3-2, Program Standards Manual)



Standard 3 – Inspection Program Based on 
HACCP Principles

Step 1: Inspection Form Design

11

(Page 3-8, Program Standards Manual)



• Inspection form prominently identifies 
foodborne illness risk factors

• Food from Unsafe Sources
• Poor Personal Hygiene
• Inadequate Cooking
• Improper Holding/Time-Temperature Controls
• Contaminated Equipment/Protection from 

Contamination

www.fda.gov
12

(Page 3-4, Program Standards Manual)

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 1a: Inspection Form Design



• Inspection form prominently identifies public 
health interventions

• Demonstration of Knowledge
• Implementation of Employee Health Policies
• Prevention of Hands as a Vehicle of Contamination
• Time-Temperature Relationships
• Consumer Advisory

www.fda.gov
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(Page 3-4, Program Standards Manual)

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 1a: Inspection Form Design



• Inspection form documents the IN, OUT, Not 
Observed, and Not Applicable Status for 
foodborne illness risk factors and public health 
interventions

www.fda.gov
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(Page 3-4, Program Standards Manual)

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 1b: Inspection Form Design



• Inspection form documents compliance and 
enforcement activities

• On-site corrective actions written on inspection 
report

• Blank fields for entering compliance action in 
electronic inspection system (EIS)

• Canned statements in EIS
• Planned follow-up inspections 

www.fda.gov
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(Page 3-4, Program Standards Manual)

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 1c: Inspection Form Design
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 2: Risk Assessment Categories
(Page 3-8, Program Standards Manual)



• Must have a written process for grouping 
establishments into at least three (3) risk 
categories based on inherent food safety risks

• Each establishment must be assigned to a category
• The design of the process and criteria is at the 

jurisdiction’s discretion

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 2: Risk Assessment Categories

(Page 3-4, Program Standards Manual)



www.fda.gov

FDA Risk Assessment Categories
Annex 5 of the FDA Food Code
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 3: Inspection Frequency
(Page 3-8, Program Standards Manual)



• Determine whether routine inspection frequency is 
consistent with the jurisdiction’s established risk 
categories

• Higher risk category should be assigned a routine 
inspection frequency greater than establishments in a 
lower risk category

• No requirement for a minimum routine inspection 
frequency

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 3: Inspection Frequency

(Page 3-2, Program Standards Manual)
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 4: Written and Implemented Corrective 
Action Policy

(Page 3-9, Program Standards Manual)



• Review written policy that requires inspectors to 
obtain on-site corrective actions, appropriate to the 
type of violation, for foodborne illness risk factors 
and public health interventions

• Destruction of Food – Extreme Temp. Abuse
• Embargo/Destruction of Foods from Unapproved Sources
• Accelerate cooling of foods when cooling time limits can 

still be met
• Initiate use of gloves, tongs, or utensils to prevent bare 

hand contact with ready-to-eat foods
• Reheating when small deviations for hot holding have 

occurred
www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 4a: Review Written & Implemented Corrective 
Action Policy

(Page 3-2 and 3-3, Program Standards Manual)



• Review written policy that requires inspectors to 
discuss with operators' various options for long term 
control of repeated risk factor violations

• Use of Risk Control Plans
• Development of Standard Operating Procedures
• Menu or Product Formulation Modifications
• Development of Buyer Specifications
• Training and/or Consultation Inspections

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 4b: Review Written & Implemented Long-
Term Corrective Action Policy

(Page 3-2 and 3-3, Program Standards Manual)



• Review written policy that requires follow-up 
activities subsequent to violations of foodborne 
illness risk factors

• Policy left up to the discretion of the jurisdiction
• Policies should be specific to events or circumstances 

which trigger follow-up action
• Policies must give clear direction as to the appropriate 

follow-up activity
• Determine method used to communicate policy to 

inspection staff

www.fda.gov
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(Page 3-2, Program Standards Manual)

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 4c: Review Written & Implemented Follow-up 
on Risk Factor Violations
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Standard 3 – Inspection Program Based on HACCP 
Principles

Step 5: Variance Requests
(Page 3-9, Program Standards Manual)



• Review written policy addressing code variance 
requests related to risk factors and interventions

• Specify the information required
• Justification for the variance
• Identify when a HACCP Plan is required
• Outline criteria for approving variances
• Dis-allowing variance requests IS acceptable

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 5: Variance Requests

(Page 3-3, Program Standards Manual)



• This element may be met if:
• A written policy exists describing the policy and the 

required information to be addressed by the requestor; 
OR

• No variance requests related to foodborne illness risk 
factors or interventions have been received

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 5: Review Variance Requests Policy
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 6: Verification and Validation of HACCP Plans
(Page 3-9, Program Standards Manual)



• Review written policy for validating and verifying 
HACCP Plans when a plan is required by the 
jurisdiction’s rule or regulation

• Designate frequency for verification inspections
• Identify critical areas of the HACCP Plan to be reviewed 

during the inspection
• Frequency for validation of the HACCP Plan

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 6: Review Verification & Validation of HACCP 
Plans Policy



• This element may be met if:
• A written policy containing the required element exists; 

OR
• There are no facilities under the jurisdiction’s authority 

performing operations requiring HACCP Plan

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 6: Review Verification & Validation of HACCP 
Plans Policy



Jurisdiction demonstrates conformance with ALL the 
criteria contained in six inspection program 
categories

www.fda.gov
31

Standard 3 – Inspection Program Based 
on HACCP Principles 

Self-Assessment Criteria
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Standard 3 – Inspection Program Based 
on HACCP Principles 

Verification Audit Results



Standard 3
Question 1

www.fda.gov
33

Participant Manual 



• Inspection Form Design
• Risk Assessment Categories
• Inspection Frequency
• Corrective Action Policy
• Variance Request Policy
• Verification and Validation of HACCP Plan Policy

www.fda.gov
34

Standard 3 – Inspection Program Based on 
HACCP Principles
Six Core Criteria

(Page 3-2, Program Standards Manual)



Standard 3
Question 2

www.fda.gov
35

Participant Manual 



• Clearly identifies risk factors and interventions 
• Uses marking conventions IN, OUT, NO, NA
• Inspection form documents compliance and 

enforcement activities

www.fda.gov
36

(Page 3-4, Program Standards Manual)

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 1: Inspection Form Design



Standard 3
Question 3

www.fda.gov
37

Participant Manual 



Standard 3 – Inspection Program Based on 
HACCP Principles

• Inspection form documents the IN, OUT, Not 
Observed, and Not Applicable status for 
foodborne illness risk factors and public health 
interventions

• Compliance status using an automated system may 
not default to an IN-compliance choice

• Some items can be set up to only accept an IN or OUT 
compliance status selection 

www.fda.gov
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Standard 3
Question 4

www.fda.gov
39

Participant Manual 



• Must have a written process for grouping 
establishments into at least three (3) risk 
categories based on inherent food safety risks

www.fda.gov
40

Standard 3 – Inspection Program Based on 
HACCP Principles

Step 2: Risk Assessment Categories

(Page 3-4, Program Standards Manual)



Standard 3
Question 5

www.fda.gov
41

Participant Manual 



• Determine whether routine inspection frequency is 
consistent with the jurisdiction’s established risk 
categories

• Higher risk category should be assigned a routine 
inspection frequency greater than establishments in a 
lower risk category

• No requirement for a minimum routine inspection 
frequency

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 3: Inspection Frequency

(Page 3-2, Program Standards Manual)



Standard 3
Question 6

www.fda.gov
43

Participant Manual 



Written policies that require:
• On-site corrective actions, appropriate to the type of 

violation, for foodborne illness risk factors and 
public health interventions

• Inspectors to discuss with operators' various options 
for long-term control of repeated risk factor 
violations

• Follow-up activities subsequent to violations of 
foodborne illness risk factors

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 4: Review Written & Implemented Corrective 
Action Policy

(Page 3-2 and 3-3, Program Standards Manual)



Standard 3
Question 7

www.fda.gov
45

Participant Manual 



• Review written policy addressing code variance 
requests related to risk factors and interventions

• Specify the information required
• Justification for the variance
• Identify when a HACCP Plan is required
• Outline criteria for approving variances
• Dis-allowing variance requests IS acceptable

www.fda.gov
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Standard 3 – Inspection Program Based on 
HACCP Principles

Step 5: Variance Requests

(Page 3-3, Program Standards Manual)



STANDARD 3 SELF-ASSESSMENT OR 
VERIFICATION AUDIT PROCESS  
QUESTIONS

www.fda.gov
47



Standard 7
Industry & Community Relations



• Copy of Program Standard 7
• Clearinghouse Interpretations
• Standard 7:  Self-Assessment and Verification 

Audit Form
• The jurisdiction’s records of meetings or other 

forums conducted to support industry 
consumer relations

• The jurisdiction’s records or examples of 
educational outreach

www.fda.gov

Conducting the 
Standard 7 Self-Assessment

Source Documents

2



http://www.fda.gov/retailprogramstandards 

www.fda.gov

Preparing for the 
Standard 7 Self-Assessment

Forms and Worksheets

3



Standard 7
Industry & Community Relations

Preparing for the 
Self Assessment

or
Verification Audit  

www.fda.gov
4



• Industry and Consumer Interaction
• Educational Outreach

www.fda.gov
6

Standard 7 – Industry and Community Relations
Two Core Criteria

(Pages 7-2, Program Standards Manual)



8

Standard 7 – Industry and Community Relations
Element 1: Industry and Consumer Interaction

(Page 7-7, Program Standards Manual)



The jurisdiction documents:

• Participation in forums that foster communication 
and information exchange among regulators, 
industry, and consumers

• Outreach activities that provide education 
information on food safety 

www.fda.gov
9

Standard 7 – Industry and Community Relations



Jurisdiction sponsors or participates in activities within 
its regulated community such as

• Food safety task forces
• Advisory boards or committees
• Other forums on food safety strategies and interventions
• Offers of participation must be extended to industry and consumer 

representatives
• Use of social media to obtain input on the program

www.fda.gov
10

Standard 7 – Industry and Community Relations
Element 1: Industry and Consumer Interaction

(Pages 7-9 and 7-10, Program Standards Manual)



11

Standard 7 – Industry and Community Relations
Element 1: Industry and Consumer Interaction

(Pages 7-11, Program Standards Manual)



12

Standard 7 – Industry and Community Relations
Element 2: Educational Outreach

(Pages 7-7, Program Standards Manual)



• Target groups encompass industry, consumer groups, 
media, elected officials

• Activities that increase awareness of risk factors and 
control methods to prevent foodborne illness
 Industry recognition programs
 Web sites, newsletters
 Social Media
 Food safety month
 Food worker training
 Posting inspection information on website

www.fda.gov
13

Standard 7 – Industry and Community Relations
Element 2: Educational Outreach

(Pages 7-10, Program Standards Manual)



www.fda.gov
14

Standard 7 – Industry and Community Relations
Element 2: Educational Outreach

(Pages 7-10, Program Standards Manual)

Food Safety Bulletin Example



www.fda.gov
15

Standard 7 – Industry and Community Relations
Element 2: Educational Outreach

(Pages 7-10, Program Standards Manual)

Food Safety Web Site Example



www.fda.gov
16

Standard 7 – Industry and Community Relations
Element 2: Educational Outreach

Self-Assessment Worksheet
(Pages 7-12, Program Standards Manual)



17

Standard 7 – Industry and Community Relations
Verification Audit Results

(Pages 7-7, Program Standards Manual)



Standard 7
Question 1

Page 33

www.fda.gov

Participant Manual 

18



• Industry and Consumer Interaction
• Educational Outreach

www.fda.gov
19

Standard 7 – Industry and Community Relations
Two Core Criteria

(Pages 7-2, Program Standards Manual)



Standard 7
Question 2

Page 33

www.fda.gov

Participant Manual 

20



Jurisdiction sponsors or participates in activities within 
its regulated community such as

• Food safety task forces
• Advisory boards or committees
• Other forums on food safety strategies and interventions
• Offers of participation must be extended to industry and consumer 

representatives
• Use of social media to obtain input on the program

www.fda.gov
21

Standard 7 – Industry and Community Relations
Element 1: Industry and Consumer Interaction

(Pages 7-9 and 7-10, Program Standards Manual)



Standard 7
Question 3

Page 33

www.fda.gov

Participant Manual 

22



YES, if Each year the jurisdiction:

• Sponsors or participates in at least one regulatory, 
industry, consumer forum that has direct impact on 
their regulatory retail food program

• Sponsors, conducts, or participates in at least one 
educational outreach activity

www.fda.gov
23

Standard 7 – Industry and Community Relations

(Pages 7-2, Program Standards Manual)



