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Purpose: This guidance document packet contains basic templates and examples that counties can use 
to create the policies and procedures described in Standard 3 of the FDA Voluntary National Retail Food 
Regulatory Program Standards (the Standards). Once these policies and procedures have been adopted 
and implemented, the enrolled jurisdiction may meet Standard 3 of the Standards. Alternatively, a 
county may simply want to strengthen its retail food inspection program and not be involved in the 
Standards. This packet may also assist with that activity. 

The templates and examples are in a base form and must be customized by the county. Simply putting 
the county name into the template or example is not enough to meet Standard 3. The county must be 
committed to enforcing the policies and procedures.  

There are 6 required documents for Standard 3: 
1. Inspection form that requires the selection of IN, OUT, NO, or NA,  
2. Written process used for grouping establishments based on food safety risk and the inspection 
frequency assigned to each category, Voluntary National Retail Food Regulatory Program Standards – 
January 2019 3-3  
3. Policy for on-site correction and follow-up activities,  
4. Policy for addressing code variance requests related to risk factors and interventions,  
5. Policy for verification and validation of HACCP plans required by code, and 
6. Policy requiring the discussion of food safety control systems with management when out of control 
risk factors are recorded on subsequent inspections. 
 
The current inspection forms used in Montana meet number 1 (See Appendix 1). The risk level 
requirement on said inspection forms and grouping instructions provided by the state partially meets 
number2 (See Appendix 2). The remainder of this guidance document packet covers numbers 3 thru 6.  
 
Additional explanation and guidance lead each policy template. 
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A - Example Policy for Inspection Frequency Based on Risk Level 
Facilities that serve more complex menu items, have specialized processing for some menu items, or 
serve highly susceptible populations (the young, old, or immunocompromised) have a greater potential 
for a food borne illness outbreak. These facilities are considered higher in risk, and thus have a higher 
facility risk designation (See Appendix 2). These facilities should be inspected more frequently to help 
prevent food borne illness outbreaks as they present a greater risk. The example policy below outlines 
the inspection frequency based on the risk level. 
 
__________________ County Environmental Health Policy X – Effective Date 12/01/2021 

Retail Food Inspection Form, process for grouping establishments, and inspection frequency 

Background – To meet the FDA Voluntary Standards, a certain inspection form must be used to 
document the observations during an inspection. Montana uses an approved form with IN, OUT, NA, 
and NO designations for the Risk Control Factors. ___________________County will use an approved 
Montana state form (provided by the Department of Public Health and Human Services, DPHHS or an 
approved electronic form) and the most current approved version (See attached inspection form). Retail 
food facilities will be assigned a number based on risk. This risk level is determined by multiple factors 
including, but not limited to complexity of menu, management and employee food safety training, 
population served, and compliance history.  ____________________ County will use the FDA Risk Level 
Table (See APPENDIX B-3: Risk Categorization of Food Establishments 2017 FDA Food Code – Annex 5, 
Conducting Risk-based Inspections) that is used in Montana to assign a risk level to a retail food facility. 

1.  The ___________________ County Sanitarian(s) will use the FDA Risk Level Table and reassess 
risk at each routine inspection and mark the correct risk level on the state approved form.  
 

2. Low risk (1 and 2) retail food establishments will be inspected at least once per calendar year. 
The sanitarian may choose to inspect these establishments twice if all other required 
inspections have been completed. (Examples include bars/taverns with limited food service and 
quick stop convenience stores with prepackaged or commercially prepared foods) 
 

3. High risk (3 and 4) retail food establishments will be inspected at least twice in a calendar year. 
The sanitarian will prioritize these facilities when planning inspections. If possible, these facilities 
will receive a third inspection during the year. (Examples include senior centers, hospitals, 
nursing homes, full-service restaurants, elementary schools, and grocery stores with delis)  
 

4. The Retail Food Program Lead (or title as appropriate) for _____________________ County will 
review inspections mid-way through the year to ensure these target number of inspections are 
being met.  
 

