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Introduction

The Town of Middleton has a very active health department. The Board of Health issues an average of 61 food establishment permits annually. Routine food safety inspections are conducted by contracted inspectors on a fee for service basis.  The Board of Health is staffed by one full time Health Officer with responsibilities beyond food safety. 

We were recently awarded funding to continue our efforts in achieving a standardized inspection program by developing standard operating procedures that the department will follow when specific out of compliance risk factors are identified within a food establishment.  

The development of standard operating procedures will include compliance and enforcement options which may be conducted outside of normal work hours by current Middleton Board of Health personnel,  a private food safety firm, or an individual.  

These procedures have been developed for the Middleton Health Department with the assistance of Pamela Ross-Kung, President of Ross-Kung Management, Inc. (dba Safe Food Management). 
The information presented in these written procedures has been compiled from sources and documents, believed to be reliable, including the following regulatory sources and guidelines.

1. The U.S. Food and Drug Administration 1999 and 2009 Food Codes.

2. Code of Massachusetts Regulations, 105 CMR 590.000, State Sanitary Code Chapter X, 

Minimum Sanitation Standards for Food Establishments.

3. U.S. Food and Drug Administration-Voluntary National Retail Food Regulatory Program Standards-Standard No.6, pg 27. 

4. U.S. Food and Drug Administration-Voluntary National Retail Food Regulatory Program Standards-Standard No.6 Appendix f pp 172-177. 

5. U.S. Food and Drug Administration Regulators Manual: Managing Food Safety: A Regulator's

Manual For Applying HACCP Principles to Risk-based Retail and Food Service Inspections and Evaluating Voluntary Food Safety Management Systems.

6. Greenfield Health Department Compliance and Enforcement Written Policy, Adopted: August 2010.

Disclaimers

1. All information in this document should be considered in light of new or revised information available after submission.

2. According to the FDA, Voluntary National Retail Food Regulatory Program Standards, January 2011, Standard 6, the Middleton Health Department will not be penalized under Standard No. 6 for sections of the Food Code which have not yet been adopted.

Purpose

The responsibility for establishing a food safety management system for controlling foodborne illness risk factors rests with the food establishment operator. However, food inspectors have a vital, multi-faceted role in consumer protection. 
Once out-of-control foodborne illness risk factors have been identified, the role of inspectors shifts to assisting the operator with strengthening the existing food safety management system through intervention strategies designed to achieve immediate and long-term compliance. With the inspector's assistance, a food service operator can achieve long-term behavioral change resulting in a reduction in risk factor occurrences and an increase in public health protection.

The desired outcome of Standard 6 is to develop an effective compliance and enforcement program that can be implemented consistently across inspections, and between inspectors, to achieve compliance with regulatory requirements. 
In order to achieve this outcome, step-by-step procedures will be provided for inspectors to follow, describing how compliance and enforcement tools are to be used to achieve compliance and enforcement for all out-of-control risk factors or interventions that were observed during an inspection. 

The program will demonstrate credible follow-up for each violation noted during an inspection, with particular emphasis placed on risk factors that most often contribute to foodborne illness and Food Code interventions intended to prevent foodborne illness. The resolution of out-of-compliance risk factors and/or Food Code interventions will be documented on each inspection report. 

In addition, documentation will be provided, indicating that compliance and enforcement action was taken 80% of the time, using the worksheet and procedures in Supplement to Standard 6, Appendix F, when out-of-control risk factors or code interventions are recorded on routine inspections. 
Definitions, Acronyms, Key Terms

The following is a list of definitions, acronyms and key terms used throughout this document.

Compliance means voluntary actions, taken at the time of the inspection, to correct violations that occur at the time of inspection.

Critical Item means a provision of the U.S. Federal Food Code that, if in noncompliance is 
more likely than other violations to contribute to food contamination, illness, or an environmental health hazard. These are items marked 1-22 on the inspection form. 

Enforcement Procedures are enforcement actions taken in addition to voluntary compliance measures.

Food Code Interventions include the following set of preventative measures:

· Demonstration of knowledge 

· Employee health 

· Hands as a vehicle of contamination 

· Time-temperature relationships 

· Consumer advisory 

HACCP Plan means a written document that delineates the formal procedures for following the Hazard Analysis Critical Control Point principles developed by the National Advisory Committee on Microbiological Criteria for Foods. 

Highly Susceptible Population (HSP) means a group of persons who are more likely than other populations to experience foodborne disease because they are immunocompromised or older adults and in a facility that provides health care or assisted living services, or a day care center. 

Imminent health hazard means a significant threat or danger to health that is considered to exist when there is evidence sufficient to show that a product, practice, circumstance, or event creates a situation that requires immediate correction or cessation of operation to prevent injury based on:

   (i)  The number of potential injuries, and

   (ii) The nature, severity, and duration of the anticipated injury.

Person in Charge (PIC) means the individual present at a food establishment who is responsible for the operation at the time of inspection. 

