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Overview

• Intent of Standards 3 and 6
• FDA Resources
• An approach to Standard 3
• An approach to Standard 6



Housekeeping Items

Throughout the presentation 
and during the discussion 
and Q&A session, please use 
the chat box to share your 
experiences and ask  
questions. The facilitator will 
pose your questions to the 
presenters. 



Recordingg

A link to the recorded webinar will be 
emailed to all participants. This recording 
and past food safety sharing sessions can 
also be found the NACCHO website:

https://www.naccho.org/programs/envir
onmental-health/hazards/food-
safety/mentorship

https://www.naccho.org/programs/environmental-health/hazards/food-safety/mentorship


Katey Kennedy

FDA Regional 
Retail Specialist



VOLUNTARY NATIONAL 
RETAIL FOOD REGULATORY 

PROGRAM STANDARDS

Standards of Excellence for 
Continuous Improvement

Katey Kennedy
Retail Food Specialist

FDA
503 / 502-5442

kkennedy@ora.fda.gov

Presenter
Presentation Notes
When I was working with Seattle-King County, we were looking for better ways to measure and improve the program and support our mission of reducing foodborne illness in associated food service and retail food operations. 

The goal of the standards is to construct a foundation, to identify your strengths and weaknesses and to develop strategies and an action plan to address any issues. 



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.

Presenter
Presentation Notes
The standards are designed to provide the building blocks for a good food safety program, enhance their services to the public and other food safety partners. The standards are designed to give a food program a means to measure their effectiveness and to focus resources in the areas to support their mission. 



GOAL

 Active Managerial Control
of the risk factors that may cause foodborne 

illness

REDUCTION IN FOODBORNE ILLNESS



Standard #3
Inspection Program Based on 

HACCP Principles
 Do inspections focus on the 

status of the key foodborne 
illness risk factors and the 
correction of out-of-control risk 
factors through 
ACTIVE MANAGERIAL 
CONTROL?

Presenter
Presentation Notes
Standards No. 3: Inspection Program Based on HACCP Principles
Focus of the facility inspections based on the risk factors associated with foodborne illness and correction when risk factors are out of control. 
Inspection program that enhances system control through active managerial control by the operators. 
	 



Standard #6
Compliance and Enforcement

 Do agency compliance 
procedures result in timely 
correction of out-of-control risk 
factors?

 Are appropriate enforcement 
actions taken when necessary 
and are they applied consistently 
across the industry?

Presenter
Presentation Notes
Standard No. 6: Compliance and Enforcement
Program procedures to take appropriate enforcement actions when risk factors are out of control and to apply procedures in a timely and consistent manner. 



RESOURCES
FoodSHIELD

PROGRAM STANDARDS RESOURCE CENTER



More RESOURCES

NACCHO Website
www.naccho.org/programs/environmental-health/hazards/food-
safety/retail-program-standards-mentorship

FDA Retail Food Program Standards
www.fda.gov/food/voluntary-national-retail-food-regulatory-program-
standards/voluntary-national-retail-food-regulatory-program-standards-january-2017

• Current Version

• CLEARINGHOUSE

• Funding Opportunities

http://www.naccho.org/programs/environmental-health/hazards/food-safety/retail-program-standards-mentorship
http://www.fda.gov/food/voluntary-national-retail-food-regulatory-program-standards/voluntary-national-retail-food-regulatory-program-standards-january-2017


Q&A Session



Jeanne Garbarino 

• Standard 3
• Vineland 

Health 
Department, 
NJ



Standard 3
(Differences and Commonalities with 

Standard 6)

With Lessons Learned

Presenter
Presentation Notes
While their focus is different, Standards 3 and 6 have a number of requirements in common. Standard 3 is a pre-cursor for 6. It is also probably easier to meet due to the human error potential in Standard 6. Jason will elaborate on that in a little bit. 



Standard 3
Inspection Program Based On HACCP Principles

An inspection program that focuses on:

• Status of risk factors and interventions
• Determines/documents compliance of risk 

factors and interventions
• A primary objective of obtaining immediate 

and long-term correction of out-of-control risk 
factors through active managerial control.

Presenter
Presentation Notes
As Katie mentioned, Standard 3 requires you to have an inspection program based on HACCP principles. One that focuses on:
Status of risk factors
Documentation of compliance with risk factors
Primary objective of obtaining immediate and long-term correction of OUT risk factors through active managerial control.



Requirement 1: 
Appropriate Form

Identify and show the 
status of risk factors 
and interventions.

Presenter
Presentation Notes
The first requirement  and the first thing in common with Standard 6 is an inspection form that identifies risk factors and interventions. Your form must also have status boxes for the inspector to check. IN< OUT< NO< NA.  If electronic, your inspection form cannot automatically default to any choice. Here is page one of NJ’s inspection form that complies to those requirements.