STANDARD 7 SELF-ASSESSMENT OR 
VERIFICATION AUDIT PROCESS  
QUESTIONS

www.fda.gov
24



Standard 5
Foodborne Illness & Food Defense

Preparedness and Response

Preparing for the 
Self Assessment

or
Verification Audit 



• Copy of Program Standard 5
• Clearinghouse Interpretations
• Standard 5 – Self-Assessment and Verification Audit 

Form
• The jurisdiction’s manuals, procedures, directives, 

and/or inter-agency correspondence related to 
foodborne illness/food defense investigations

• MOUs and or cooperative agreements the jurisdiction 
has in place with other agencies that identifies specific 
roles/responsibilities related to foodborne illness/food 
defense investigations

www.fda.gov
2

Preparing for the 
Standard 5 Self-Assessment

Source Documents



• Foodborne illness/food defense complaint log or 
database

• The jurisdiction’s guidance for collecting information 
on suspected foods; case history forms; lab 
notification for samples; and list of materials included 
in the agency’s Foodborne Illness Investigation Kit

• Documentation of foodborne illness/food defense 
investigation staff training

• Description of the support services that will be 
provided by each laboratory and the types of food 
adulterants that can be identified

www.fda.gov
3

Preparing for the 
Standard 5 Self-Assessment

Source Documents



• Contact lists identifying specific laboratories based on 
the type of suspected pathogens or adulterants 
(biological, chemical, and radiological agents)

• Contact lists identifying specific laboratories for food, 
environmental, and clinical sample analyses

• Written traceback procedures or description of the 
jurisdiction’s role in tracebacks

• Written recall procedures or description of the 
jurisdiction’s role during product recalls

www.fda.gov
4

Preparing for the 
Standard 5 Self-Assessment

Source Documents



• Written protocol for developing and disseminating 
information to the media and public

• Annual trend analysis report that covers the nine 
categories described in the Standard 5 criteria

www.fda.gov
5

Preparing for the 
Standard 5 Self-Assessment

Source Documents



www.fda.gov
6

Preparing for the 
Standard 5 Self-Assessment

Forms and Worksheets
http://www.fda.gov/retailprogramstandards

http://www.fda.gov/retailprogramstandards
http://www.fda.gov/retailprogramstandards


Standard 5
Foodborne Illness & Food Defense

Preparedness and Response

Conducting the 
Self Assessment

or
Verification Audit 

www.fda.gov



The program has an established system to detect, 
collect, investigate and respond to complaints and 
emergencies that involve foodborne illness, injury, 
and intentional and unintentional food 
contamination.

10
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response



• Investigative Procedures
 Written Operating Procedure
 Document/Responding to Complaints/Incidences
 Complaint/Incident Investigation Procedures

• Reporting Procedures
• Laboratory Support Documentation
• Trace-back Procedures
• Recalls
• Media Management
• Data Review and Analysis

11
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Seven Core Criteria
(Page 5-8, Program Standards Manual)



• CDC National Environmental Assessment Reporting System 
(NEARS)

• NEARS is designed to provide a comprehensive approach to 
foodborne outbreak investigation and response

• Data source to measure the impact of food safety program to 
further cause and prevention research

• 23 states and 23 local HDs enrolled

http://www.cdc.gov/nceh/ehs/nears

12www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

NEARS – Voluntary Participation Encouraged
(Page 5-4 and 5-5, Program Standards Manual)

http://www.cdc.gov/nceh/ehs/nears


• Description of major functions 
in outbreak response,

• Specific practices to improve 
outbreak response, and

• Performance indicators to 
determine effectiveness of 
activities.

• Does not provide instructions for implementing any 
recommendation.

• Toolkit available www.CIFOR.us

13

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Available Resource – CIFOR Toolkit

http://www.cifor.us/


14
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

(Page 5-9 thru 5-11, Program Standards Manual)



a. Written procedures for response & investigation, 
identifying roles & responsibilities

b. Maintain contact lists
c. Written procedures or MOUs depts./programs/ 

agencies

15
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 1: Investigative Procedures (a – c)
(Page 5-2, Program Standards Manual)



d. Database or log of complaints
e. Procedure for complaint disposition or referral
f. Disposition/Action/Follow up conducted within 

24 hrs. for food-related illness or injury 
complaints - proper linkage to file

16
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 1: Investigative Procedures (d – f)
(Page 5-2, Program Standards Manual)



g. Procedures/guidance for collecting information 
on suspect food(s)/procedures during 
investigations

h. Procedures for immediate notification of law 
enforcement official when intentional food 
contamination incidences are suspected

i. Procedure for complaint referrals to other 
agencies having jurisdiction

17
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 1: Investigative Procedures (g – i)
(Page 5-2 and 5-3, Program Standards Manual)



18

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 2: Reporting Procedures (a – b)
(Page 5-11 and 5-12, Program Standards Manual)



a. Contributing Factors identified in each on-site 
investigation report

b. Report shared with state epi and CDC
• Required for all “confirmed foodborne disease 

outbreaks”

19
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 2: Reporting Procedures (a – b)
(Page 5-2, Program Standards Manual)



20

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 3: Laboratory Support Documentation (a – b)
(Page 5-12, Program Standards Manual)



a. Written description or MOU of capabilities
• In-house or external
• Pathogens, agents, adulterants that can be identified
• Environmental, food, clinical analysis

b. Network is established when the state or local lab 
has limitations in-house

21
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 3: Laboratory Support Documentation (a – b)
(Page 5-3, Program Standards Manual)



22

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 4: Trace-back Procedures (a)
(Page 5-13, Program Standards Manual)



Written trace-back procedures for implicated foods 
should include:
• Description of coordinated involvement of appropriate 

agencies
• Identification of a coordinator
• Report sharing with involved agencies & CDC

23
www.fda.gov

(Page 5-3, Program Standards Manual)

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 4: Trace-back Procedures (a)



24

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 5: Recalls (a-c)



a. Established recall procedure based on 
illness/injury investigation

b. If jurisdiction initiates recalls, written procedures 
equivalent to 21 CFR, Part 7

c. Written policies/procedures for verifying the 
effectiveness of recall actions by firms 
(effectiveness checks)

25
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 5: Recalls (a – c)
(Page 5-3 and 5-4, Program Standards Manual)



State coordinated recall procedures should include:

• Process for determining the hazard posed by a product and 
relative risk to public

• Process for working with the industry on development of 
voluntary recall notices / obtaining distribution points

• Coordinating/Conducting Effectiveness Checks
• Roles/Responsibilities (regulatory staff; industry involved 

with recall & media PIOs)

26
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 5: Recalls (b) – Summary 21 CFR Part 7



27

(Page 5-14, Program Standards Manual)

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 6: Media Management (a)



Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 6: Media Management (a), 

Written policy and procedure that:
Identifies a media person (Public Information 

Officer)
Defines protocol for providing information to the 

public 
Addresses coordination/cooperation with other 

agencies involved in the investigation

28
www.fda.gov



29

(Page 5-14 thru 5-16, Program Standards Manual)

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (a – c)



a. Annual review of the complaint log/data base to 
identify trends in:
• Food products
• Food processes
• Contributing factors

30
www.fda.gov

(Page 5-4, Program Standards Manual)

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (a)



b. Identify Multiple Complaints…
1. On the same establishment
2. Same establishment type
3. Implicating same food
4. Associated with similar food preparation processes

31
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (b)
(Page 5-4, Program Standards Manual)



b. Data Review cont’d
5. Laboratory-confirmed or epi-linked food- related 

outbreaks
6. Foodborne disease outbreaks and suspect 

foodborne disease outbreaks
7. Contributing factors most often identified
8. Complaints involving real & alleged threats 

of intentional food contamination
9. Complaints involving the same agent (or any 

complaints of unusual agents)

32
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (b)
(Page 5-4, Program Standards Manual)



c. If no outbreak investigation conducted 
within last 12 months, a mock foodborne 
illness/defense exercise must be conducted.

33
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (c)
(Page 5-4, Program Standards Manual)



Jurisdiction demonstrates conformance with ALL 
seven criteria contained in the foodborne illness and 
food defense preparedness and response categories

34
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Self-Assessment/Verification Audit Criteria
(Page 5-5, Program Standards Manual)



35

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Verification Audit Results
(Page 5-9 thru 5-16, Program Standards Manual)



Standard 5
Question 1

Page 25

36
www.fda.gov

Participant Manual 



• Investigative Procedures
 Written Operating Procedure
 Document/Responding to Complaints/Incidences
 Complaint/Incident Investigation Procedures

• Reporting Procedures
• Laboratory Support Documentation
• Trace-back Procedures
• Recalls
• Media Management
• Data Review and Analysis

37
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Seven Core Criteria
(Page 5-8, Program Standards Manual)



Standard 5
Question 2

Page 26

38
www.fda.gov

Participant Manual 



a. Written procedures for response & investigation, 
identifying roles & responsibilities

b. Maintain contact lists
c. Written procedures or MOUs depts./programs/ 

agencies

39
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 1: Investigative Procedures (a – c)
(Page 5-2, Program Standards Manual)



d. Database or log of complaints
e. Procedure for complaint disposition or referral
f. Disposition/Action/Follow conducted within 24 

hrs. for food-related illness or injury complaints 
- proper linkage to file

40
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 1: Investigative Procedures (d – f)
(Page 5-2, Program Standards Manual)



g. Procedures/guidance for collecting information 
on suspect food(s)/procedures during 
investigations

h. Procedures for immediate notification of law 
enforcement official when intentional food 
contamination incidences are suspected

i. Procedure for complaint referrals to other 
agencies having jurisdiction

41
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 1: Investigative Procedures (g – i)
(Page 5-2 and 5-3, Program Standards Manual)



Standard 5
Question 3

Page 26

42
www.fda.gov

Participant Manual 



a. Contributing Factors identified in each on-site 
investigation report

b. Report shared with state epi and CDC
• Required for all “confirmed foodborne disease 

outbreaks”

43
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 2: Reporting Procedures (a – b)
(Page 5-2, Program Standards Manual)



Standard 5
Question 4

Page 26

44
www.fda.gov

Participant Manual 



a. Written description or MOU of capabilities
• In-house or external
• Pathogens, agents, adulterants that can be identified
• Environmental, food, clinical analysis

b. Network is established when the state or local lab 
has limitations in-house

45
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 3: Laboratory Support Documentation (a – b)
(Page 5-3, Program Standards Manual)



Standard 5
Question 5

Page 26

46
www.fda.gov

Participant Manual 



Written trace-back procedures for implicated foods 
should include:
• Description of coordinated involvement of appropriate 

agencies
• Identification of a coordinator
• Report sharing with involved agencies & CDC

47
www.fda.gov

(Page 5-3, Program Standards Manual)

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 4: Trace-back Procedures (a)



Standard 5
Question 6

Page 26

48
www.fda.gov

Participant Manual 



a. Established recall procedure based on 
illness/injury investigation

b. If jurisdiction initiates recalls, written procedures 
equivalent to 21 CFR, Part 7

c. Written policies/procedures for verifying the 
effectiveness of recall actions by firms 
(effectiveness checks)

49
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 5: Recalls (a – c)
(Page 5-3 and 5-4, Program Standards Manual)



Standard 5
Question 7

Page 28

50
www.fda.gov

Participant Manual 



State coordinated recall procedures should include:

• Process for determining the hazard posed by a product and 
relative risk to public

• Process for working with the industry on development of 
voluntary recall notices / obtaining distribution points

• Coordinating/Conducting Effectiveness Checks
• Roles/Responsibilities (regulatory staff; industry involved 

with recall & media PIOs)

51
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 5: Recalls (b) – Summary 21 CFR Part 7



Standard 5
Question 8

Page 27

52
www.fda.gov

Participant Manual 



b. Identify Multiple Complaints…
1. On the same establishment
2. Same establishment type
3. Implicating same food
4. Associated with similar food preparation processes

53
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (b)
(Page 5-4, Program Standards Manual)



b. Identify Multiple Complaints…
5. Laboratory-confirmed or epi-linked food- related 

outbreaks
6. Foodborne disease outbreaks and suspect 

foodborne disease outbreaks
7. Contributing factors most often identified
8. Complaints involving real & alleged threats 

of intention food contamination
9. Complaints involving the same agent (or any 

complaints of unusual agents)

54
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (b)
(Page 5-4, Program Standards Manual)



Standard 5
Question 9

Page 27

55
www.fda.gov

Participant Manual 



c. If no outbreak investigation conducted 
within last 12 months, a mock foodborne 
illness/defense exercise must be conducted.