Potentially hazardous food (Part A) means a food that is natural or synthetic and that requires temperature control because it is in a form capable of supporting:

    (i) The rapid and progressive growth of infectious or toxigenic microorganisms;

    (ii) The growth and toxin production of Clostridium botulinum; or

    (iii) In raw shell eggs, the growth of Salmonella Enteritidis
Potentially hazardous food (Part B) includes an animal food (a food of animal origin) that is raw or heat-treated; a food of plant origin that is heat-treated or consists of raw seed sprouts; cut melons; and garlic-in-oil mixtures that are not modified in a way that results in mixtures that do not support growth as specified under Part A of this definition.

Potentially hazardous food does not include:

    (i)   An air-cooled hard-boiled egg with shell intact;
    (ii)  A food with an aw value of 0.85 or less;
    (iii) A food with a pH level of 4.6 or below when measured at 24oC (75oF);
    (iv) A food, in an unopened hermetically sealed container, that is commercially processed to 
           achieve and maintain commercial sterility under conditions of non-refrigerated storage 
           and distribution; and
    (v)  A food for which laboratory evidence demonstrates that the rapid and progressive growth of infectious or toxigenic microorganisms or the growth of S. Enteritidis in eggs or C. botulinum cannot occur, such as a food that has an aw and a pH that are above the levels specified under Subparagraphs (c) (ii) and (iii) of this definition and that may contain a preservative, other barrier to the growth of microorganisms, or a combination of barriers that inhibit the growth of microorganisms.
    (vi) A food that does not support the growth of microorganisms as specified under Subparagraph (a) of this definition even though the food may contain an infectious or toxigenic microorganism or chemical or physical contaminant at a level sufficient to cause illness. 
Ready to Eat Food means a food that is in a form that is edible without washing, cooking, or additional preparation by the food establishment or the consumer and that is reasonably expected to be consumed in that form.

Red Item means a violation related to foodborne illness interventions and risk factors.

Regulatory Authority is the Middleton Health Department and its public health inspector(s), who have jurisdiction over local food establishments. 

Risk Control Plan is a concisely written management plan developed by the retail or food service operator with input from inspectors that describes a management system for controlling specific out-of-control foodborne illness risk factors. 
Risk Factors are improper practices or procedures, which have been identified by the Centers for Disease Control and prevention (CDC), through epidemiological data as the most prevalent contributing factors of food borne illness or injury.  Risk Factors include:

· Foods from unsafe sources
· Inadequate cooking
· Improper holding 
· Contaminated Equipment
· Poor personal hygiene
· Other – Foreign substances
Variance means a written document issued by the regulatory authority that authorizes a modification or waiver of one or more requirements of this Code if, in the opinion of the regulatory authority, a health hazard or nuisance will not result from the modification or waiver.

Risk Categorization and Inspection Frequencies
Within the parameters specified in the Food Code; 105 CMR 590.013, §8-401.10, the regulatory authority shall prioritize and conduct inspections based upon its assessment of a food establishment's history of compliance with the food code and establishment's potential as a vector of foodborne illness by evaluating: 

(A) Past performance, for nonconformance with the Code or HACCP plan requirements that are critical; 

(B) Past performance, for numerous or repeat violations of Code or HACCP plan requirements that are noncritical; 

(C)   Past performance, for complaints investigated and found to be valid; 

(D) The hazards associated with the particular foods that are prepared, stored, and served; 

(E) The type of operation including the methods and extent of food storage, preparation, and service;

(F)   The number of people served; and 

(G)  Whether the population served is a highly susceptible population.

Given these parameters, the town has developed the following performance and risk-based inspection frequencies. The risk level is stated on the inspection form. 

Low – These establishments considered low risk are inspected once a year.
Establishments assigned to this risk category by the local health authority have shown through historical documentation (inspection reports) to have achieved active managerial control of foodborne illness risk factors. 

Examples include, but are not limited to:

· Convenience store operations, hot dog carts, and coffee shops, bed and breakfast homes, and residential kitchens that serve or sell non-potentially hazardous foods (PHFs) (non time/temperature control for safety (TCS) foods).
· Establishments that prepare only non-potentially hazardous foods (non-TCS foods). 
· Establishments that heat only commercially processed, potentially hazardous foods (TCS foods) for hot holding. No cooling of potentially hazardous foods (TCS foods).

Medium – These establishments are inspected once every five to seven months.
Establishments assigned to this risk category by the local health authority, have shown through historical documentation (inspection reports) to have achieved active managerial control of foodborne illness risk factors. In the case of newly permitted establishments, in the absence of historical documentation, they are assigned to this category if they do not conduct specialized processes or serve highly susceptible populations. They may be assigned to a Category 1 or 3 based on future inspection results. 

Examples include, but are not limited to:

· Retail food operations.
· Schools not serving a highly susceptible population.

· Quick service operations.

· Operations with a limited menu. 

· Full service restaurants that serve or sell potentially hazardous foods (PHFs)  

· Most products are prepared/cooked and served immediately. May involve hot and cold holding of potentially hazardous foods (TCS foods) after preparation or cooking and may include cooking, cooling, and reheating for hot holding.

· Complex preparation of potentially hazardous foods (TCS foods) requiring cooking, cooling, and reheating for hot holding is limited to only a few potentially hazardous foods (TCS foods).
· Establishments with extensive menus.
High – These are inspected more than once every six months as necessary, and at the discretion of the 
             inspector. 
Establishments assigned to this category include, but are not limited to the following:

· Serving a large number of people in association to the type food preparation, handling, and/or service (including extensive handling of raw materials).
· Serving a highly susceptible population (e.g. preschools, elementary schools, hospitals, nursing homes, assisted living facilities, daycare facilities, etc.).