Appropriate 
form-part 2:

Documentation 
of  compliance 

and 
enforcement

Presenter
Presentation Notes
The form must also document compliance and enforcement. Adding the COS on each line and the ability to indicate if the violation is a repeat will allow you to comply. In NJ, we can add an “R” in the OUT column to show repeat issues. You could also have a check box for repeats. Either way is perfectly acceptable.



Requirement 2:
Grouping food 
establishments 

•Prep/Cooling

•Menu
•Population served

Risk class or type

•Annex 5 gives an example with 4

At least 3 groups required

Presenter
Presentation Notes
The second req. is to group your establishments into risk classes (or types) based on menu and population served, telling you the potential and inherent food safety risks. You must have at least 3 groups, but you can certainly add more. 



Presenter
Presentation Notes
Grouping will tell you where your efforts and time should be concentrated. Here is FDA’s suggestion in Annex 5. You need to have a similar document that explains how risk class is determined. Many States do this for you in their State code. To comply, you must apply that chart to all of your facilities and place each one in a risk category.



Requirement 
3:
Frequency of 
Inspections

• No minimum
• Inspect higher risk 

classes more than your 
low to medium risk 
facilities

• Examples such as Ga., NJ, 
and Other?

Presenter
Presentation Notes
Requirement 3 is to determine/set an appropriate inspection frequency.  There is no minimum set by FDA. However, Annex 5 suggests that you inspect risk categories 1 for 1, 2 for 2, 3 for 3 and 4 for 4 times a year. However, as long as you inspect the higher risk classes more than you do the lower ones, you can meet this requirement. In NJ, we are required to inspect all 4 risk types a minimum of once a year. So to comply, we increased our rc3 and 4 to twice a year. In another State north of us, they are required to inspect every facility every 2 years. If that HD increases the higher level to once a year, they will meet the criteria. Georgia follows the FDA’s example to meet it.
  



Requirement 4:
Written Policies 
and Procedures-

Program policy 
must address:
• On-site corrective 

actions (appropriate) 

• Discussion of long-term 
control options

• Follow-up activities

Presenter
Presentation Notes
Req. 4 is another place where Standard 3 and 6 have a common requirement: policies and procedures addressing these 3 things. Requirement 4 deals with correcting out of compliance risk factors and food code interventions found by the inspector. The risk must be appropriately removed while on-site and observed/verified by the inspector. Your policies must give the inspectors guidance on how you expect them to resolve the risk factors. If the risk factor is recurring, then there must be documented discussion of long-term control for that issue. You want the management take active control by some means. Lastly, there must be follow up on out of compliance risk factors. All must be well documented.

You must also prove that all inspectors know your policies. In our case, every inspector has their own manual for every program we do. When we make changes in the policies, we usually have staff meetings and hand out the new policy with discussion. 





FDA’s 
corrective 

actions list.

Presenter
Presentation Notes
Here is FDA’s Immediate corrective actions in a chart form. Note: they state to conduct a hazard analysis for some violations like cold holding. (not all inspectors are capable of that) This particular chart adds associated hazards (which I like) and long term compliance suggestions as well. This chart is used during FDA’s “Risk based inspections” course. Inspectors, especially new ones, can really use this type of guidance and makes the department consistent in how they handle risks. 



Presenter
Presentation Notes
Jason’s procedures are expanded to 4 pages and covers a little more of the gray areas that inspectors struggle with than the previous chart. Here are the first 2 pages. It is a little different in that it adds the code provision and item number on the inspection form. Both charts are perfectly acceptable. How you present the information and what extra columns you add are totally up to you. You could also write it all out in paragraphs.  I think the charts are easier on the inspector.



On-site Corrective Actions 
for the “gray areas”

Specific:
• Food additives improperly used to be discarded or placed on hold. 

(*Washoe County Health Dept.)

• Switching to manual warewashing in the 3-compartment sink or 
use all disposables if the dishwasher is not sanitizing properly. 
(Vineland City Health Dept.)

Very gray areas:

• Place hold (embargo) orders on situations that create questions 
about the food’s safety that need further investigation.  (*Snohomish 
Health Dept.)

Examples:
• ROP fish thawed and stored at 41° F in original sealed bag
• Thawing a Scombridae species of fish at room temperature
• Holding cook-chill bags at 41° F for longer than 14 days

*Food Shield’s Resource Center

Presenter
Presentation Notes
The previous charts will probably cover most issues that an inspector will encounter in the field. However, it is impossible to make a policy for all situations out there. When you  come across one not on your chart,  it can be added specifically, like the first 2 (found on Food Shield’s Resource Center). But again, you will never think of everything, so you will need a more general cover, like the last one. If they come across an issue that makes them concerned, but are not sure what to do, they need time to get guidance from experts. Hold orders will buy them that time.  Examples. You might want to tell them where to obtain that needed guidance and assistance. The most important thing is to remove the risk to consumers while they are on-site. 