56
www.fda.gov

Standard 5 – Foodborne Illness & Food Defense
Preparedness and Response

Step 7: Data Review and Analysis (c)
(Page 5-4, Program Standards Manual)



57

STANDARD 5 SELF-ASSESSMENT OR 
VERIFICATION AUDIT PROCESS  
QUESTIONS

www.fda.gov



Standard 8
Program Support and Resources

Preparing for the
Self-Assessment

or
Verification Audit

1



2

Standard 8 – Program Support and Resources
Manual)

The retail food protection program is provided 
the funding, staff, and equipment necessary to 
accomplish compliance with the Voluntary 
National Retail Food Regulatory Program 
Standards

www.fda.gov



Conducting the 
Standard 8 Self-Assessment

Source Documents
• Copy of Program Standard 8

• Clearinghouse Interpretations

• Standard 8: Self-Assessment and Verification Audit Form
• Document of FTE to inspection ratios

• Option 1: Assessment
• Option 2: Alternative Model 

• Inventory of assigned and available inspection equipment
• Documentation and demonstration of records system and 

adequacy of support
• The completed Standard 8 Self-Assessment Worksheet

3
www.fda.gov



http://www.foodprotect.org/guides-documents/alternative-standard-8-
workbook-2023/

4
www.fda.gov

Alternative Staffing Level Resource
Conference for Food Protection 

http://www.foodprotect.org/guides-documents/alternative-standard-8-workbook-2023/
http://www.foodprotect.org/guides-documents/alternative-standard-8-workbook-2023/


Alternative Staffing Level Resources
Program Standards Resource Center

5



Preparing for the 
Standard 8 Self-Assessment

Forms and Worksheets

http://www.fda.gov/retailprogramstandards 

6www.fda.gov



Standard 8
Program Support and Resources

Conducting the
Self-Assessment

or
Verification Audit

(Pages 8-1 thru 8-15, Standards Manual)

www.fda.gov
7



Standard 8 – Program Support and Resources
Four Core Criteria

(Pages 8-2 thru 8-4, Program Standards Manual)

• Staff level per food inspections performed
• Availability of food inspection equipment
• Administrative Program Support
• Program resource (budget, staff, equipment) 

assessment for each Standard

10
www.fda.gov



Standard 8 – Program Support and Resources
Step 1: Staffing Level – FTEs per Inspections 

Performed

11

(Page 8-8, Program Standards Manual)



Standard 8
Question 2

Page 34

12
www.fda.gov

Participant Manual 



Standard 8 - Program Support & Resources 
Example:  Inspections-to-FTE Ratio

(Page 8-12, Program Standards Manual)

• Assuming 40-hour work week/52 weeks
2080 Total Available

• Less   48 hrs. for Holidays
• Less   40 hrs. for Vacation Time
• Less   16 hrs. for Sick Leave
• Less 488 hrs. for Travel Time to and from facilities
• Less   24 hrs. for Personal Training
• Less 244 hrs. for Admin/Office Time

Leaving 1220 Productive Hours – FTE Conversion Factor
13

www.fda.gov



Standard 8
Questions 3 and 4

Pages 34-35

14
www.fda.gov

Participant Manual 



15
www.fda.gov

Standard 8 - Program Support & Resources 
Basic Example: Calculating Current FTEs



Standard 8
Question 5
Pages 35

16
www.fda.gov

Participant Manual 



Standard 8 – Program Support and Resources
Basic Example:  Inspections-to-FTE Ratio

Assuming 1440 Inspections

Example
1440 inspections ÷ 4.8 FTEs = 
300 inspections/FTE

To meet the Standard 8 criteria the ratio must fall 
between 
280 and 320 inspections per FTE

17
www.fda.gov



18

(Page 8-8, Program Standards Manual)

Standard 8 – Program Support and Resources
Step 2: Inspection Equipment

www.fda.gov



(Page 8-8 & 8-12, Program Standards Manual)

Inspection equipment for each inspector
• head covers
• thermocouples
• flashlights
• sanitization test kits
• heat sensitive tapes
• forms & administrative material

19
www.fda.gov

Standard 8 – Program Support and Resources
Step 2: Inspection Equipment



(Page 8-8 & 8-12, Program Standards Manual)

Food inspection equipment AVAILABLE to staff for 
use when needed

• computers and cameras
• black lights and light meters
• pH meters
• foodborne illness investigation kits
• sample collection kits
• data loggers
• cell phones

20
www.fda.gov

Standard 8 – Program Support and Resources
Step 2: Inspection Equipment



21

(Page 8-9 & 8-13, Program Standards Manual)

Standard 8 – Program Support and Resources
Step 3: Administrative Program Support



(Page 8-13, Program Standards Manual)

Equipment and administrative staff to ensure:
• a system to collect, analyze, retain and report 

pertinent information
• computers, software and/or items to support the 

record keeping system utilized by the program

22
www.fda.gov

Standard 8 – Program Support and Resources
Step 3: Administrative Program Support



23

Standard 8 – Program Support and Resources
Step 4: Program Resource Assessment

(Page 8-9 and 8-10, Program Standards Manual)



24

Standard 8 – Program Support and Resources
Step 4: Program Resource Assessment

(Page 8-9 and 8-10, Program Standards Manual)



(Page 8-13, Program Standards Manual)

To meet the Standard 8 criteria, the jurisdiction does 
NOT have to meet Standards 1-7, and 9.  The 
jurisdiction merely has to perform the assessment as 
to whether program resources are sufficiently 
available for each Standard.

25
www.fda.gov

Standard 8 – Program Support and Resources
Step 4: Program Resource Assessment



(Page 8-4, Program Standards Manual)

The essential program elements required to 
demonstrate compliance with this standard are:
• Full-time equivalent (FTE) personnel to inspections accomplished 

ratio as described in section 1.
• Inspection equipment assigned or available as described in 

section 2.
• Equipment and/or supplies required for administering the 

program as described in Section 3.
• A full and accurate completion of the Standard 8: Self-Assessment 

Worksheet or equivalent whether or not those standards are met.
• Budget, staffing, and equipment resource assessment conducted 

for each of the Standards
26

www.fda.gov

Standard 8 – Program Support and Resources
Verification of Self-Assessment Results



27

(Page 8-8 thru 8-11, Program Standards Manual)

Standard 8 – Program Support and Resources
Verification of Self-Assessment Results



Participant Manual 

Standard 8
Question 1

Page 34

28
www.fda.gov



Standard 8 – Program Support and Resources
Four Core Criteria

(Pages 8-2 thru 8-4, Program Standards Manual)

• Staff level per food inspections performed
• Availability of food inspection equipment
• Administrative Program Support
• Program resource (budget, staff, equipment) 

assessment for each Standard

29
www.fda.gov



Standard 8
Questions 6 and 7

Pages 35

30
www.fda.gov

Participant Manual 



(Page 8-13, Program Standards Manual)

To meet the Standard 8 criteria, the jurisdiction does 
NOT have to meet Standards 1-7, and 9.  The 
jurisdiction merely has to perform the assessment as 
to whether program resources are sufficiently 
available for each Standard.

31
www.fda.gov

Standard 8 – Program Support and Resources
Step 4: Program Resource Assessment



32

STANDARD 8 SELF-ASSESSMENT OR 
VERIFICATION AUDIT PROCESS  
QUESTIONS

www.fda.gov



Standard 9
Program Assessment

Preparing for the
Self-Assessment

or
Verification Audit



• Copy of Program Standard 9

• Clearinghouse Interpretations

• Standard 9:  Self-Assessment and Verification 
Audit Form

• The jurisdiction’s report documenting findings 
from their risk factor study

• Documentation of the jurisdiction’s intervention 
strategy(s) to address one or more foodborne 
illness risk factors based on findings from their risk 
factor study

www.fda.gov

Preparing for the 
Standard 9 Self-Assessment

Source Documents

2



https://www.fda.gov/food/retail-food-protection/retail-food-risk-factor-study

www.fda.gov
3

Preparing for the 
Standard 9 Self-Assessment

Source Documents

https://www.fda.gov/food/retail-food-protection/retail-food-risk-factor-study


www.fda.gov
4

Preparing for the 
Standard 9 Self-Assessment

Forms and Worksheets

http://www.fda.gov/retailprogramstandards 

http://www.fda.gov/retailprogramstandards


5
www.fda.gov

Standard 9
Program Assessment

Preparing for the
Self-Assessment

or
Verification Audit

(Pages 9-2 thru 9-9, Standards Manual)



This Standard applies to the process used to measure the 
success of a jurisdiction’s program in reducing the 
occurrence of foodborne illness risk factors to enhance 
food safety and public health in the community.

www.fda.gov
8

Standard 9 – Program Assessment



1. Foodborne Illness Risk Factor Study
2. Risk Factor Study Report and Analysis
3. Intervention Strategy

www.fda.gov
9

Standard 9 – Program Assessment
Three Core Criteria

(Page 9-2, Program Standards Manual)



10

Standard 9 – Program Assessment
Step 1: Risk Factor Study

(Page 9-8, Program Standards Manual)



Facility Types (2016 Conference for Food Protection)
• Health Care
• Schools (K-12)
• Restaurants
• Retail Food Stores

May stagger collection over the 5 years.

www.fda.gov
11

Standard 9 – Program Assessment
Step 1a: Inclusion of Facility Types

(Page 9-3, Program Standards Manual)



Inclusion of Foodborne Illness Risk Factor Areas
• Food from Unapproved Source
• Improper Holding/Time & Temperature
• Inadequately Cooking
• Poor Personal Hygiene
• Contamination Equipment/Protection from Contamination

www.fda.gov
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Standard 9 – Program Assessment
Step 1b: Study Addresses Risk Factor Areas
(Page 9-2, Program Standards Manual)



Data Collection Form / Inspection Form – Captures 
Actual Observations
• IN Compliance
• OUT of Compliance
• N.O. – Not Observed
• N.A. – Not Applicable

www.fda.gov
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Standard 9 – Program Assessment
Step 1c: Data Forms Capture Actual 

Observations

(Page 9-3, Program Standards Manual)



www.fda.gov
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Standard 9 – Program Assessment
Step 2: Report of Analysis and Outcomes

(Page 9-9, Program Standards Manual)



• Data Analysis

An analysis is made of the data collection and a 
report on the outcomes conclusion of the Study is 
written

Quantitative measurement upon which to assess 
trends in the occurrence of foodborne illness risk 
factors

www.fda.gov
15

(Page 9-2, Program Standards Manual)

Standard 9 – Program Assessment
Step 2: Report of Analysis and Outcomes



Foodborne Illness Risk Factor Study and 
report within 60 months of enrollment

• Updated at least once every 5 years

www.fda.gov
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Standard 9 – Program Assessment

(Page 9-2 and 9-3, Program Standards Manual)



www.fda.gov
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Standard 9 – Program Assessment
Step 3: Intervention Strategy

(Page 9-10, Program Standards Manual)



Implement targeted intervention strategy 
that is based on data analysis.

www.fda.gov
18

Standard 9 – Program Assessment
Step 3: Intervention Strategy

(Page 9-3, Program Standards Manual)
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Standard 9 – Program Assessment
Verification Audit Results

(Page 9-8 thru 9-9, Program Standards Manual)



Standard 9
Question 1

www.fda.gov

Participant Manual 

20



1. Foodborne Illness Risk Factor Study
2. Risk Factor Study Report and Analysis
3. Intervention Strategy

www.fda.gov
21

Standard 9 – Program Assessment
Three Core Criteria

(Page 9-2, Program Standards Manual)



Standard 9
Question 2

www.fda.gov

Participant Manual 
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Facility Types (2016 Conference for Food Protection)
• Health Care
• Schools (K-12)
• Restaurants
• Retail Food Stores

www.fda.gov
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Standard 9 – Program Assessment
Step 1a: Inclusion of Facility Types

(Page 9-3, Program Standards Manual)



Standard 9
Question 3

www.fda.gov

Participant Manual 

24



Data Collection Form / Inspection Form – Captures 
Actual Observations
• IN Compliance
• OUT of Compliance
• N.O. – Not Observed
• N.A. – Not Applicable

www.fda.gov
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Standard 9 – Program Assessment
Step 1c: Data Forms Capture Actual 

Observations

(Page 9-3, Program Standards Manual)



Standard 9
Question 4

www.fda.gov

Participant Manual 
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www.fda.gov
27

Standard 9 – Program Assessment
Step 1a: Inclusion of Facility Types

(Clearinghouse Std. 9 Question 1, pg. 111)



Contact your Specialist. We can help!
• Discuss your goals and how they drive your study
• Discuss study design options
• Talk about sample size considerations
• Develop collection schedule
• Think about data collection policies
• Provide training
• Sample collection forms and marking instructions
• Get you access to the Retail Risk Factor Study Database

www.fda.gov
28

Standard 9 – Resources



STANDARD 9 SELF-ASSESSMENT OR 
VERIFICATION AUDIT PROCESS  
QUESTIONS

www.fda.gov
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Standard 4
Uniform Inspection Program

Preparing for the Self-Assessment
or

Verification Audit



2

Conducting the 
Standard 4 Self-Assessment

Source Documents
• Copy of Program Standard 4
• Clearinghouse Interpretations
• Table 4-2 and Table 4-3. If necessary, Table 4-1 of the 

Standard 4: Self-Assessment Worksheet
• The written quality assurance plan
• Schedule or list of field and file reviews
• Documents showing that the reviews occurred at the 

scheduled frequencies
• Analysis results/outcome reports of element review
• Descriptions of proposed follow-up actions
• Follow-up actions taken based on review



3

Preparing for the 
Standard 4 Self-Assessment

Forms and Worksheets

http://www.fda.gov/retailprogramstandards

3

http://www.fda.gov/retailprogramstandards


Standard 4
Uniform Inspection Program

Conducting the Self-Assessment
or 

Verification Audit



7

Standard 4 - Uniform Inspection Program

Program management has established a quality 
assurance program to ensure uniformity among 
regulatory inspection staff in the interpretation 

and application of laws, regulations, policies, and 
procedures.