· Operating under approved HACCP plans.
· Conducting specialized processes that require a variance (e.g., smoking and curing; reduced oxygen packaging for extended shelf-life, use of food additives or components such as vinegar as a method of food preservation, etc.). 
Compliance and Enforcement Overview
Compliance and enforcement encompasses all voluntary and regulatory actions taken to achieve compliance with regulations. Compliance and enforcement actions may vary and will be reviewed on an individual basis.
For the purposes of these procedures, compliance means voluntary actions, taken at the time of the inspection, to correct violations that occur at the time of inspection.
Voluntary corrective actions include, but are not limited to the following:

· On-site corrections at the time of the inspection

· Voluntary destruction of product

· Product embargo

· Risk control plan(s)s

· Contracting an outside consultant

· Providing remedial training

Procedures that are in addition to the compliance measures are called enforcement actions. To best achieve and maintain compliance, more than one type of enforcement measure may be appropriate for a particular violation. The level of the response is based on the evidence and on what is needed to achieve long term compliance. Enforcement must be fair, nationally consistent and predictable. Enforcement actions include, but are not limited to the following:
· Informal conferences

· Re-inspections

· Administrative hearings and/or fines

· Permit suspension

· Permit revocation

· Restrictions of one or more operations

· Product embargo

· Mandated Training/Consulting

· Risk Control Plan(s)

Although these enforcement activities are a necessary function in regulatory work, obtaining voluntary corrections by the operator has proven to be more effective in achieving long-term compliance.

Notes:

1. Information regarding permit suspensions/revocations can be found in 105 CMR 590.014, Sections A, B and C. 

2. Information regarding hearings can be found in 105 CMR 590.015, Section (B). 
Compliance and Enforcement Process
See APPENDIX A for a flow diagram of the Compliance and Enforcement process.
Regular Routine Comprehensive Inspections

Routine inspection is conducted. If violations, including major risk factor violations are observed, the establishment will be required to correct red risk factor or food code intervention violations on-site. These on-site corrections may include one or more of the following actions:

· An immediate process change

· Disposal or embargo of food in question

· 24-hour notice to correct or immediate closure

At the end of the inspection, the establishment will be issued an “Order to Correct, which may include a “Cease and Desist Order” at the end of the inspection.

If all violations cannot be corrected on-site, a reinspection will be scheduled within one of the following time frames: 

· 24 hour

· 48 hours

· 10 days

· More than 10 days, if agreed to by the Board of Health

If, during the first reinspection, if the violations have not been corrected, in addition to one of more of the on-site corrections listed above, the establish will be required to attend an administrative meeting with the Board of Health Director, or designee. At that meeting, the establishment may be required to engage an approved food safety consultant.

The establishment will also be issued an “Order to Correct, which may include a “Cease and Desist Order” at the end of the reinspection.

If all violations are not corrected during the second reinspection, the establishment will be issued a notice of “Intent to Suspend the Permit,” or an emergency suspension if one or more imminent health hazards exists. Within 5 calendar days, the establishment must then request to be added to the next Board of Health meeting agenda. The inspector will advise the establishment to contact an approved food safety consultant to assist them in obtaining immediate and long-term compliance to documented repeated violations.

If all violations are not corrected during the second reinspection, the establishment will be a notice of “Intent to Suspend the Permit,” or an emergency suspension of one or more operations, if one or more imminent health hazards exist. The establishment will also be required to appear before the Board of Health to determine the status of their permit. The inspector may, at that time, recommend that the establishment contact an approved food safety consultant.

Complaint or Non-permitted Food Activity

If an establishment is found to be operating without a permit, variance or a HACCP Plan, the inspector will issue a notice of violation and “Order to Correct,” which may include a Cease and Desist Order.

If the establishment is operating without a permit due to a transfer of ownership, the Board of Health may allow them 30 days to come into full compliance with all regulations before issuing a “Cease and Desist” Order.

If the establishment is operating without a variance or a HACCP plan, and one or more imminent health hazards exist, or the inspector observes major risk violations, he or she may take any of the steps listed under the routine inspection procedures, including suspending one or more operations, to ensure the safety of the public health. The inspector may, at that time, also recommend that the establishment contact an approved food safety consultant

Detailed Inspection Procedures

Routine Inspections

STEP 1

Prior to the inspection:
1. In order to detect trends of out-of-control foodborne illness risk factors, it is important for inspectors to review past inspection reports before conducting an inspection. This can be done in the office or on-site in the food establishment. 
2. Inspections are usually announced. The inspector is not required to arrange the inspection prior to conducting an inspection. 
3. The inspector should be dressed in a professional manner. The inspector should identify himself/herself with the town issued ID badge. 
4. The top portion of the local inspection form should be filled out prior to arrival to help ensure a timely inspection. 
5. The inspector should locate the person in charge (PIC) of the establishment and that person  
should remain with the inspector throughout the inspection. 
6. Although the inspector will attempt to avoid peak meal periods, it is sometimes necessary to observe the operation during peak meal periods to determine if safe food handling practices are being implemented. If inspections are conducted during peak meal periods, the inspector will try to accommodate the needs of the person in charge if they cannot be available to accompany them during the entire inspection. 