5. The Retail Food Program Lead (or title as appropriate) for _____________________ County will 
review inspection numbers for facilities in December of each calendar year. If the target number 
of inspections for facilities have not been met for 10% or more facilities, a root cause analysis 
will be performed to identify the cause for the incompletion of inspections. A plan for mitigation 
of the cause will be developed by the Retail Food Program Lead (or title as appropriate) for the 
coming calendar year. 
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B - Example Policy for on-site correction and follow-up activities  
During the inspection of a facility, some inspection items may not be compliance. Compliance and 
enforcement are essential elements of a regulatory program and encompass all voluntary and 
regulatory enforcement actions taken to achieve compliance with regulations. Lack of follow-up on the 
part of the regulatory agency signals to the operator that the priority item and priority foundation item 
violations noted were not important. Food establishment with a history of noncompliance at a level 
predetermined by the jurisdiction or with the number of foodborne illness risk factors and interventions 
violated warranting a regulatory action, signals a strong regulatory response and/or an alternate 
approach to compliance to protect public health. The Sanitarian should strive to correct as many items 
as possible during the inspection, but if an operator cannot correct an item, a follow-up inspection may 
be necessary. Below is an example policy for these activities. Also see appendices 3 and 4 for example 
forms and templates used in corrective action. Appendix 5 is an example flow chart for enforcement 
provided by Riverstone Health.  
 
___________ County Environmental Health Policy X 

Retail Food Inspection Onsite Corrective Actions and Follow-up activities 

Background – During routine retail food inspections, some of the inspection items may be out of 
compliance. Some include the risk factor violations, which must be corrected to protect public health. 
Timelines for correcting violations are suggested in the FDA Food Code 2013 Annexes. _____________ 
County Sanitarian(s) will use the FDA Food Code 2013 suggested timelines for correction when working 
with retail food facilities to gain compliance. It must also be noted that the FDA Food Code 2013 
distinguishes between Priority, Priority foundation, and Core items.  Priority and Priority foundation 
items are those items when not in compliance have significant potential to cause food borne illness. 
Core items are those items and processes that support Priority and Priority foundation items and do not 
have a significant potential to cause food borne illness.  

1. Inspections 
a. The ______________ County Sanitarian(s) will document all violations and observations 

on the applicable approved state inspection form (See attached inspection form). 
Inspection forms will be filled out accurately and thoroughly noting all risk factors 
compliance status as IN, OUT, N/A (Not Applicable), or N/O (Not Observed) as noted. 

b. Violations the establishment can correct during the inspection must also be noted on 
the inspection form as Corrected on site (COS) and a description of the correction must 
be made below the violation description on the inspection form. Onsite corrective 
actions include: destruction of foods that have experienced extreme temperature abuse 
or are from unapproved sources, accelerated cooling of foods when cooling time limits 
can still be met, reheating when small deviations (20 degrees F or less, if food was in 
temperature control within the last 4 hours) from hot holding have occurred, continued 
cooking when proper cooking temperatures have not been met, initiating use of gloves, 
tongs, or utensils to prevent bare hand contact with ready-to-eat foods, and requiring 
hand washing when potential contamination is observed. 

c. An exit interview will take place with the person in charge (PIC), where violations and 
the public health significance are explained. The sanitarian will educate the PIC on the 
importance of compliance and give the operator educational materials and training as 
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needed. The inspection form is to be signed by the person in charge of the 
establishment and a copy is to be left with the person in charge at the end of the 
inspection unless an alternative process has been approved (i.e., email). 

d. Follow up inspections should be conducted on or after the date specified on the 
inspection form in accordance with a time frame appropriate to the violation, but no 
later than 3 or 10 business days for facilities with 3 or more risk factor (3 days for 
Priority or 10 days for Priority foundation) violations that cannot be corrected at the 
time of the inspection.  

e. Facilities with risk factor violations that have a temporary solution, a Risk Factor 
Violation Correction Form (RFVCF, see attached form) may be used. The sanitarian will 
note the violation and a correct by date. The PIC will fill in the method of correction and 
date portion of the form and deliver it to the sanitarian by the specified date (can be 
email, text message, USPS, or hand deliver). Failure to return the RFVCF will result in a 
follow up inspection.  