8

Standard 4 - Uniform Inspection Program
Three Core Requirements 

(Pages 4-2 thru 4-4, Standards Manual)

• Written Quality Assurance Program Document –
including corrective actions for deficiencies

• Twenty Quality Assurance Inspection Program 
Elements

• Demonstration of Program Effectiveness that the 
program achieves a 75 percent performance rating 
on each element using the appropriate Standard 4 
self-assessment procedure and table

8



9

Standard 4 – Uniform Inspection Program
Step 1: Written Quality Assurance Program Document



10

Standard 4 – Uniform Inspection Program
Step 1a:  Written Quality Assurance Program Document

• Written Quality Assurance Plan must:
– Cover ALL retail food program inspection staff
– Specialized Staff members who do not 

conduct operational inspections, (i.e., staff 
assigned to Plan Reviews) are not required to 
be covered under the QA process.
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Standard 4 – Uniform Inspection Program
Step 1b:  Source Information Documents

• Documentation of jurisdiction review of 
performance levels of staff on a regular or defined 
schedule
– Frequency/Review method left to jurisdiction’s 

discretion
– Schedule of the review process should be 

included in the written program
– If no frequency schedule, alternate method 

must demonstrate that the program is on-going
– Generation of reports that identify necessary 

follow-up and corrective actions
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Standard 4 – Uniform Inspection Program
Step 1c:  Corrective Actions to Address 

• The written program must include, in general terms, 
what kinds of corrective actions will be taken when 
performance quality or consistency issues are 
identified
– Group or individual training
– Develop/Implement Standard Operating 

Procedures
– Issuance of Policy Memoranda
– Performance Improvement Plans
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Standard 4 – Uniform Inspection Program
Step 2: Twenty Quality Assurance Elements

(Pages 4-8 thru 4-13, Standards Manual)

13
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-2, Standards Manual)

1. Has required equipment and forms to conduct the 
inspection

2. Reviews the contents of the establishment file, 
including the previous inspection report, reported 
complaints on file, and, if applicable, required 
HACCP Plans or documents support the issuance of 
a variance
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-2, Standards Manual)

3. Verifies that the establishment is in the proper risk 
category and that the required inspection frequency is 
being met. Informs supervisor when the 
establishment is not in the proper risk category or 
when the required frequency is not met.

4. Provides identification as a regulatory official to the 
person in charge and states the purpose of the visit

15
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-2, Standards Manual)

5. Interprets and applies the jurisdiction’s laws, rules, 
policies, procedures, and regulations required for 
conducting retail food establishment inspections.

6. Uses a risk-based inspection methodology to 
conduct the inspection.

7. Accurately determines the compliance status of 
each risk factor and Food Code intervention (i.e., IN; 
OUT; Not Observed; or Not Applicable).

16



17

Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-2, Standard Manual)

8. Obtains corrective actions for out-of-compliance risk 
factors and Food Code interventions in accordance 
with the jurisdiction’s policies.

9. Discusses options for the long-term control of risk 
factors with establishment managers, when the same 
out-of-control risk factor occurs on consecutive 
inspections, in accordance with the jurisdiction’s 
policies

17
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-2, Standards Manual)

10. Verifies correction of out-of-compliance observations 
identified during the previous inspection. In addition, 
follows through with compliance and enforcement in 
accordance with jurisdiction’s policies.

11. Conducts an exit interview that explains the out-of-
compliance observations, corrective actions, and 
time frames for correction, in accordance with 
jurisdiction’s policies.

18
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-3, Standards Manual)

12. Provides the inspection report and, when necessary, 
cross-referenced document, to the person in charge 
or permit holder, in accordance with jurisdiction’s 
policies.

13. Demonstrates proper sanitary practices as expected 
from a food service employee.

14. Completes the inspection form per the jurisdiction’s 
policies.

19
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-3, Standards Manual)

15. Documents the compliance status of each risk factor 
and intervention (IN, OUT, NO, NA).

16. Cites the proper code provisions for risk factors and 
Food Code interventions in accordance with 
jurisdiction’s policies.

17. Documents corrective action for out-of-compliance 
risk factors and Food Code interventions in accordance 
with the jurisdiction’s policies.

20
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Standard 4 – Uniform Inspection Program
Step 2:  Twenty Quality Assurance Elements 

(Page 4-3, Standards Manual)

18. Documents that options for the long-term control of 
risk factors were discussed with establishment 
manager when the same out-of-control risk factor 
occurs on consecutive inspections.

19. Compliance or regulatory documents are accurately 
completed, appropriately cross-referenced with 
inspection report, and included with the inspection 
report.

20. Files reports and other documentation in a timely 
manner, in accordance with jurisdiction’s policies.
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Standard 4 – Uniform Inspection Program
Step 3: Demonstration of Program Effectiveness

(Page 4-13, Standards Manual)
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Standard 4 – Uniform Inspection Program 
Description of Performance Requirements

(Pages 4-15 thru 4-16, Standards Manual)

• Evaluation of each inspector is used to obtain an 
overall program performance measure
– Assess each inspector’s work during a 

minimum of 3 joint on-site inspections, with 
corresponding file review, during every SA 
period

– Determine overall program performance 
using the appropriate statistical procedure in 
the Standard 4 Worksheets
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Standard 4 – Uniform Inspection Program
Use of Tables and Evaluation Methods

(Pages 4-15 thru 4-20, Standards Manual)

• Tables & methods provide a statistical sampling to 
measure the overall effectiveness of the QA program

• Two procedures for determining compliance
– Jurisdictions with less than 10 inspectors

(Table 4-1 and Chart 4-1)

– Jurisdictions with 10 or more inspectors
(Table 4-2)
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Standard 4 – Uniform Inspection Program
Ten or More Inspectors – Use Table 4-2



26

Participant Manual 

Standard 4
Question 4

Page 21

26
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Standard 4 – Uniform Inspection Program 
Ten or more inspectors – Table 4-3 Calculation

(Pages 4-15 thru 4-19, Standards Manual)

• Summary of Table 4-3 Calculation
– Fill in check mark for each item in compliance for 3 

inspections for each inspector
– Total the number of check marks in each column
– Divide by the total possible checks for the column 

and multiplied by 100
– Must achieve 75% for each column

27
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Standard 4 – Uniform Inspection Program
Ten or More Inspectors – Use Table 4-2

28
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Standard 4 – Uniform Inspection Program 
Ten or More Inspectors – Use Table 4-3

(Page 4-16, Standards Manual)

29

20

20

16

20 20 20 20 20 20 20 20 20

19 14 17 18 19 16 18 17
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Standard 4 – Uniform Inspection Program
Less Than 10 Inspectors
(Pages 4-18, Standards Manual)

• Key points to remember
- 3 inspectors or less, use a minimum of 12  

inspections.
– 4 to 9 inspectors, use three inspections each.
– Total “in compliance” checks for all items.
– Determine the number of possible check marks 

based on the number of inspections used (20 
items X the no. of inspections).

– Determine if Standard 4 criteria is met from 
Chart 4-1.



31

Participant Manual 

Standard 4
Questions 5-7

Page 23
(Chart 4-1 is on Next Slide)

31
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Standard 4 – Uniform Inspection Program
Less Than 10 Inspectors – Chart 4-1

(Page 4-17, Standards Manual)
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Participant Manual 

Standard 4
Question 8

Page 24
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Standard 4 – Uniform Inspection Program
Less Than 10 Inspector Calculation Exercise

(Page 4-18, Standards Manual)

34



35

Standard 4 – Uniform Inspection Program
Answer – Less Than 10 Inspectors Exercise

(Page 4-18, Standards Manual)
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Standard 4 – Uniform Inspection Program
Self-Assessment Criteria

(Page 4-4, Standards Manual)

The quality control documentation need for this 
standard include:

• A written procedure that describes the jurisdiction 
quality assurance program that contains the 20 
inspection program areas, including actions for 
deficiencies

• Program achieves a 75% performance rating on 
each of the inspection program areas, using the 
assessment procedure described in Standard 4



37

Conducting the 
Standard 4 Self-Assessment

Source Documents
• Copy of Program Standard 4
• Clearinghouse Interpretations
• Table 4-2 and Table 4-3. If necessary, Table 4-1 of the 

Standard 4: Self-Assessment Worksheet
• The written quality assurance plan
• Schedule or list of field and file reviews
• Documents showing that the reviews occurred at the 

scheduled frequencies
• Analysis results/outcome reports of element review
• Descriptions of proposed follow-up actions
• Follow-up actions taken based on review
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Standard 4 – Uniform Inspection Program
Verification Audit Results

(Pages 4-8 thru 4-14, Standards Manual)
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Participant Manual 

Standard 4
Question 1

Page 20

39
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Standard 4 - Uniform Inspection Program
Three Core Requirements 

(Pages 4-2 thru 4-4, Standards Manual)

• Written Quality Assurance Program Document –
including corrective actions for deficiencies

• Twenty Quality Assurance Inspection Program 
Elements

• Demonstration of Program Effectiveness that the 
program achieves a 75 percent performance rating 
on each element using the appropriate Standard 4 
self-assessment procedure and table

40
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Participant Manual 

Standard 4
Question 2

Page 20

41
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Participant Manual 

Standard 4
Question 3

Page 20

42



STANDARD 4 SELF-ASSESSMENT OR 
VERIFICATION AUDIT PROCESS  
QUESTIONS

www.fda.gov
43



Standard 2
Trained Regulatory Staff

Preparing for the
Self-Assessment



• Copy of Program Standard 2

• Clearinghouse Interpretations

• Listing of employees working in the retail food 
program and date of hire

• Records of course completion of the Standard 2 
curriculum; transcripts; affidavits

• Copies of 25 joint field training 
inspections/independent inspections

www.fda.gov

Preparing for the 
Standard 2 Self-Assessment

Source Documents

2



• Documentation of completion of a field training 
process similar to that contained in Appendix B-2

• Standardization/Re-standardization 
certificates/letters

• Records of contact hours via database; certificates; 
attendance records; sign-in sheets

www.fda.gov

Preparing for the 
Standard 2 Self-Assessment

Source Documents

3



www.fda.gov
4

Preparing for the 
Standard 2 Self-Assessment

Forms and Worksheets

http://www.fda.gov/retailprogramstandards 

http://www.fda.gov/retailprogramstandards


5
www.fda.gov

Standard 2
Trained Regulatory Staff

Preparing for the
Self-Assessment

(Pages 2-11 thru 2-16, Program Standards Manual)



The regulatory staff shall have the knowledge, 
skills, and ability to adequately perform their 

required duties.

www.fda.gov
8

Standard 2 – Trained Regulatory Staff



• Step 1: Pre-Inspection Curriculum

• Step 2: Joint Field Training
CFP Field Training Manual (Updated 2020 CFP)

• Step 3: Independent Inspections
Completion of Curriculum (designated as “Post” courses)

• Step 4: Standardization

• Step 5: Continuing Education

www.fda.gov
9

Standard 2 – Trained Regulatory Staff
Five Core Requirements/Steps

(Page 2-2, Program Standards Manual)



10

Standard 2 – Trained Regulatory Staff
Step 1: Employee Training Records 

(Page 2-14, Program Standards Manual)



• Maintenance of a written training record for each 
employee

• Documentation of completion of the Standard 2 
pre-requisite curriculum prior to conducting 
independent inspections.

www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 1: Employee Training Records

(Page 2-9 thru 2-10, Program Standards Manual)



Standard 2 – Trained Regulatory Staff
Step 1: Employee Training Records

(Page 2-19, Program Standards Manual)



Knowledge Assessment OPTIONS

1. FDA’s ORA-U course/exam module, or
2. Equivalent Curriculum

www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum

(Pages 2-3 thru 2-4, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum- Option 1

(Pages 2-26 thru 2-27, Appendix B-1, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum- Option 1 (cont.)