7. Communication between the inspector and person in charge should be courteous and professional at all times. 

STEP 2

During the inspection:

1. Any violations related to foodborne illness interventions, risk factors, violations related to good retail practices, tobacco, choking, and allergies are required to be marked on page one the inspection form.

2. Any violations related to foodborne illness interventions and risk factors, red numbers 1-22 on the inspection form, require immediate on-site corrective action. The manner and type of corrective action should follow the procedures listed in the compliance and enforcement section.

3. The inspector is required to investigate the violation through communications with the person in charge in order to determine the best course of action. 

4. Once a violation is noted on the inspection form, the inspector must fill out page two of the inspection form. All fields are required to be filled out and details added for each violation observed. 

5. If, after investigation, the inspector determines that the violation does not require immediate action he/she may order the violation be corrected within ten (10) calendar days of the date of inspection. 

6. Out-of-compliance risk factors are required to be corrected on site by the person in charge. Once the corrections have been made, the inspector documents the information on page 2 of the inspection report. If the violations cannot be corrected on site, the violations related to risk factors or food code interventions must be corrected within 24 hours from receipt of the Food Establishment Inspection Report. Any affected operations must cease and desist until the corrections have been made and verified by the inspector. All plans for correction within a 24-hour period must be documented on the inspection report.
Violations that are not related to risk factors or food code interventions must be corrected with ten (10) days. 

Exceptions:
a. Temporary establishments have a maximum of 24 hours to correct any violations observed and recorded during the inspection. A reinspection shall occur after 24 hours to document correction of critical violations noted in the “Order of Correction.”

b. Considering the nature of the potential hazard involved and the complexity of the corrective action needed, the Middleton Health Department may agree to, or specify a longer time frame after the inspection, for the operator to correct code violations or HACCP plan deviations. 

7. Prior to leaving the food establishment, the regulator and the person in charge of the operation should have a detailed discussion of the food establishment's plans for correcting violations found during the inspection. The evidence collected or observed during the inspection and the alternatives available for compliance should be emphasized. On-site corrections made during the inspection should be acknowledged on the inspection report and in the discussion. The discussion should also include consequences of failure to comply, and the establishment’s right to request a hearing for contested issues.

The compliance plan should address changes in procedures that will prevent the recurrence of noted violations. The food establishment's compliance plans should be formally documented on the inspection report form. Follow-up letters may be necessary to elicit fulfillment of these agreements. 

Although regulators do not want to minimize the importance of correcting non-critical, it is important to stress to the operator that long-term correction of violations related to foodborne illness risk factors and Food Code interventions is very important. 
Note: The inspection form, once completed and signed by a Board of Health member or its agent, constitutes an order of the Board of Health (or an “Official Order to Correct”). 
8. If necessary, a date of re-inspection shall be scheduled and recorded on page two of the inspection form. 
9. All pages of the inspection report must be signed by both the inspector and the person in charge. 
10. At the conclusion of the inspection, the inspector shall provide a copy of the completed inspection report and the notice to correct violations to the person-in-charge (PIC). The original will be placed in the establishment’s file.
I 
Notes:

a. If at any point before or during the inspection the person in charge becomes non-compliant, the inspector is required to follow the procedures outlined in sections  8-402.20, 8-402.30, 8-402.40, of the U.S. FDA Food Code and sections 590.013(D) an 590.014 of 105 Code of MA Regulations, State Sanitary Code Chapter X: Minimum Sanitation Standards for Food Establishments. 

b. A permit to operate may be suspended by the health inspector if it is deemed that the operation 
of the establishment (or one or more specific operations within the establishment) represents a risk to the general public health, or an imminent health hazard exists at a facility. 

STEP 3

Following the inspection: 

After receiving notification that the operator has corrected a critical violation or HACCP plan deviation, or at the end of the specified period of time, the Middleton Health Department shall verify correction of the violation, document the information on an Inspection Report, and enter the report in the Middleton Health Department's records. 

Except as specified in the next paragraph, an operator shall, at the time of inspection, correct a critical violation and implement corrective actions for a HACCP plan provision that is not in compliance with its critical limit. 

Failure to correct all violations within the time frame allotted on the inspection report (first re-inspection date) will result in one, or more of the following actions:

· Administrative meeting with the Middleton Health Officer

· Temporary suspension of permit

· Suspension of one or more operations

· Mandated training 

· Contract with a competent third party consultant

Failure to correct all violations at the time of the second reinspection will result in one, or more of the following actions:
· Hearing before the Board of Health to determine status of permit

· Suspension of permit

· Suspension of one or more operations

· Mandated training 

· Contract with a competent third party consultant

Failure to correct all violations at the time of the third reinspection will result in one, or more of the following actions:

· Hearing before the Board of Health to determine status of permit

· Suspension of one or more operations

· Suspension of permit
· Revocation of one or more operations

· Revocation of permit*
· Mandated training 

· Contract with a competent third party consultant

Re-inspections will continue at an establishment until all violations have been corrected. Repeat re-inspections are a condition for the establishment to be re-classified as high risk, and the frequency of inspections may be increased. 
Re-inspections follow the same procedures outlined for initial inspections. The same forms are used. The inspector should indicate if violations have been resolved. If any new violations are found or if the 
original violations are not corrected they should be noted and another reinspection scheduled. The inspector must inform the PIC of the consequences of failure to comply. 
*Permit revocation will be considered when the permit holder shows obvious unwillingness or inability to comply with the orders or conditions of the permit, particularly with regard major risk factor violations or an imminent health hazard exists at the establishment.