2. Onsite Corrections 
Actions of immediate correction to address imminent, must be done prior to the sanitarian 
leaving the facility. These actions include but are not limited to: 

a. Destruction of foods that have experienced extreme temperature abuse 
b. Destruction of foods from unapproved sources 
c. Accelerated cooling of foods when time limits can still be met 
d. Reheating when small deviations from hot holding have occurred 
e. Continued cooking when proper cooking temperatures have not been met 
f. Initiated use of gloves, tongs, or utensils to prevent hand contact with ready-to-eat 

foods 
g. Required hand washing when potential hand contamination is observed 

 
3. Follow Up Inspections 

a. Follow Up Inspections will be conducted within 3 or 10 business days to ensure 
compliance has been achieved for violations that are designated Priority or Priority 
foundation, respectively. (See the Montana marking instructions and Quick reference 
for violation marking, attached). Alternatively, shorter correction timeline may be 
agreed upon or the violations may be corrected prior to a follow up inspection and 
photo documentation has been provided to the sanitarian.  

b. If at the follow up inspection, all violations have been corrected, the sanitarian will 
notate how the violations were corrected and that they were corrected on the follow up 
date. No further action will be required at that time. 

c. If at the follow up inspection, some violations have been corrected and others have not, 
the sanitarian will notate how some violations were corrected and that they were 
corrected on the follow up date and that the other violations have not been corrected.  
The sanitarian will then give a new date for an additional follow up, no later than 14 
calendar days.  

d. If at the second follow up inspection, the violations have been corrected, the sanitarian 
will notate how the violations were corrected and that they were corrected on the 
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follow up date. No further action will be required at that time. (The facility owner may 
also be responsible for a follow-up inspection fee at this time). 

e. If at the second follow up inspections, the violations have not been corrected, the 
sanitarian will work with the operator/owner of the facility to gain long term 
compliance. This will necessitate a meeting with the operator/owner either at the end 
of the inspection or at an established date and time to fill out a risk control plan (Annex 
4-D). The risk control plan will identify which risk factors (for Priority and Priority 
foundation) items are out of control, the pathogens of concern, action(s) that will be 
taken, who is responsible for the action(s), and how the correction is to be 
communicated to the sanitarian. (The facility owner may also be responsible for a 
follow-up inspection fee at this time). Failure to follow the risk control plan and willful 
continued non-compliance, may result in the initiation of license revocation procedure 
and/or cost of the follow up inspections as lawful under MCA 50-50-110. Facilities may 
not operate without a valid license. 

f. Follow-up inspections may be performed until the facility can demonstrate compliance 
with the Retail Food Rules of Montana. The facility owner may also be responsible for 
multiple follow-up inspection fees. 

g. If a risk factor is out of compliance for subsequent inspections (after it was found to be 
in compliance at a follow-up inspection), the sanitarian must work with the facility 
manager/PIC/CFPM to find a time for a discussion of food safety control systems to 
achieve long-term compliance of the risk factors. See the section below for more 
information. 
 

4. Long-term compliance methods 
a. Long-term compliance requires a certain level of commitment from the 

managers/operators/owners of the retail food establishment to develop effective 
monitoring and system changes to address the risk factors most often linked to 
foodborne illness outbreaks. These measures to ensure long-term compliance may 
include risk control plans, standard operating procedures, buyer specifications, menu 
modifications, HACCP plans, onsite training, and equipment or facility modification.  

b. The sanitarian and owner/operator will choose which method(s) the facility will use to 
gain and retain compliance. The sanitarian recognizes that some methods may not work 
for certain facilities. 
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C - Example Policy for addressing code variance requests related to risk factors and interventions 
A variance request is required by certain parts of the food code. A county may choose to allow the 
Sanitarian to approve variance requests or may have the issue brought before the Board of Health or 
the Health Officer may have final approval. The best way for your county to handle a variance request 
may not be the best way for a neighboring county. The following example policy is only an example. Also 
see Appendix 6 for an example form. 
 