(Pages 2-26 thru 2-27, Appendix B-1, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum- Option 2

(Pages 2-3 thru 2-4, Program Standards Manual)

Equivalent Curriculum (determined by the jurisdiction)

• Course has at least 80% of the learning objectives 
covered in the corresponding ORA U web course, 

AND

• Successful completion of a written examination 
(determines basic food safety knowledge).  The Standard 
provides multiple examination options.



Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum

(Pages 2-3 thru 2-4, Program Standards Manual)



Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum

(Pages 2-3 thru 2-4, Program Standards Manual)

If you cannot find training records for experienced 
employees, have them take courses again, or …

• If trained at your jurisdiction-
• Find the records you can.
• Employee can provide affidavit that they completed the training- This 

is NOT a waiver- it’s another way to document training completion.

• If trained by a former employer-
• Follow above process

Must document training on jurisdiction’s rules/statutes



19

Standard 2 – Trained Regulatory Staff
Step 2: Initial Field Training 

(Pages 2-14 thru 2-15, Program Standards Manual)



• Written documentation that employees completed a 
minimum of 25 joint field training inspections, OR 
written documentation that employees 
demonstrated all required inspection competencies

• Written documentation that employees successfully 
completed a field training process (similar to that 
contained in the CFP Field Training Manual)

www.fda.gov
20

Standard 2 – Trained Regulatory Staff
Step 2: Initial Field Training

(Page 2-4 thru 2-5, Program Standards Manual)



Provides a structured approach for:
• Identifying the training content,
• Determining training methods, and
• Tracking the FSIO’s progress in demonstrating 

performance elements and competencies specific to their 
job

Incorporates a variety of training methods

www.fda.gov
21

Standard 2 – Trained Regulatory Staff
CFP Model Training Plan

Conference for Food Protection (CFP) Field Training Manual for Regulatory Retail Food Safety 
and Inspection Officers (2020 CFP Update) | Conference-Developed Guides and Documents | 

Conference for Food Protection

http://www.foodprotect.org/guides-documents/conference-for-food-protection-cfp-field-training-manual/
http://www.foodprotect.org/guides-documents/conference-for-food-protection-cfp-field-training-manual/
http://www.foodprotect.org/guides-documents/conference-for-food-protection-cfp-field-training-manual/


The manual covers four elements when developing a 
training plan for FSIOs:

• Determine the performance elements to be included in the 
training plan

• Determine the competencies for each selected performance 
element

• Determine need for additional performance elements and 
competencies

• Determine the appropriate training method for each 
competency

www.fda.gov
22

Standard 2 – Trained Regulatory Staff
Creating a Training Plan using the CFP Field 

Training Manual (optional)



1. Pre- Inspection

2. Inspection observations and performance

3. Oral communication

4. Written communication

5. Professionalism

6. Additional inspection areas (jurisdictions can add performance 
elements and competencies not contained in the CFP Training 
Plan and Log)

www.fda.gov
23

Standard 2 – Trained Regulatory Staff
CFP Field Training Plan-

Six Inspection Training Areas



www.fda.gov
24

Standard 2 – Trained Regulatory Staff
CFP Field Training Plan and Log Coversheet



Standard 2 – Trained Regulatory Staff
Step 2: Initial Field Training

(Pages 2-4 thru 2-5, Program Standards Manual)



Standard 2 – Trained Regulatory Staff
Step 2: Initial Field Training

(Pages 2-4 thru 2-5, Program Standards Manual)

Documentation that employees completed at least 25 
joint field training inspections, OR documentation that 
employees demonstrated required inspection 
competencies with fewer than 25.

• Mix of trainer and trainee led
• Risk Category 2, 3, 4
• Trainer is someone who has completed Steps 1-3
• Experienced staff or experienced new hires-

• Supervisor can provide written statement or affidavit 
waiving joint inspections based on background and 
experience



27

Standard 2 – Trained Regulatory Staff
Step 3: Independent Inspections/Post Curriculum  

(Page 2-15, Program Standards Manual)



Within 24 months of hire or assignment to the retail 
food protection program, the employee is to 
complete:

• A minimum of 25 independent inspections
AND

• The “Post” curriculum coursework outlined in Appendix 
B-1

www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 3: Independent Inspection/ Post Curriculum

(Page 2-6, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 3: Independent Inspection/ Post Curriculum

(Pages 2-27 thru 2-28, Appendix B-1, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 3: Independent Insp/ Post Curriculum (cont.)

(Pages 2-27 thru 2-28, Appendix B-1, Program Standards Manual)



31

Standard 2 – Trained Regulatory Staff
Step 4: Field Standardization 

(Page 2-16, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 4: Field Standardization

(Pages 2-7 thru 2-8, Program Standards Manual)

Written documentation that each employee has:

• Successfully completed a minimum of 4 joint inspections 
with a training standard using a process similar to the 
FDA Standardization procedure

• Successfully maintained their standardization status by 
completing a minimum of 4 joint inspections with a 
training standard using a process similar to the FDA 
Standardization procedure every 3 years



Standard 2 – Trained Regulatory Staff
Step 4: Field Standardization

(Pages 2-7 thru 2-8, Program Standards Manual)
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Standard 2 – Trained Regulatory Staff
Step 5: Continuing Education & Training

(Page 2-16, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 5: Continuing Education and Training

(Page 2-8 thru 2-9, Program Standards Manual)

Completion of 20 contact hours of continuing food 
safety education every 36 months after initial training 
is completed

• Methods for obtaining CE hours are also provided in the 
Program Standards Manual



Standard 2 – Trained Regulatory Staff
Step 5: Continuing Education & Training

(Page 2-8 thru 2-9, Program Standards Manual)



www.fda.gov
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Standard 2 – Trained Regulatory Staff
Performance Criteria

(Page 2-2, Program Standards Manual)

Ninety percent (90%) of the regulatory retail food 
program inspection staff shall have successfully 
completed:

• Steps 1-4 within 24 months of hire or assignment to 
the retail food program

• Step 5 every 36 months after the initial 24 months of 
training



Standard 2 – Trained Regulatory Staff
Performance Criteria

(Page 2-2, Program Standards Manual)



Standard 2
Question 1

Page 14

www.fda.gov

Participant Manual 

39



• Step 1: Pre-Inspection Curriculum

• Step 2: Joint Field Training
CFP Field Training Manual (Updated 2020 CFP)

• Step 3: Independent Inspections
Completion of Curriculum (designated as “Post” courses)

• Step 4: Standardization

• Step 5: Continuing Education

www.fda.gov
40

Standard 2 – Trained Regulatory Staff
Five Core Requirements/Steps

(Page 2-2, Program Standards Manual)



Standard 2
Question 2

Page 15

www.fda.gov

Participant Manual 
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Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum

(Pages 2-3 thru 2-4, Program Standards Manual)



Knowledge Assessment OPTIONS

1. FDA’s ORA-U course/exam module, 
or

2. Equivalent Curriculum

www.fda.gov
43

Standard 2 – Trained Regulatory Staff
Step 1: Pre-Curriculum

(Pages 2-3 thru 2-4, Program Standards Manual)



Standard 2
Question 3

Page 16

www.fda.gov

Participant Manual 
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Standard 2 – Trained Regulatory Staff
Step 2: Initial Field Training

(Pages 2-4 thru 2-5, Program Standards Manual)



Standard 2
Question 4

Page 16

www.fda.gov

Participant Manual 

46



Standard 2 – Trained Regulatory Staff
Step 4: Field Standardization

(Pages 2-7 thru 2-8, Program Standards Manual)



Standard 2
Question 5

Page 16

www.fda.gov

Participant Manual 
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Standard 2 – Trained Regulatory Staff
Step 5: Continuing Education & Training

(Page 2-8 thru 2-9, Program Standards Manual)



Standard 2
Question 6

Page 17

www.fda.gov

Participant Manual 
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www.fda.gov
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Standard 2 – Trained Regulatory Staff
Performance Criteria

(Page 2-2, Program Standards Manual)

Ninety percent (90%) of the regulatory retail food 
program inspection staff shall have successfully 
completed:

• Steps 1-4 within 24 months of hire or assignment to 
the retail food program

• Step 5 every 36 months after the initial 24 months of 
training



STANDARD 2 SELF-ASSESSMENT 
PROCESS  QUESTIONS
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Standard 1
Regulatory Foundation

Preparing for the 
Self-Assessment

1



2

Preparing for the 
Standard 1 Self-Assessment

Source Documents

• Copy of Program Standard 1
• Clearinghouse Interpretations
• Jurisdiction’s Regulations/Ordinance
• Written Policies or Interpretations that carry the same 

weight as prevailing rules and regulations
• Copy of the current version of the FDA Food Code

http://www.fda.gov/FoodCode

2

http://www.fda.gov/FoodCode


3

Preparing for the 
Standard 1 Self-Assessment

Forms and Worksheets

3

http://www.fda.gov/retailprogramstandards 

http://www.fda.gov/retailprogramstandards
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Standard 1
Regulatory Foundation

Conducting the Self-Assessment

4



7

Standard 1
Regulatory Foundation

Regulatory foundation includes any 
statute, regulation, rule, ordinance, 
or other set of prevailing set of 
regulatory requirements.
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Standard 1 – Regulatory Foundation
Four Core Requirements

1. Assessment of the Program’s Regulatory Foundation 
(side-by-side comparison of the Jurisdiction’s Food 
Code to the FDA Food Code)

2. Food Code Interventions and Risk Factors
3. Good Retail Practices
4. Compliance and Enforcement

(Page 1-2, Standards Manual)
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Standard 1 – Regulatory Foundation
Step 1:  Assessment of Program’s 

Regulatory Foundation
(Page 1-7, Standards Manual)
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Standard 1 – Regulatory Foundation
Step 1:  Assessment of Program’s 

Regulatory Foundation

Jurisdiction has documentation of:
• Side-by-side comparison of its requirements 

against the FDA Food Code
• Side-by-side comparison includes provisions for:

– Food Code Risk Factors & Interventions
– Good Retail Practices
– Compliance and Enforcement

• Identifies the jurisdiction’s corresponding 
requirement to the applicable FDA Food Code 
Section

(Pages 1-2 and 1-3, Standards Manual)



11
11

http://www.fda.gov/retailprogramstandards 

Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

http://www.fda.gov/retailprogramstandards
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Standard 1 
Part I

Interventions and Risk Factors
Self-Assessment
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Standard 1 – Regulatory Foundation
Step 2:  Food Code Interventions & Risk Factors

(Pages 1-7 and 1-8, Standards Manual)
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Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

(Pages 1-13 thru 1-24, Standards Manual)
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Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

(Page 1-13 thru 1-14, Standards Manual)



16

Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

16

(Pages 1-25, Standards Manual)

No consumer advisory provision

Code allows for minimal bare hand contact with RTE food
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Standard 1 – Regulatory Foundation
Part I: Food Code Interventions and Risk Factors

Food Code assessment indicates that the jurisdiction’s 
regulatory requirement contain at least 9 of the 11 FDA 
Food Code Interventions and Risk Factor controls.

By the third verification audit, the jurisdiction’s 
regulatory requirement must contain ALL 11 Food Code 
Interventions and Risk Factors

(Pages 1-2, Standards Manual)
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Standard 1 – Regulatory Foundation
Part I: Food Code Interventions and Risk Factors

Example 1: Would this meet Standard 1?



19

Standard 1 – Regulatory Foundation
Part I: Food Code Interventions and Risk Factors

(Pages 1-2, Standards Manual)
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Standard 1 – Regulatory Foundation
Part I: Food Code Interventions and Risk Factors

Example 1: Would this meet Standard 1?



21

Standard 1 
Part II

Good Retail Practices
Self-Assessment Process

21



22

Standard 1 – Regulatory Foundation
Good Retail Practices

(Pages 1-9, Standards Manual)



23

Regulations, codes, etc. must have a corresponding 
requirement for 95 percent of the Food Code 
sections listed in Standard I, Part II, Good Retail 
Food Practices Worksheet.

(Page 1-2, Standards Manual)

Standard 1 – Regulatory Foundation
Good Retail Practices



24
24

Standard 1 – Regulatory Foundation
Good Retail Practices
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Standard 1 – Regulatory Foundation
Part II SA Worksheet: Good Retail Practices

(Pages 1-28 thru I-57, Standards Manual)



26

Standard 1 – Regulatory Foundation
Part II SA Worksheet: Good Retail Practices

No Food Code provision

(Page 1-28 thru 1-57, Standards Manual)

0
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Standard 1 – Regulatory Foundation
Part II SA Worksheet: Good Retail Practices



28

Standard 1 
Part III

Compliance & Enforcement
Self-Assessment Process



29

Standard 1 – Regulatory Foundation
Compliance and Enforcement

(Pages 1-10, Standards Manual)



30
30

Regulations, etc. contain provisions that are at 
least as stringent as those in the Food Code.