Repeated major risk factor violations within a 12 month period will result in an administrative hearing with the Health Officer or a hearing before the Middleton Board of Health. 

Non-permitted Activities

Any food establishment found to be operating without a permit from the Middleton Health 
Department is required to cease all operations until a Food Establishment Plan Review and Permit Application has been submitted, and a pre-operational inspection is conducted by the health inspector. 

In cases where code compliance requires both applying for and receiving a permit or approval, enforcement shall continue until all necessary permits or approvals are granted or until they are denied and code compliance is obtained through other means. 

If the alleged violator admits the violation(s) and requests extended time for compliance, the Health Officer, or Board of Health may allow a time extension if circumstances warrant and/or if a "good faith" effort has been made to correct the violation(s). 

To increase code compliance, stop work orders may be used whenever a complaint is received regarding construction, installation and/or land use activity not permitted. If construction, installation or land use activity continues after the issuance of a stop work order, enforcement staff will cite the alleged violator.  
In some cases, persons applying for land use, construction and/or engineering permits to develop property that has uncorrected code violations may be denied until violations are corrected. 

Complaint-based Inspections

Complaint-based inspections will be completed as soon as possible. The appropriate timeline for investigating the complaint will be based on several criteria:

· The type of alleged violation(s)

· Priority ranking of the violation(s)

· Current enforcement caseload

STEP 1: Receiving the Complaint 

Complaints received by the Health Department are assigned to one of health inspectors or the Health Officer for investigation. The designated inspector will then determine the appropriate timeline for investigating the complaint based on several criteria: 

· The type of alleged violation
· Priority ranking of the violation(s)
· Current inspection/enforcement caseload
STEP 2: Investigating the Complaint
Inspector will conduct an investigation to: 

1. Verify the existence and severity of code violations
2. Document code violations through notes, photographs, interviews, etc.

3. If possible, discuss the following with the owner, operator or person in charge:

· Nature of the code violation(s); 

· Methods for complying with the code(s); 

· Timelines for code compliance; 

· Potential consequences for failure to comply. 

STEP 3: Completing the Inspection Report
Upon completion of the investigation, the inspector will prepare an inspection report which will include: 

· Date, time and place of the investigation
· Code violation(s) observed and evidence, if any, obtained (e.g., photographs)
· If no code violation(s) observed, an explanation
· Witnesses, if any, interviewed
· Discussion, if any, with owner, operator or other responsible person in charge
· Action necessary to correct the violation
· Recommended enforcement action and timeline
Step 4: Follow-up with Complainant(s)
At this point, enforcement staff will contact the complainant, if requested, and inform him/her/them of the results of the investigation and timeline for correcting the violation(s). 

STEP 5: Follow-Up for Compliance 

At this point, follow up for compliance is the same as that for routine inspections.

Procedures to Address Variance Requests

The following process is consistent with the recommendations of the Conference for Food Protection (CFP) Variance Committee. The Middleton Health Officer, designated inspector and members of the Board of Health will address variance requests. As part of that process, they will:
1. Establish a review process leading to approval or denial of variance applications. For food safety issues, include recommendations for consulting with food processing authorities, food scientists, academia, professional organizations, other government agencies including the FDA Regional Food Specialist, or other experts external to the agency. 

2. Set reasonable timelines for decision making and determine if the variance application addresses an intrastate or interstate issue. 

a. For variances that have interstate or national implications, especially those that address food safety, regulators are urged to contact and work closely with their FDA Regional Food Specialist to determine if a national policy related to the issue exists. Regulators are encouraged to be consistent with national policies, guidelines, or opinions. 

b. For variances that address intrastate issues, regulators are also encouraged to determine if other State or national guidance exists, and to stay consistent with it. 

3. Make a decision and inform the applicant. 

a. If the variance request is approved, determine the starting date and document all special provisions with which the applicant must comply. 

b. If the variance request is denied, inform the applicant as to the reasons for the denial, the applicant's right to appeal, and the appeal process. 

4. Inform other interested parties, as applicable, including the FDA Regional Food Specialist. 

a. For variances having interstate or national implications, especially those that address food safety, regulators are urged to inform their FDA Regional Food Specialist so that FDA is aware of, and can appropriately disseminate the information regarding food safety variances that may affect food establishments in other jurisdictions, such as national chains. 

b. For variances that address intrastate issues, regulators are encouraged to share the information as if it were an interstate issue. 

5. Document all agency actions and decisions in the facility's file. Consider including documentation of special variance provisions on the establishment's permit to operate. 

6. If the variance is approved, inform the inspector assigned to that facility and train the inspector on the variance provisions, including the implementation of the industry's HACCP plan, if required. 