Long-Term Control of Risk Factors requires:

COMMITMEN
T BY 

MANAGERS 
OF FOOD 

ESTABLISHME
NTS

SYSTEM 
CHANGES TO 

ADDRESS 
THOSE RISK 

FACTORS

RISK CONTROL 
PLANS, SOP’S, 
BUYER SPECS, 

MENU 
MODIFICATION
, HACCP PLANS 

AND 
EQUIP/FACILITY 

CHANGES

Presenter
Presentation Notes
As I said before,  your policy must require inspectors to take extra action when you see risk factors repeated- in other words, the PIC is not controlling the same risk factor time and time again. Your inspectors must document these discussions or requirements in either their inspection report or in their computer case. Management needs a nudge sometimes to monitor and control their risk factors. This may mean changes to the process or facility. In our case, we hold administrative hearings for repeated out of compliance risk factors and develop risk control plans during the hearing. We then go to summonses if risk factor is found out of compliance again and eventually result in suspension of their license to operate. Your policies should be specific as to events or circumstances which trigger the discussion of long-term options. You decide the progressive steps to be consistently taken. FDA does not dictate these, only that they are addressed. The desired outcome is that the jurisdiction has a policy and method to address repeated violations of out of control risk factors and interventions and to encourage establishments to institute active managerial control over these processes in their facility.  If this is done, then the criterion is met. 



Follow-Up 
Activities:

Show the PIC 
that risk 
factors are 
important!

A jurisdiction must have a written policy 
that requires follow-up activities 
subsequent to violations of foodborne 
illness risk factors. 

Standard 3 does not identify or require 
specific follow-up activities for risk factor 
violations.  

The policy describing the appropriate 
follow-up activities and the circumstances 
which trigger those follow-up activities are 
left to the discretion of the jurisdiction. 

Presenter
Presentation Notes
Lastly, your policy must direct the inspectors to follow up when risk factors are found OUT.. You decide what those procedures will be. Be specific in your policies. Documentation is a must! Some States such as Georgia specify what is to be done and in what time frame. Others, like NJ do not. If your inspectors don’t follow up on out of compliance risk factors, the operator may think the violation(s) were not that important.



When could a fax 
count as a “desk 

follow up”?

? Consumer advisory
? Training certificate

? Shellfish tags

Presenter
Presentation Notes
Could a fax or e-mail count as a follow-up? I found this form on NACCHO Mentorship Group in Food Shield and found it to be an interesting option. Neither Jason’s department nor Vineland do this, but we both agreed that you could, if done carefully, choose some risk factors which might save your inspectors from making a trip to the site. These were the ones that we would be comfortable handling in this manner. You have to decide what documentation you would be comfortable in accepting proof that the violation was truly corrected.



Requirement 
5:
Variance Code 
requests

Variance Code requests related to risk factors
The jurisdiction must have a written policy 
addressing code variance requests related to risk 
factors and interventions. The policy should 
specify:

• The information required from the requestor.

• Alternate procedures and a justification for the 
variance.  

• A HACCP plan may be required if it is relevant 

• The criteria which will be used to determine the 
acceptability of the proposed variance.  

• OR: A jurisdictional policy to disallow variances 
is acceptable.

Presenter
Presentation Notes
If you allow and review variances in your code, here is what your policy needs to address. If your code does not allow variances, you use a different Code for Variances or your State reviews all of these (lucky you), then all you have to do is state so in your policies.



Requirement 
6:
HACCP Plans

• Procedures must include:

• Validation of a plan
• ROP
• Smoking, Curing
• Acidification
• Sprouting, etc.

• Verification of a plan
• Frequency of inspections

Presenter
Presentation Notes
If a HACCP plan is required by code, the plan must be reviewed and approved. Your procedures must tell you how to do that and who can review it. If no one in your office has qualifications for this, send them to a HACCP course and the FDA’s Special Processing in Retail course. This is not an easy thing to understand. If the State or some other agency reviews these, simply note it in your P and P.



Documentation needed for an audit?

SELF-
ASSESSMENT 

FORM

INSPECTION 
FORM 

DESIGN

WRITTEN 
PROCESS 

FOR 
GROUPING

INSPECTION 
FREQUENCY 

CHART

CORRECTIVE 
ACTION 

POLICIES AND 
PROCEDURES

VARIANCE 
REQUEST 
POLICY

VALIDATION AND 
VERIFICATION OF HACCP 

PLANS POLICIES

Presenter
Presentation Notes
So, what will you need for the S.A. and the audit? Read these.
For on-site and long term corrections, show policies and examples on inspection reports of how you document COS. Same for follow-up activities. Auditor will probably need to be on-site for this one.