To meet this element, regulations must have a 
corresponding requirement for each of the Food 
Code sections listed in Standard 1, Part III, 
Compliance and Enforcement Worksheet, 
Items 1-12 (Pages 1-66 thru 1-69, Standards 
Manual).

Standard 1 – Regulatory Foundation
Compliance and Enforcement

(Pages 1-3, Standards Manual)
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Standard 1 – Regulatory Foundation
Compliance & Enforcement

(Pages 1-60 thru 1-62, Standards Manual)
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Standard 1 – Regulatory Foundation
Compliance & Enforcement

(Pages 1-61, Standards Manual)
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Standard 1 – Regulatory Foundation
Compliance & Enforcement

ARS 36-601

(Pages 1-62, Standards Manual)



34

Standard 1 – Regulatory Foundation
SA Worksheet – Compliance & Enforcement

(Pages 1-63, Standards Manual)

12



35

Standard 1 – Regulatory Foundation 
Verifying Results

• Part I – 9 out of the 11 Interventions and 
Risk Factor Controls must have been met 
(11/11 after 3rd Verification Audit)

• Part II – 95% of the Good Retail Practices 
provisions must be included in the 
jurisdiction’s Food Code

• Part III – ALL 12 of the Compliance and 
Enforcement categories must have been 
met

(Pages 1-2 and 1-3, Standards Manual)



36

Participant Manual 

Standard 1
Question 1

Page 2

36



37

Standard 1 – Regulatory Foundation
Four Core Requirements

1. Assessment of the Program’s Regulatory Foundation 
(side-by-side comparison of the Jurisdiction’s Food 
Code to the FDA Food Code)

2. Food Code Interventions and Risk Factors
3. Good Retail Practices
4. Compliance and Enforcement

(Page 1-2, Standards Manual)



38

Participant Manual 

Standard 1
Question 2

Page 3

38



39

Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

(Page 1-13 thru 1-14, Standards Manual)



40

Standard 1
Question 3

Page 4

40

Participant Manual 
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Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

41

(Pages 1-25, Standards Manual)

No consumer advisory provision

Code allows for minimal bare hand contact with RTE food



42

Standard 1
Question 4

Page 5

42

Participant Manual 



43
43

Standard 1 – Regulatory Foundation
Good Retail Practices



44

Standard 1
Question 5

Page 6

44

Participant Manual 



45

Standard 1 – Regulatory Foundation
Part II SA Worksheet: Good Retail Practices

234

95.1

234 ÷ 246 = .951

.951 X 100 = 95.1%



46

Standard 1
Question 6

Page 7

46

Participant Manual 



47

Standard 1 – Regulatory Foundation
Compliance & Enforcement

ARS 36-601

(Pages 1-62, Standards Manual)



48

Standard 1 – Regulatory Foundation
Compliance & Enforcement

(Clearinghouse Std. 1 Question 2, pg. 15)



STANDARD 1 SELF-ASSESSMENT PROCESS  
QUESTIONS

www.fda.gov
49



Standard 6 
Compliance & Enforcement

Preparing for the
Self-Assessment

1



2

Preparing for the 
Standard 6 Self-Assessment

Source Documents

• Copy of Program Standard 6
• Clearinghouse Interpretations
• Self-Assessment Verification Audit Form
• Step-by-step compliance and enforcement procedures

– Include policies or interpretations that carry the same weight 
as compliance and enforcement steps

• Inspection Form
• Reference key which identifies risk factors and 

interventions on inspection form



3

Preparing for the 
Standard 6 Self-Assessment

Source Documents

• Documentation that compliance and enforcement 
action was followed for >80% of sampled 
establishments

• The inspection history and reports for randomly 
selected establishment files

• If using Option 3,
– Written review process, including random selection, and
– Documentation of equivalence to the “Explanation of the 

Statistical Model for Standard 6” from a statistician.



4

Preparing for the 
Standard 6 Self-Assessment

Forms and Worksheets

http://www.fda.gov/retailprogramstandards

4

http://www.fda.gov/retailprogramstandards


Standard 6 
Compliance & Enforcement

Conducting the
Self-Assessment

5



8

Compliance and enforcement activities result in 
follow-up actions for out-of-control risk factors 
and timely correction of code violations

Standard 6
Compliance & Enforcement
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Standard 6 – Compliance and Enforcement
Main Elements

(Page 6-2, Standards Manual)

• Written step-by-step compliance and enforcement 
procedures

• Inspection form records / quantifies the compliance 
status of risk factors and Food Code interventions

• Establishment file review indicates:
• Compliance / enforcement actions followed per the jurisdiction’s 

written procedures
• Resolution / correction was achieved for all out-of-control risk 

factors or interventions that were recorded
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Standard 6 – Compliance & Enforcement
Compliance & Enforcement Procedure (a)

(Page 6-7, Standards Manual)

10



11

Standard 6 – Compliance & Enforcement
Compliance & Enforcement Procedure

(Page 6-9, Standards Manual)

Compliance and Enforcement Procedures
• Written step-by-step procedures outline the compliance and 

enforcement process
• Clear set of instructions that guide staff with steps/actions 

when various categories of violations occur
• Progression of steps taken when violations are not corrected
• Regulatory or Administrative time frames are established



12

Standard 6 – Compliance & Enforcement
Compliance & Enforcement Procedure 

(Page 6-7, Standards Manual)

12



13

Standard 6 – Compliance & Enforcement
Compliance & Enforcement Procedure

(Page 6-9, Standards Manual)

Jurisdiction’s Inspection form must use IN, OUT, NA, 
NO to record the compliance status for

• Foodborne Illness Risk Factors
• Public Health Interventions
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Standard 6 – Compliance & Enforcement
Assessment of Effectiveness 
(Page 6-7 thru 6-8, Standards Manual) 

14



15

Effectiveness Assessment
(Page 6-9 thru 6-13, Standards Manual)

Measure effectiveness of the compliance and 
enforcement program to determine if Risk Factor and 
Public Health Intervention violations are satisfactorily 
resolved per the jurisdiction’s procedures



16

File Selection Process
(Page 6-9 thru 6-13, Standards Manual)

Three options for file selection:
• Option 1: Reviewing each inspection where a Risk Factor or 

Public Health intervention was marked out of compliance;
• Option 2: Using a statistical method as described in this 

standard set forth in Parts I-IV below;
• Option 3: Using an alternative statistical method established 

by the jurisdiction with written procedures that include 
supporting documentation and worksheets.



17

File Selection Process: Option 3
(Page 6-9 thru 6-13, Standards Manual)

If an alternative model is used, the jurisdiction must have 
written procedures, including supporting documentation 
and worksheets that:

• Describe the compliance and enforcement review process;
• Includes a review of the randomly selected establishments 

that have at least one Risk Factor or Public Health 
Intervention marked OUT of compliance; and 

• Is equivalent to the published Standard 6 statistical model for 
the number of inspections revied and the method of 
selection.



18

Standard 6 – Compliance and Enforcement

Option 2: Assessment of Effectiveness
(Page 6-10, Standards Manual)

18



19

Standard 6 – Using Option 2 
(Page 6-9 thru 6-14, Standards Manual)

The process for selection/review of establishment files 
• Determine the number of establishment files to review
• Randomly select establishment files
• Review selected establishment files against the written 

compliance and enforcement protocol
• Determine the need to review substitute establishment 

files
• Determine if Standard 6 is met



20

Participant Manual 

Standard 6
Question 3

Page 29

20



21

Standard 6 – Compliance and Enforcement
Determining Number of Files to Review 

for the Self-Assessment
(Page 6-10, Standards Manual)

820 total establishments * 5%  =  41



22

Standard 6 – Using Option 2 
Random Selection

(Page 6-9 thru 6-12, Standards Manual)

• Create inventory
– Organize by permit number, alphabetical order
– Assign number to each

• Use random number generator
– Pull two unique unsorted lists
– Range: 1 to total # of establishments
– Number in each set: sample size



23

Standard 6 – Compliance and Enforcement
Example Random Number Generation

www.randomizer.org

2

41

1

820

YES

NO

http://www.randomizer.org/
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Standard 6 – Compliance and Enforcement
Example Random Number Generation

24



25

Standard 6 – Compliance and Enforcement
Self-Assessment Summary Worksheet

(Page 6-15, Standards Manual)



26

STD 6 Compliance & Enforcement 
Establishment File Worksheet

(Page 6-26, Standards Manual)



27

Standard 6 – Standardized Key Crosswalk
to the 2017 FDA Food Code 

(Pages 6-37 thru 6-39 Standards Manual)
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Standard 6 – Compliance and Enforcement
Assessment of Effectiveness

(Page 6-10 thru 6-11, Standards Manual)

Establish Start Point Inspection
• Count back three routine inspections from the most recent 

one
• See if there is a Risk Factor or Intervention Violation. If not, 

go to the 4th.
• If none on the 4th most recent routine, DNQ. 

28



29

Standard 6 – Compliance and Enforcement
Did Not Qualify (D.N.Q.) Files

(Pages 6-10 thru 6-12, Standards Manual)

Two reasons for DNQ substitute for a randomly selected 
establishment: 

• Length of business history
– Must have three routine inspections

• No Risk Factor or Food Code Intervention Violation on “Start-
Point” inspection

– Must have RFI violation on 3rd or 4th most recent

When this happens, select a substitute establishment



30

Standard 6 – Compliance and Enforcement
Self-Assessment Summary Worksheet

(Page 6-15, Standards Manual)

X
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Standard 6 – Compliance and Enforcement
Example Random Number Generation

31



32

Standard 6 – Compliance and Enforcement 
Substitute Establishment Files

(Pages 6-23 thru 6-25, Standards Manual)
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Determining Start Point Inspection Data

0

0

0



34

Corrective & Enforcement Action



35

Written Procedures or Follow Up Activity



36

Standard 6 – Compliance and Enforcement
Summary Worksheet

(Page 6-11, Standards Manual)

36

X

X

Only 2 routines

X Did not do RCP
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Standard 6 – Compliance & Enforcement
Determine if Standard 6 Criteria are Met

(Page 6-14, Standards Manual)

At least 80% of establishment files reviewed 
indicates:

• Staff takes compliance and enforcement action 
according to the jurisdiction’s written procedure

• Resolution was achieved for all out-of-control risk factors 
and interventions recorded on the selected routine 
inspections



39

Participant Manual 

Standard 6
Question 1

Page 28

39



40

Standard 6 – Compliance and Enforcement
Main Elements

(Page 6-2, Standards Manual)

• Written step-by-step compliance and enforcement 
procedures

• Inspection form records / quantifies the compliance 
status of risk factors and Food Code interventions

• Establishment file review indicates:
• Compliance / enforcement actions followed per the jurisdiction’s 

written procedures
• Resolution / correction was achieved for all out-of-control risk 

factors or interventions that were recorded



41

Participant Manual 

Standard 6
Question 2

Page 28

41



42

File Selection Process
(Page 6-9 thru 6-13, Standards Manual)

Three options for file selection:
• Option 1: Reviewing each inspection where a FBI Risk Factor 

or Public Health intervention was marked out of compliance;
• Option 2: Using a statistical method as described in this 

standard set forth in Parts I-IV below;
• Option 3: Using an alternative statistical method established 

by the jurisdiction with written procedures that include 
supporting documentation and worksheets.



43

Participant Manual 

Standard 6
Question 4

Page 30

43
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Standard 6 – Compliance and Enforcement
Assessment of Effectiveness

(Page 6-10 thru 6-11, Standards Manual)

Establish Start Point Inspection
• Count back three routine inspections from the most recent
• See if there is a Risk Factor or Intervention Violation. If not, 

go to the 4th.
• If none on the 4th most recent routine, DNQ. 