7. Establish procedures to periodically review the status of the variance, determine if it successfully accomplishes its public health objective, and ensure that a health hazard or nuisance does not result from its implementation. 

8. Establish written procedures for withdrawing approval of the variance if it is not successful.

Intervention Strategies for Compliance and Enforcement 

Compliance and enforcement are essential elements of a regulatory program and involve all voluntary and involuntary corrections made by the operator. Intervention strategies made by the food establishment operation are voluntary corrections. Intervention strategies can be divided into two groups:

· Those designed to achieve immediate on-site correction 

· Those designed to achieve long-term compliance 

Successful intervention strategies for out-of-control risk factors can be tailored to each operation's resources and needs. This will require working with the food establishment operator to identify weaknesses in their existing food safety management system and consulting with them to strengthen any weak areas noted. This may help reduce the amount of enforcement proceedings that occur as a result of involuntary compliance.

It is essential to consumer protection and to regulatory credibility for on-site correction to be obtained for any out-of-control risk factors. Obtaining on-site correction conveys the seriousness of the violation to management. Failure to require on-site correction when an out-of-control risk factor has been identified implies that the risk factor has little importance to food safety. If the operation is briefly stopped to address the out-of-control risk factor, the operator may be more responsive to addressing the practices resulting in the out-of-control risk factor in the future. A more favorable impact on future behavior may result that might not have been achieved through discussion alone.

Onsite corrections include, but are not limited to: 

· Change in immediate process/ procedures (SOP's).

· Cleaning and sanitizing. 

· Employee sent home sick. 

· Food reheated to proper temperatures. 

· Discarding or embargo of any foods suspected of being contaminated or adulterated.

· If there are multiple major risk factor violations the establishment may be closed or a 24 hour notice to correct is issued. 

This section includes intervention strategies designed to immediately correct out-of-control risk factors and to prevent their recurrence. It is highly recommended that, when deemed appropriate, regulators share these strategies with food service establishments to help them achieve immediate and long-term active managerial control of risk factors.

On-site Corrections

The following standard operating procedures are to be followed when specific out-of-compliance risk factors are identified within a food establishment during an inspection.  Additionally, these SOP’s have been developed to adapt to food establishments under a specific, previously defined, risk categorization assignment.   
On-site corrections are intended to achieve immediate corrective action of out-of-control risk factors posing an immediate, serious danger to the consumer during the inspection. Usually these violations are "operational" rather than structural and can be addressed by management at the time of the inspection. 

When recommending on-site correction, effective communication regarding out-of-control risk factors is essential and can often be accomplished by one or more of the following:

· Discussing food safety concerns in words that can be easily understood by the person in charge and the food service workers.

· Conveying the seriousness of the out-of-control risk factors in terms of increased risk of illness or injury.

· Although the person in charge is ultimately responsible for the conditions in the facility and should therefore be informed of all out-of-control risk factors, timely training of the food service workers can in many cases have a great impact on future behavior. A translator and/or special training material may be necessary when language or education barriers exist. Remember that while it is important for both the person in charge and food service workers to know why they are having to make a correction, the long-term effectiveness of making the correction may be lost if information is too technical or scientific.

· During the discussion of inspection findings with the person in charge, the discussion should remain focused on correction of violations that present an immediate danger to the consumer. Discussion of lesser code violations should be deferred until out-of-control risk factors are discussed and on-site correction is obtained. It is important to point out to the operator that while most basic sanitation problems do not pose a significant threat to the public, foodborne illness caused by out-of-control risk factors often results in significant losses to consumers and the operator. 

In most cases, selecting the most appropriate on-site correction when out-of-control risk factors are observed will be straightforward. For instance, if hamburgers are inadequately cooked, the on-site correction is to continue cooking the product until the appropriate cooking temperature is reached. Another example might be finding a sanitizing solution being used at an improper concentration. The sanitizer concentration can be adjusted and brought into compliance.
However, determining the most appropriate on-site correction of out-of-control procedures such as inadequate hot and cold holding can be very complicated. Since determining on-site correction depends on a number of factors, you may need to conduct a hazard analysis of the food in order to determine the appropriate course of action to take. Information for conducting a hazard analysis can be found in Chapter 3 and Annex 3 of the U.S. Food and Drug Administration Regulators Manual: Managing Food Safety: A Regulator's Manual For Applying HACCP Principles to Risk-based Retail and Food Service Inspections and Evaluating Voluntary Food Safety Management Systems and Annex 4 of the FDA 2009 Food Code.

There is no "catch-all" rule for determining the appropriate on-site correction. Due to the economic hardship that may be involved, it is important to base recommendations on sound science. Final decisions should be based on the best scientific analysis and professional judgment after considering all the information at hand. In some cases, it may be necessary to consult with other food safety professionals to determine if a food is safe to eat or whether a correction is needed.

 Long-Term Compliance

While on-site correction of out-of-control risk factors is essential to consumer protection, achieving long-term compliance is equally important. Long-term compliance may best be achieved through voluntary actions by the operator. If an operator supports the concept that a food safety management system is needed, there is a better chance that long-term compliance will be achieved. The following system components may be used alone or in combination by the operator to provide voluntary active managerial control of risk factors:

1. Equipment and Layout

Critical limits are difficult to achieve when equipment does not work properly. Proper calibration of equipment is vital to achieving food safety. When calibration is unsuccessful or is not feasible, equipment should be replaced. In addition to equipment malfunctioning, poor equipment layout can present opportunities for cross contamination and must be considered. 