_____________________ County Environmental Health Policy X 

Retail Food Variance Requests 

Background – Some facilities may not be able to comply completely with the updated versions of the 
food code adopted by Montana or are engaging in specialized processing that requires a variance. These 
situations will be reviewed by the sanitarian, and if the code can be met, the operator will make minor 
adjustments necessary to meet the provisions of the updated code. When the adjustments or 
modifications are considered prohibitive, by the lead food program sanitarian (or title as appropriate) 
and _____________________ County Board of Health, a Variance Request is necessary. The sanitarian 
may also consult with the DPHHS FCSS Retail Food Program Lead on the Variance Request. 

1. Variance request procedures 
a. The variance request must include the sections of the code the operator cannot meet or 

specialized process and interventions the operator plans to use.  
b. A variance request form (Annex 5 A) must be submitted prior to or as soon as the 

process is made known to the inspector (Either verbal conversation with the operator or 
the discovery during an inspection. If the process is discovered during the inspection 
and a HACCP plan is required, the facility must cease the process until the variance 
request is approved.). 

c. The variance request will be reviewed by the sanitarian(s) and the ______________ 
County Board of Health.  

1. If the variance request is denied, the Sanitarian will draft a written letter 
outlining why the variance request is denied and a correction date will 
be given. The Operator may resubmit the variance request as many 
times as needed to gain approval. The Sanitarian may work, upon 
request, with the Operator on the variance request. 

d. Once the variance request is approved, the operator must follow their written plan to 
control the risk factor. A written copy of the request/plan/approval will be provided to 
the owner/facility and the original request will be placed in the facility file stored at 
___________________________________________ (Location). 

e. If at a later date, the sanitarian observes that the operator or employees are not 
following the plan, the variance request will be immediately revoked.     

f. Upon revocation, the facility operator must become fully compliant with the food code. 
Depending on the requirements, a timeline for compliance may be necessary. This 
timeline may not exceed 6 months. 

g. Repeated, willful non-compliance with the revocation of the variance will result in the 
initiation of the process to revoke the Retail Food License. Facilities may not operate 
without a valid license. 



9 
 

D - Example Policy for verification and validation of HACCP plans required by code 
See below for the example policy and Appendix 7 for HACCP plan verification and summary worksheets. 
Again, this is only an example. Counties should adopt a process that works for them. 
 

______________________ County HACCP Validation and Verification Policy 

Validation and Verification are necessary components of the Hazard Analysis Critical Control Point Plans 
required by some retail food operations for either processes or variance requests. The two terms cannot 
be used interchangeably and represent different concepts. For the purposes of meeting the Voluntary 
Retail Food Standards, specifically Standard 3, the following definitions apply. 

Validation – The process that reviews the HACCP plan to ensure that the hazards will be controlled. 

Verification – Are you following the HACCP plan as it is written? 

Validation Process 

 The validation process (sometimes called a process review) must be completed by a 3rd party 
that is knowledgeable in the area of hazard control for that specific process or variance request. Usually 
this a recognized Process Authority, for those processes like acidification and reduced oxygen packaging 
for example. For a variance request, this may be the health department personnel, for something like 
bare hand contact with ready to eat food or an alternative hand sink/hand washing station. The health 
officer and board of health may make the determination when a Process Authority may be required for 
a variance request at the recommendation of the sanitarian. 