Presenter
Presentation Notes
Standard 3’s self-assessment form is pretty short and easy. 2 pages. Here is page 1. Both you and the auditor will use this same form. It really is not that bad. 



Lessons Learned

1. Hardest part is to put your 
policies/procedures in writing.

2. Usually have to add a few to meet 
the requirement.

3. Policies and Procedures, especially 
when only verbal, may not all be 
interpreted the same way by all staff.

4. Expect to update them!

Presenter
Presentation Notes
1.Every department has some policies and procedures, mostly just verbal. The hardest part is to put them in writing. It takes some time to put those policies in a clear, concise manner on paper. To meet the FDA requirements, I had to add a few I had not thought of previously.  Policies and procedures may be interpreted differently by each staff member. Best example is with corrective actions. Thus, clarification and rewriting of P and P will probably be needed periodically.





Jason Reagan

• Standard 6
• Gwinnett, 

Newton, and 
Rockdale 
County Health 
Departments 



2570 Riverside Parkway  l Lawrenceville, GA 30046  l gnrhealth.com

Voluntary National Retail Food 
Regulatory Program:

Standard 6

455 Grayson Hwy, Ste. 600  l Lawrenceville, GA 30046  l gnrhealth.com

(COMPLIANCE & ENFORCEMENT)

Jason Reagan, REHS, CP-FS
District Environmental Health Director



Requirement Summary

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



Step-By Step Procedure
• When developing this standard several key documents will be needed:

o Main Documentation
 A written Compliance and Enforcement Procedure
 Standard 6 Standard Operating Procedure

o Supporting Documentation
 Inspection report
 On-site Corrective Action Procedures
 Flow Charts
 Randomizer
 Establishment File Worksheet – Per Establishment Review
 File Review Verification Audit Worksheet – Establishment Files
 FDA National Registry Report 
 Self-Assessment & Verification Audit Form



Main Documentation

 A written Compliance and Enforcement Procedure

This document addresses:

• Ensuring all Risk Factor violations are corrected on-site or during follow-up 
inspections.

• If Risk Factor violations are not corrected on-site or by food code deadlines 
then what would happen.  Ex. Permit suspension.

• How long term compliance will be achieved for out of control Risk Factors.



Main Documentation

 Standard 6 Standard Operating Procedure

This document addresses:

• Who will be conducting the assessment.

• The frequency of the Standard 6 assessment period.

• Step by step procedures on how the assessment is to be conducted.



Supporting Documentation

 Inspection Report

This document addresses:

• Must capture that you 
corrected Risk Factor 
violations.

• Describe how you 
corrected the violations.



Supporting Documentation

 On-Site Corrective Action Policy

This document addresses:

• Provides guidance on how inspectors are 
to correct violations on-site.



Supporting Documentation

 Flow Charts

This document addresses:

• Guidance on flow of inspections when 
obtaining corrective actions for Risk Factor 
violations.



Supporting Documentation

 Randomizer

This document addresses:

• Use a randomizer program to randomly select the required 
number of facilities you need to evaluate for Standard 6.

• https://www.randomizer.org/

https://www.randomizer.org/


Supporting Documentation

 Establishment File Worksheet

This document addresses:

• Form that records the inspection file review 
per facility for compliance with Standard 6.



Supporting Documentation – Establishment File Worksheet



Supporting Documentation

 File Review Verification Worksheet

This document addresses:

• Form that records the overall inspection file review 
per facility for compliance with Standard 6.



Supporting Documentation – File Review 
Verification Worksheet



Supporting Documentation

 FDA National Registry Report 
 Self-Assessment & Verification Audit Form

These documents address:

• Letting FDA know that you have had Standard 6 audited and 
approved.

• Provides audit information and notes.



Lessons Learned

1. It’s okay to utilize other jurisdictions documentation when creating 
procedures for this Standard (with their permission).

2. We were marking Risk Factor violations as corrected on-site but not 
always stating how we corrected the violations on the report.

3. Need to have periodic trainings with staff on how to handle getting 
violations corrected on-site and proper documentation.

4. Standard 6 helped us formalize all the procedures we “thought” we 
were doing so our inspection staff is clear on expectations.



Q&A Session



Thank you for your 
participation in today’s 
sharing session!

For more information about NACCHO’s Food 
Safety Program, contact:

• foodsafetyinfo@naccho.org
• Amy Chang(achang@naccho.org; 202-507-

4221) 

NACCHO Food Safety Webpage:
http://www.naccho.org/programs/environmental
-health/hazards/food-safety

Retail Program Standard Blog Series:
http://essentialelements.naccho.org/?s=retail+pr
ogram+standards+blog+series&submit=Search

mailto:foodsafetyinfo@naccho.org
http://www.naccho.org/programs/environmental-health/hazards/food-safety
http://essentialelements.naccho.org/?s=retail+program+standards+blog+series&submit=Search
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