Examples:

a. Hamburgers with uniform thickness and weight are not all reaching a safe cooking temperature in a given time. Upon examination, it is determined that the grill is distributing heat unevenly. A new element is installed to correct the problem. 

b. Splash from a nearby hand washing sink is seen on a prep table. A splash guard is installed to prevent cross contamination from the hand washing sink to the prep table. 

2. Buyer Specifications 
Written specifications for the goods and services purchased by an establishment prevents many problems. 

Examples:

a. Fish posing a parasite hazard and intended for raw consumption has not been frozen for the specified time and temperature and no freezing equipment is on-site at the retail facility. Buyer specifications are established to place the responsibility for freezing the fish on the supplier. 

b. Lobster tails, hamburgers, or other products cooked with a set time parameter on a conveyor are not reaching the proper temperature in the specified time because they are larger than the size for which the conveyor is calibrated. Buyer specifications are established to restrict the size of products received from the supplier. 

3. Recipe/Process Instructions 
Simple control measures integrated into recipes and processes can improve management control over risk factors. 

Examples:

a. Process instructions that specify using color-coded cutting boards for separating raw animal foods from ready-to-eat products are developed to control the potential for cross contamination. 

b. Pasteurized eggs are substituted in recipes that call for raw or undercooked eggs to reduce the 

risk of foodborne illness.  

c. Commercially, precooked chicken is used in recipes calling for cooked chicken such as chicken salad to reduce the risk of contaminating food contact surfaces and ready-to-eat food with raw chicken. 

4. First-In-First-Out (FIFO) 
Product rotation is important for both quality and safety reasons. "First-In-First-Out" means that the first batch of product prepared and placed in storage should be the first one sold. The FIFO concept limits the potential for pathogen growth, encourages product rotation, and documents compliance with time/temperature requirements.

5. Standard Operating Procedures (SOPs)
Following standardized, written procedures for performing various tasks ensures that quality, efficiency, and safety criteria are met each time the task is performed. 

Although every operation is unique, the following list contains some common management areas that can be controlled with SOPs:

· Personnel (disease control, cleanliness, training) 

· Facility maintenance 

· Sanitary conditions (general cleaning schedule, chemical storage, pest control, sanitization of food contact surfaces) 

· Sanitary facilities (approved water supply and testing, if applicable, plumbing, sewage disposal, hand washing and toilet facilities, trash removal) 

· Equipment and utensil maintenance 

· SOPs can also be developed to detail procedures for controlling risk factors:

· Procedures are implemented for measuring temperatures at a given frequency and for taking appropriate corrective actions to prevent hazards associated inadequate cooking. 

· Adequate hand washing is achieved by following written procedures that dictate frequency, proper technique, and monitoring. 

7. Risk Control Plans (RCPs) 
A Risk Control Plan is intended to be a voluntary strategy that the regulatory and the person in charge jointly develop to promote long-term compliance for specific out-of-control risk factors. 

For example, if food is improperly cooled in the establishment, a system of monitoring and record keeping outlined in an RCP can ensure that new procedures are established to adequately cool the food in the future. By implementing basic control systems over a period of time (e.g., 60 - 90 days), it is likely that the new controls will become "habits" that continue.

An RCP should stress simple control measures that can be integrated into the daily routine. It should be brief, no more than one or two pages for a single risk factor and address the following points in very specific terms. A sample RCP and a blank RCP form can be found in APPENDICES B and C.

By implementing an RCP, the retail or food service operator will have the opportunity to determine the appropriate corrective action for the identified problem and design an implementation strategy to best suit their facility and operation. Since the RCP is tailored to meet the needs of the establishment, the operator takes complete ownership of the plan and is ultimately responsible for its development and implementation. 

The health inspector’s role is to consult with the operator by suggesting ways that the risk factor(s) might be controlled. By creating an RCP, the operator realizes that a problem exists in their food safety management system and commits to a specific correction plan rather than merely acknowledging a single violation. Follow up by telephone or in person indicates to the operator and interest in seeing their plan succeed. This also gives the health inspector an opportunity to answer any questions and offer feedback to make the RCP more useful. 

If a procedure is instituted for monitoring out of compliance risk factors, such as improper cooking, cooling, reheating, hot/cold holding, sanitizing, etc. a record may be necessary to ensure that, in addition to on-site correction, long term compliance can be achieved. 

 Summary of Specific Intervention Strategies for Out of Control Risk Factors

	Out-of-Control Procedure
	On-site correction (COS)
	Long-term Compliance

	Demonstration of Knowledge by Person in Charge (PIC)
	If certificate acquired, obtain a copy and post.
	Training or Retraining

 If the establishment received an order for training, or retraining of the person in charge, the establishment has 60 days to complete the training. The person in charge must submit proof of registration for training by the date/time of the re-inspection.

 
Upon completion of the training the person in charge must then submit a copy of the training certification. 