Verification Process 

 There are at least three levels of verification of a HACCP plan. The first is the employee who is 
monitoring the process and usually writing down temperatures. The second is the PIC or manager who is 
responsible for reviewing the monitoring records (as well as training the employee) and ensuring 
compliance with the plan and Critical Control Points. The final level is the sanitarian, who will be using 
the HACCP Plan Verification Worksheet and HACCP Plan Verification Summary (see the attached form). 

Prior to a retail food facility engaging in a process or activity that requires a variance with a HACCP plan, 
the owner or operator must meet with the _____________ County Retail Food Program Lead Sanitarian 
(Title as appropriate). The Sanitarian will determine if a 3rd party validation is required for the process.  

Once the validation has been completed, the Sanitarian will draft a letter of approval for the intended 
process/activity. A copy of the letter will be sent to the facility, the state FCSS Retail Food Program Lead 
and placed in the facility file. 

The Sanitarian assigned to inspect the facility will use the HACCP Plan Verification Worksheet and 
Summary to verify the process during the routine inspections. If the hazards are not being controlled at 
the time of the inspection, the facility must correct the process/activity or cease to engage in the 
process/activity until the hazards can be controlled.  

The Sanitarian must perform at least one follow-up inspection to ensure that hazards are being 
controlled. If the process/activity is still not controlling the hazards at the follow-up inspections, the 
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Sanitarian may revoke the approval for the process/activity. A revocation letter will be sent to the 
facility, the state FCSS Retail Food Program Lead and placed in the facility file.  

If the approval is revoked, the facility must resubmit an updated HACCP plan with new validation 
paperwork and receive approval from the Sanitarian and/or Board of Health prior to reengaging in the 
process/activity. 

A facility may apply multiple times, but __________________ County Health Department (or 
Environmental Health as appropriate) reserves the right to refuse approval if hazards cannot be 
controlled by the owner or operator of the facility. 
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Appendix 1 – Inspection Form 
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Appendix 2 – Risk Categorization of Establishments 
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Appendix 3 - Example County Risk Factor Violation Correction Form 
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Appendix 4 - Example Risk Control Plan Template 
 

RISK CONTROL PLAN – ___________________ County Montana    Date:_______________ 

 

Facility Name:_____________________________________________________ 

 

Facility Address:___________________________________________________ 

 

Current Person In Charge/CFPM:_____________________________________ 

• Risk Factors that are out of control (Inspection #, Description, and P or Pf) 

 

 

 

• Pathogens of concern and potential public health effects 

 

 

• Corrective Actions to be taken by the facility management 

 

 

• Person(s) responsible for the corrective actions 

 

 

• How the corrections will be communicated to the sanitarian 
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These actions are agreed to by both the sanitarian and _____________________________ as the Person 

In Charge/CFPM of _____________________________________ (Facility Name) on this day 

___________________________. 

Signed: 

__________________________________________ 

Person In Charge (Print & Sign) 

 

__________________________________________ 

County Sanitarian (Print & Sign) 
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Appendix 5 – Example Enforcement Flow Chart 
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Appendix 6 - Example County Food Code Variance Request Form 

______________ County Food Code Variance Request Form 
 

Facility Name:__________________________________________ 

Facility License Number:______________________ 

Owner Name:__________________________________________ 

 

 

Owner/CFPM Signature:_______________________________________ 

 

Date:___________________ 

Section of Code the Facility is Requesting Variance from: 

 

 

Reason Facility is Requesting Variance from the Code: 

 

 

 

Facility Plan to Control Risk of the Code Section: 

 

 

 

Person Responsible for Control of Risk: 
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*Note that if the Risk is found to not be controlled during future inspections, this 
variance may immediately be revoked, and the facility may have to wait a certain 
time prior to reapplying for the variance. 

Approved? Yes    No 

Reasoning if No (Denied): 

 

 

Date presented to the Board of Health:_________________ 

 

Board of Health Approval Date:________________ 

 

Sanitarian Printed Name:__________________________________ 

 

Sanitarian Signature:______________________________________  

 

Date:__________________ 
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Appendix 7 - HACCP plan verification worksheet and summary forms 
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