44
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Participant Manual 

Standard 6
Question 5

Page 30

45



46

Standard 6 – Compliance and Enforcement
Did Not Qualify (D.N.Q.) Files

(Pages 6-11, Standards Manual)

Two reasons jurisdictions may delete a randomly selected 
establishment from the review pool: 

• Length of business history
• No Risk Factor or Food Code Intervention Violation on “Start-

Point” inspection

When this happens, select a substitute establishment



47

Participant Manual 

Standard 6
Question 6

Page 31

47
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Standard 6 – Compliance and Enforcement
Example Random Number Generation

48



49

Participant Manual 

Standard 6
Question 7

Page 31

49



50

Non-Applicable (NA) Designations



51

Participant Manual 

Standard 6
Question 8

Page 32

51



52

Determining Start Point Inspection Data



53
53

STANDARD 6 SELF-ASSESSMENT 
QUESTIONS



Standard 2
Trained Regulatory Staff

Preparing for the
Verification Audit



• Copy of Program Standard 2
• Clearinghouse Interpretations
• Jurisdiction’s Standard 2 Self-Assessment Worksheet 

or equivalent
• Records of course completion of the Standard 2 

curriculum; transcripts; affidavits – A listing of FDA 
ORA U course and learning objectives are available:
www.fda.gov/training-and-continuing-education/ora-
university-orau

www.fda.gov

Preparing for the 
Standard 2 Verification Audit

Source Documents

2

http://www.fda.gov/training-and-continuing-education/ora-university-orau
http://www.fda.gov/training-and-continuing-education/ora-university-orau


• Copies of 25 joint field training 
inspections/independent inspections

• Documentation of completion of a field training 
process similar to that contain in Appendix B-2

• Standardization/re-standardization records 
certificates/letters

• Records of continuing education contact hours via 
database; certificates; attendance records; sign-in 
sheets

www.fda.gov

Preparing for the 
Standard 2 Verification Audit

Source Documents

3



www.fda.gov
4

Preparing for the 
Standard 2 Verification Audit

Forms and Worksheets

http://www.fda.gov/retailprogramstandards 

http://www.fda.gov/retailprogramstandards


5
www.fda.gov

Standard 2
Program Assessment

Preparing for the
Verification Audit

(Pages 2-21 thru 2-25, Standards Manual)



Regulatory staff shall have the knowledge, 
skills, and ability to adequately perform their 

required duties.

www.fda.gov
8

Standard 2 – Trained Regulatory Staff



www.fda.gov
9

Standard 2 – Trained Regulatory Staff
Five Core Criteria

(Page 2-2, Program Standards Manual)

• Step 1: Pre-Inspection Curriculum

• Step 2: Joint Field Training
CFP Field Training Manual (Updated 2020 CFP)

• Step 3: Independent Inspections
Completion of Curriculum (designated as “Post” courses)

• Step 4: Standardization

• Step 5: Continuing Education



10

Standard 2 – Trained Regulatory Staff
Step 1: Verify Training Records

(Page 2-21, Program Standards Manual)
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Standard 2 – Trained Regulatory Staff
Step 2: Verify Worksheet % Calculation

(Page 2-21, Program Standards Manual)



12

Standard 2 – Trained Regulatory Staff
Step 3: Determine Number of Employee

Training Files to Review
(Page 2-21, Program Standards Manual)

• EXAMPLE: Total # of Employees assigned to retail food 
program inspection responsibilities = 10

www.fda.gov
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Standard 2 – Trained Regulatory Staff
Step 4: Select Random Numbers

(Page 2-22, Program Standards Manual)

Random selection to include:
• Two sets of 5 numbers (primary and substitute sample 

sets).
• May obtain random numbers from:

www.randomizer.org

www.fda.gov
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Standard 2 – Trained Regulatory Staff
Example Random Number Generation

(www.randomizer.org)

www.fda.gov



15

Standard 2 – Trained Regulatory Staff
Example Random Number Generation

(www.randomizer.org)

www.fda.gov

10



16

Standard 2 – Trained Regulatory Staff
Step 5: Sampling of Employee Training Files

(Page 2-24, Program Standards Manual)



17

Standard 2 – Trained Regulatory Staff
Step 5: Substitute Employee Training Files



18

Standard 2 – Trained Regulatory Staff
Step 6: Verification Audit Results

(Page 2-22, Program Standards Manual)

All randomly selected employee training records must 
contain documentation that the Standard 2 training and 
standardization elements have been successfully 
completed

www.fda.gov



19

Standard 2 – Trained Regulatory Staff
Verification Audit Results



20

Standard 2 – Trained Regulatory Staff
Step 7: Comparing Audit Results to 

Performance Criteria
(Page 2-23, Program Standards Manual)

Ninety percent (90%) of the regulatory retail food program 
inspection staff shall have successfully completed: 
• Steps 1-4 within 24 months of hire or assignment to the 

retail food program
• Step 5 every 36 months after the initial 24 months of 

training

www.fda.gov
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Standard 2 – Trained Regulatory Staff
Verification Audit Results

www.fda.gov



Standard 2
Questions 7-10 

Page 17

www.fda.gov

Participant Manual 

22



STANDARD 2 VERIFICATION AUDIT 
PROCESS QUESTIONS

www.fda.gov
23



Standard 2
Training File Review Exercise

www.fda.gov
24



Standard 1
Regulatory Foundation

Preparing for the 
Verification Audit

1



2

Preparing for the 
Standard 1 – Verification Audit

Source Documents

• Copy of Program Standard 1
• Clearinghouse Interpretations
• Jurisdiction’s Regulations/Ordinance
• Written Policies or Interpretations that carry the 

same weight as prevailing rules and regulations
• Copy of the current version of the FDA Food Code
https://www.fda.gov/food/fda-food-code/food-code-
2017

https://www.fda.gov/food/fda-food-code/food-code-2017
https://www.fda.gov/food/fda-food-code/food-code-2017


3

• Jurisdictions completed Standard 1: Self-
Assessment and Verification Audit Form

• Jurisdiction’s Standard 1 Self-Assessment 
Worksheets or other side-by-side methodology 
used for Food Code Comparison
– Public Health Interventions & Risk Factors
– Good Retail Practices
– Compliance and Enforcement

Preparing for the 
Standard 1 – Verification Audit

Source Documents



5
5

Standard 1
Regulatory Foundation

Conducting the Verification Audit



8

Standard 1
Regulatory Foundation

Regulatory foundation includes any 
statute, regulation, rule, ordinance, 
or other set of prevailing set of 
regulatory requirements.



9

1. Assessment of the Program’s Regulatory Foundation 
(side-by-side comparison of the Jurisdiction’s Food 
Code to the FDA Food Code)

2. Food Code Interventions and Risk Factors
3. Good Retail Practices
4. Compliance and Enforcement

(Page 1-2, Standards Manual)

Standard 1 – Regulatory Foundation
Four Core Requirements



10

Standard 1 – Regulatory Foundation
Step 1:  Assessment of Program’s 

Regulatory Foundation
(Page 1-7, Standards Manual)
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Standard 1 – Regulatory Foundation
Step 1:  Assessment of Program’s 

Regulatory Foundation

Jurisdiction has documentation of:
• Side-by-side comparison of its requirements 

against the FDA Food Code
• Side-by-side comparison includes provisions for:

– Food Code Risk Factors & Interventions
– Good Retail Practices
– Compliance and Enforcement

• Identifies the jurisdiction’s corresponding 
requirement to the applicable FDA Food Code 
Section

(Pages 1-2 and 1-3, Standards Manual)



12
12

http://www.fda.gov/retailprogramstandards 

Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

http://www.fda.gov/retailprogramstandards


13

Standard 1 
Part I

Interventions and Risk Factors
Verification Audit Process



14

Standard 1 – Regulatory Foundation
Part I - Risk Factors and Interventions

Verification Audit

• Total # of Provisions in Part I = 94
• Random Selection to include two sets of 15 

numbers (primary and substitute sample 
sets)
– May obtain random numbers from: 

www.randomizer.org

(Pages 1-64 thru 1-65, Standards Manual)

http://www.randomizer.org/


15

Standard 1
Question 7

Page 8

15

Participant Manual 



16

Standard 1 – Regulatory Foundation
Example Random Number Generation

2

15

1

94

www.randomizer.org

http://www.randomizer.org/


17

Standard 1
Question 8

Page 9

17

Participant Manual 
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Standard 1 – Regulatory Foundation
Example Random Number Generation

23, 61, 18, 25, 48, 2, 14, 28, 75, 7, 45, 49, 47, 39, 91

31, 20, 10, 46, 63, 41, 74, 57, 3, 80, 53, 93, 73, 69, 62

949



19

Standard 1 – Regulatory Foundation
Part I: Risk Factors and Interventions

Selection of Jurisdiction’s Code Sections to Review
(Page 1-67 Standards Manual)



20

Standard 1
Question 9

Page 10

20

Participant Manual 
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Standard 1 – Regulatory Foundation
Part I: Risk Factors and Interventions

Selection of Jurisdiction’s Code Sections to Review
(Page 1-67 Standards Manual)



22

Standard 1 – Regulatory Foundation
Part I: Risk Factors and Interventions

Substitute Sampling

23, 61, 18, 25, 48, 2, 14, 28, 75, 7, 45, 49, 47, 39, 91

31, 20, 10, 46, 63, 41, 74, 57, 3, 80, 53, 93, 73, 69, 62

949



24

Standard 1 – Regulatory Foundation
Part I: Risk Factors and Interventions

Selection of Jurisdiction’s Code Sections to Review
(Page 1-67 Standards Manual)



25

Standard 1
Question 10

Page 11

25

Participant Manual 
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Standard 1 – Regulatory Foundation
Part I: Risk Factors and Interventions

Side-By-Side Review of Food Code Sections
(Page 1-67 Standards Manual)
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Standard 1 – Regulatory Foundation
Verifying Results: Risk Factors and Interventions

• If ALL 15 selected provisions pass the audit process, 
the jurisdiction has successfully met the Standard 1 
criteria for Part I.

• If 4 or more provisions were determined not to be 
as stringent as the FDA Food Code, the jurisdiction’s 
self-assessment is determined not to have met the 
Standard 1 criteria

(Page 1-65, Standards Manual)



28

Standard 1 – Regulatory Foundation
Verifying Results: Risk Factors and Interventions

• If 1, 2, or 3 disagreements you must verify if they 
still meet the requirements.
– If 11/11 needed, they do not pass the audit
– If 9/11 needed, go to the summary tables

(Page 1-65, Standards Manual)



29

Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

29

(Page 1-25, Standards Manual)

No consumer advisory provision



30

Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

30

(Page 1-25, Standards Manual)

No consumer advisory provision

Chicken CL – 135F for 15 seconds



31

• If 3 or fewer provisions do not meet the stringency 
language criteria, and they meet the 9/11, 
– Randomly select an additional 15 FDA Food Code provisions
– Follow same process as used for the original 15 provisions
– A Supplemental Part I Worksheet is provided to record findings 

(Page 1-68, Standards Manual)
– If a provision is selected in the second sampling that was also 

selected in the original set --- select a substitute (in sequence)

31

Standard 1 – Regulatory Foundation
Verifying Results: Risk Factors and Interventions

(Page 1-65, Standards Manual)



32

• No more than three total disagreements are 
acceptable in the 30 Code sections drawn for 
comparison

• AND must meet the 9/11 despite 
disagreements.

Standard 1 – Regulatory Foundation
Verifying Results: Risk Factors and Interventions

(Page 1-65, Standards Manual)
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Standard 1 – Regulatory Foundation
Part I Worksheet: Risk Factors and Interventions

33

(Page 1-25, Standards Manual)

No consumer advisory provision

Code allows for minimal bare hand contact with RTE food



34

Standard 1 – Regulatory Foundation
Verifying Results: Risk Factors and Interventions

3434

No consumer advisory provision

Code allows for minimal bare hand contact with RTE food

(Page 1-25, Standards Manual)

Chicken CL – 135F for 15 seconds



35

Standard 1 
Part II

Good Retail Practices
Verification Audit Process



36

Standard 1 – Regulatory Foundation
Verifying Results: Good Retail Practices

Random Selection of Provisions to Review

• Total # of Provisions in Part II = 246
• Random Selection to include two sets of 

13 numbers (primary and substitute 
sample sets)
– May obtain random numbers from:

www.randomizer.org

(Pages 1-69 thru I-70, Standards Manual)

http://www.randomizer.org/


37

Standard 1
Question 11

Page 12

37

Participant Manual 



38

Standard 1 – Regulatory Foundation
Example Random Number Generation

2

13

1

246

www.randomizer.org

http://www.randomizer.org/


39

Standard 1 – Regulatory Foundation
Example Random Number Generation

39

8, 91, 66, 89, 80, 54, 167, 60, 75, 98, 87, 243, 122

43, 128, 173, 238, 226, 95, 227, 182, 206, 163, 74, 175, 242

246



40

Standard 1 – Regulatory Foundation
Verifying Results: Good Retail Practices

Random Selection of Provisions to Review
(Page 1-71, Standards Manual)



41

Standard 1 – Regulatory Foundation
Example Random Number Generation

41

8, 91, 66, 89, 80, 54, 167, 60, 75, 98, 87, 243, 122

43, 128, 173, 238, 226, 95, 227, 182, 206, 163, 74, 175, 242

246



42

Standard 1 – Regulatory Foundation
Verifying Results: Good Retail Practices

Random Selection of Provisions to Review
(Page 1-71, Standards Manual)



43

Standard 1 – Regulatory Foundation
Verifying Results: Good Retail Practices

• If ALL 13 selected provisions pass the audit process, 
the jurisdiction has successfully met the Standard 1 
criteria for Part II

• If 4 or more provisions were determined not be as 
stringent as the FDA Food Code, the jurisdiction’s 
self-assessment is determined not to have met the 
Standard 1 criteria

43

(Page 1-70, Standards Manual)



44

• If 1, 2, or 3 provisions do not meet the stringency 
language criteria, then randomly select an additional 13 
FDA Food Code provisions
– Follow same process as used for the original 13 provisions
– Do not need to review their summary
– A Supplemental Part II Worksheet is provided to record findings 

(Page 1-72, Standards Manual)
– If a provision is selected in the second sampling that was also 

selected in the original set --- select a substitute (in sequence)

44

Standard 1 – Regulatory Foundation
Verifying Results: Good Retail Practices

(Page 1-70, Standards Manual)



45

No more than three total disagreements are 
acceptable in the 26 Code sections drawn for 
comparison

Standard 1 – Regulatory Foundation
Verifying Results: Good Retail Practices

(Page 1-70, Standards Manual)



46

Standard 1 
Part III

Compliance & Enforcement
Verification Audit Process



47

Standard 1 – Regulatory Foundation 
Verifying Results: Compliance and Enforcement

• Total # of Provisions in Part III = 12
• Random Selection to include one set of 5 numbers 

(only a primary set needed)
– May obtain random numbers from:

www.randomizer.org

(Pages 1-73 thru 1-74, Standards Manual)

http://www.randomizer.org/
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Standard 1 – Regulatory Foundation
Example Random Number Generation
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Standard 1 – Regulatory Foundation 
Verifying Results: Compliance and Enforcement

(Page 1-75, Standards Manual)
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• If ALL 5 selected provisions pass the audit process, 
the jurisdictions has successfully completed Part III

• If 1 or more provisions were determined not to be 
as stringent as the FDA Food Code, the jurisdiction’s 
self-assessment is determined not to have met the 
Standard 1 criteria

• Note: exceptions for 7 – variances and 12- penalties

50

Standard 1 – Regulatory Foundation 
Verifying Results: Compliance and Enforcement

(Page 1-74, Standards Manual)
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Standard 1 – Regulatory Foundation 
Verifying Results Summary

• Part I – 9 out of the 11 Interventions and 
Risk Factor Controls must have been met
– (11/11 after 3rd Verification Audit)

• Part II – 95% of the Good Retail Practices 
provisions must be included in the 
jurisdiction’s Food Code

• Part III – ALL 12 of the Compliance and 
Enforcement categories must have been 
met

(Pages 1-2 and 1-3, Standards Manual)
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Standard 1 – Regulatory Foundation 
Verifying Results

(Pages 1-7 thru 1-10, Standards Manual)
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Standard 1
Question 12

Page 13

53

Participant Manual 
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Standard 1 – Regulatory Foundation 
(Clearinghouse Std. 1 #1 State Interpretation of When Otherwise Approved vs. 
Intent of Food Code)



STANDARD 1 VERIFICATION AUDIT 
QUESTIONS

www.fda.gov
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Standard 2
Trained Regulatory Staff

Review Employee Training Files 
Exercise



1. Employee training files and a template for 
Standard 2 File Review Exercise were sent to 
everyone yesterday afternoon. 

2. As the auditor, you will be reviewing each 
employee training file to verify if it meets 
Standard 2 components. 

3. Breakout will be set for 30 minutes, followed by 
report out – please identify a spokesperson. 

Note on the employee files: if a record is listed ‘on 
file’ then assume the record exists and is adequate. 

www.fda.gov

Instructions

2
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Standard 2 File Review Exercise Template

Word document provided to assist groups with their file review. 
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Standard 2 File Review Exercise Template
Answers



STANDARD 2 EXERCISE QUESTIONS

www.fda.gov
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Standard 1
Regulatory Foundation

Food Code Language Review Exercise



www.fda.gov
7

Instructions

1. Standard 1 Verification Audit Exercise were out 
yesterday afternoon (with Standard 2 exercises). 

2. As the auditor, you will be reviewing the self-
assessor’s Food Code language and doing a side-
by-side comparison with the 2022 FDA Food 
Code. 

3. Breakout will be set for 30 minutes, followed by 
report out – please identify a spokesperson. 



STANDARD 1 EXERCISE QUESTIONS

www.fda.gov
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Standard 6 
Compliance & Enforcement

Preparation for the 
Verification Audit



2

Preparing for the 
Standard 6 Verification Audit

Source Documents

• Copy of Program Standard 6
• Clearinghouse Interpretations
• Jurisdiction’s Self-Assessment Verification Audit Form
• Inspection Form
• Step-by-step compliance and enforcement procedures

– Include policies or interpretations that carry the same weight 
as compliance and enforcement steps

• Inspection Form
• Reference key which identifies risk factors and 

interventions on inspection form
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Preparing for the 
Standard 6 Verification Audit

Source Documents

• Documentation that compliance and enforcement 
action was followed for >80% of sampled 
establishments

• The inspection history and reports for randomly 
selected establishment files

• If using Option 3,
– Written review process, including random selection, and
– Documentation of equivalence to the “Explanation of the 

Statistical Model for Standard 6” from a statistician.
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Preparing for the 
Standard 6 Verification Audit

Forms and Worksheets
http://www.fda.gov/retailprogramstandards

4

http://www.fda.gov/retailprogramstandards


Standard 6
Compliance & Enforcement

Conducting the Verification Audit

5
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Standard 6
Compliance & Enforcement

Compliance and enforcement activities results in 
follow-up actions for out-of-control risk factors 
and timely correction of code violations
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Standard 6 – Compliance and Enforcement
Verify Effectiveness of Program
(Pages 6-27 thru 6-31, Standards Manual)

• Step 1: Verify the elements in the written compliance 
and enforcement plan
• Written step-by-step procedure

• How to use compliance and enforcement tools 
• Clear guidance for staff
• Steps and actions depending on categories of violations
• Progression when violations are not corrected w/in timeframes

• Inspection form uses IN, OUT, NO, NA
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Standard 6 – Compliance and Enforcement
Verify Effectiveness of Program
(Pages 6-27 thru 6-31, Standards Manual)

• Step 2: Verify the effectiveness of the compliance and 
enforcement program
• PART I: Verify that the jurisdiction reviewed the appropriate 

number of files
• PART II: Randomly select establishment files from the 

jurisdiction’s Standard 6 Self-Assessment Worksheet
• PART III: Verify Self-Assessment findings for each selected 

establishment file
• PART IV: Verify that 80% of selected establishment files meet 

the jurisdiction’s written compliance and enforcement program
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Standard 6—Compliance and 
Enforcement

Part I – Verify the jurisdiction reviewed the 
appropriate number of files

(Page 6-28, Standards Manual)
(Page 6-25, Standards Manual)

11
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Standard 6 – Compliance and Enforcement
Part I – Verify the jurisdiction reviewed 

the appropriate number of files
(Page 6-28, Standards Manual)

12

• Option 1: Did they review all files?
• Option 2: Did they review the number of files outlined 

in the table?

• Option 3: Did the review the number of files in the 
model outlined by their statistician? 
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Standard 6—Compliance and 
Enforcement

Part II – Randomly select establishment files from 
the jurisdiction’s Self-Assessment Worksheet

(Page 6-29, Standards Manual)

13
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Standard 6 – Compliance and Enforcement
File Sampling for the Verification Audit

(Page 6-29, Standards Manual)
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Standard 6 – Compliance and Enforcement
File Sampling for the Verification Audit

(Page 6-29, Standards Manual)

Example: 
• 820 establishments in the inventory. 
• Self-Assessor reviewed 41 randomly selected files
• Auditor will need review 10, based on the table.
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Standard 6 – Compliance and Enforcement
File Sampling for the Verification Audit

www.randomizer.org

16

15, 11, 17, 20, 3, 5, 8, 19, 22, 4

13, 7, 21, 18, 12, 40, 36, 32, 1, 27, 

2 Sets of 10 Unique Numbers Per Set

Range From 1 to 41

http://www.randomizer.org/
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Standard 6 – Compliance and Enforcement
File Sampling for the Verification Audit

www.randomizer.org

2

10

NO

YES

41

1

http://www.randomizer.org/
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Standard 6 – Compliance and Enforcement
Part II – Conducting a Random Selection of 

Establishment Files for Audit
(Page 6-29, Standards Manual)
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Standard 6 – Compliance and Enforcement
File Sampling for the Verification Audit

www.randomizer.org

19

15, 11, 17, 20, 3, 5, 8, 19, 22, 4

13, 7, 21, 18, 12, 40, 36, 32, 1, 27, 

2 Sets of 10 Unique Numbers Per Set

Range From 1 to 41

http://www.randomizer.org/
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Standard 6 – Compliance and Enforcement
Part II – Conducting a Random Selection of 

Establishment Files for Audit
(Page 6-29, Standards Manual)

0724 – Palo Verde Cafe2
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Standard 6 – Compliance and 
Enforcement

Part III – Verify the Self-Assessment Findings for 
each Selected Establishment

Follow the Same Establishment File Review Process 
as Presented for the Self-Assessment

(Page 6-30, Standards Manual)
21
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Standard 6 Compliance & Enforcement 
Establishment File Worksheet

(Page 6-35, Standards Manual)

22
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Standard 6 – Compliance and Enforcement
Part II – Conducting a Random Selection of 

Establishment Files for Audit
(Page 6-32, Standards Manual)

0724 – Palo Verde Cafe2
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Standard 6 – Compliance and 
Enforcement

Part IV – Verify the Selected Establishment Files 
Adhere to the Jurisdiction’s Written Compliance 

and Enforcement Procedures

(Pages 6-30 thru 6-31, Standards Manual)

24
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Standard 6 – Compliance and Enforcement
Verification Audit Results

(Pages 6-30 thru 6-31, Standards Manual)

Jurisdiction with Less Than 800 Establishments
The verification auditor initially randomly selects 5 establishment 
files to review 

• If ALL 5 establishment files pass the audit process, the 
jurisdiction meets the Standard 6 criteria

• If 2 or more establishment files were determined not to meet 
all the compliance and enforcement criteria, the jurisdiction’s 
self-assessment does not meet the Standard 6 criteria
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Standard 6 – Compliance and Enforcement
Verification Audit Results

(Pages 6-30 thru 6-31, Standards Manual)

Jurisdiction with Less Than 800 Establishments
If 1 establishment file does not meet the Standard 6 compliance and 
enforcement criteria, then randomly select an additional 5
establishment files 

• Follow same process as used for the original 5 files
• Verification Audit Worksheet used to record findings for 

establishment files (Pages 6-32 thru 6-34, Standards Manual)
• If a file is selected in the selected sampling that was also 

selected in the original set—select a substitute
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Standard 6 – Compliance and Enforcement
Verification Audit Results

(Pages 6-30 thru 6-31, Standards Manual)

Jurisdiction with Less Than 800 Establishments
• If NO additional disagreements in the review of the second set 

of 5 establishment files are noted, then the jurisdiction meets 
the Standard 6 criteria.

• If 1 or more of the additional establishment files fails the audit 
review, then the Standard 6 criteria is not met. (2 or more total)
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Standard 6 – Compliance and Enforcement
Verification Audit Results

(Pages 6-30 thru 6-31, Standards Manual)

Jurisdiction with 800 Establishments or More
The verification auditor initially randomly selects 10 establishment 
files to review 

• If ALL 10 establishment files pass the audit process, the 
jurisdiction meets the Standard 6 criteria

• If 3 or more establishment files were determined not to meet 
all the compliance and enforcement criteria, the jurisdiction’s 
self-assessment does not meet the Standard 6 criteria



29

Standard 6 – Compliance and Enforcement
Verification Audit Results

(Pages 6-30 thru 6-31, Standards Manual)

Jurisdiction with 800 Establishments or More
If 1 or 2 establishment files do not meet the Standard 6 
compliance and enforcement criteria, then randomly select an 
additional 10 establishment files 

• Follow same process as used for the original 10 files
• Verification Audit Worksheet used to record findings for 

establishment files (Pages 6-32 thru 6-34, Standards Manual)
• If a file is selected in the selected sampling that was also 

selected in the original set --- select a substitute
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Standard 6 – Compliance and Enforcement
Verification Audit Results

(Pages 6-30 thru 6-31, Standards Manual)

Jurisdiction with 800 Establishments or More
• No more than a total of two of the 20 establishment files 

drawn can be determined by the auditor as not meeting the 
Standard 6 criteria

• If more than two establishment files fail the audit review, the 
Standard 6 criteria is not met
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Standard 6 – Compliance and Enforcement
Verification Audit Results
(Page 6-7, Standards Manual)
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Participant Manual 

Standard 6
Question 9

Page 32

32
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Standard 6 – Compliance and Enforcement
File Sampling for the Verification Audit

(Page 6-28, Standards Manual)
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Participant Manual 

Standard 6
Question 10

Page 32

34



STANDARD 6 VERIFICATION AUDIT 
QUESTIONS
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