	Food from Approved Source
	Reject or Discard Product

Discarded/hold or embargo products until appropriate documentation is provided.
	Develop/Revise Buyer Specifications, Provide Training

	Requirements for Highly-Susceptible Populations (HSP)
	Provide only treated/pasteurized juices/beverages and eggs (in recipes if eggs are undercooked and if eggs are combined, unless there is a cook step or HACCP plan to control Salmonella enteriditis); Remove raw or partially cooked animal foods or raw seed sprouts from service; Discard untreated or undercooked products
	Train Employees

	Conformance with Approved Procedures/HACCP Plans
	Discontinue operation(s) that do have regulatory approval or do not meet HACCP/Variance requirements.
	Provide documentation that processes are approved by the regulatory authority and conducted in accordance with approved HACCP plan and/or variance; Develop SOP/HACCP Plan; Train Employees

	Consumer Advisory/Allergen Postings
	Provide a consumer advisory, including disclosure and reminder statement, using stickers, table tents, posters, etc; Provide allergen statements and postings
	Annual Menu/Ingredient Review (provide an updated list of foods that may be undercooked or allergen sources), Train Employees

	Freezing to Control Parasites
	Statement from supplier provided, identifying that fish sold as raw, raw-marinated or undercooked is frozen by supplier for parasite destructions; freeze records presents to prove fish are properly frozen on premise, Freeze fish immediately; Cook product; Discard product.
	Develop/Revise Buyer Specifications; Provide Supplier Guarantee of Proper Freezing; Train Employees


	Out-of-Control Procedure
	On-site correction (COS)
	Long-term Compliance

	Cross- Contamination of RTE Foods with Raw Animal Foods
	Discard or Reheat RTE Food
	Change Equipment Layout, Train Employees, Develop SOP/HACCP/Recipe; RCP

	Contaminated Food Contact Surfaces/Equipment
	Clean and Sanitize Equipment; Discard or Reheat RTE Food
	Train Employees, Change Equipment or Layout, Develop SOP

	Protection from Chemicals
	All bulk and working containers of cleaning agents and sanitizers are labeled; sanitizing solutions are changed so they do not exceed  maximum concentrations; personal care items, first aid supplies, medicines, and chemicals are stored separate from and not above food, equipment, utensils, linens, and single-service and single-use articles
	Develop SOP; Train Employees; Restricted Use Pesticides Only Applied by Certified PCO 



	Employee Health Controls
	Ill or symptomatic employees sent home.

Employees diagnosed with a reportable disease sent home.
Documentation provided, or PIC  demonstrates that all food employees and conditional employees are informed of their responsibility to report to management information about their health and activities as it relates to diseases that are transmissible through food.
Presenting evidence such as a curriculum and attendance rosters documenting that each employee has completed a training program which includes all the information required by Section 590.003 of the Code of Massachusetts Regulations, 105 CMR 590.000, State Sanitary Code Chapter X, 

Minimum Sanitation Standards for Food Establishments and relevant sections of Chapter 2 of the 1999 FDA Food Code.

Presenting evidence of implementation of an employee health policy which includes a system of employee notification using a combination of training, signs, pocket cards, or other means to convey all of the required information by Section 590.003 of the Code of Massachusetts Regulations, 105 CMR 590.000, State Sanitary Code Chapter X, 

Minimum Sanitation Standards for Food Establishments and relevant sections of Chapter 2 of the 1999 FDA Food Code to all food employees and conditional employees. 

Presenting evidence of proper use of restriction/exclusion.
	Implement Employee Health Reporting Procedures and Proper Use of Restriction/Exclusion; Train Employees


	Out-of-Control Procedure
	On-site correction (COS)
	Long-term Compliance

	Protection from Contamination
	Wash Hands Immediately; Conduct Hazard Analysis* 
	Change Equipment Layout, Train Employees, RCP, Develop SOP/HACCP

	Bare Hand Contact with RTE Food
	Conduct Hazard Analysis* ;

Discard Food

If ready-to-eat food is touched with bare hands, inspectors will need to address several questions in order to make the appropriate on-site correction recommendation. The answers to the following questions should provide enough information to determine the likelihood of occurrence of hazards transmitted by bare hands and should be the basis for making a recommendation for on-site correction:

1. Does the facility have an employee health policy to identify, restrict, and exclude ill employees? 

2. Did employees working with the food in question, effectively wash their hands;  hand washing facilities adequate? 

3. Is there an approved, alternate procedure to no bare hand contact in place and was it followed before the bare hand contact? 

4. Was there been an opportunity for the employee's hands to become contaminated? 


	RCP, Train Employees, SOP/HACCP Development

	Receiving Temperatures
	Reject or Discard Product
	Change Buyer Specifications, Train Employees, Develop SOP/HACCP/Recipe

	Cooking
	Continue Cooking to Proper Temperature; Discard 
	Repair or Replace Equipment, RCP, Train Employees, Develop SOP/HACCP/Recipe

	Reheating
	Conduct Hazard Analysis*

Corrective action for foods found out of compliance for reheating for hot holding would depend on how long the food had been out of temperature and other factors. In most cases, however, the food may be rapidly reheated and hot held.
	Repair or Replace Equipment, RCP, Train Employees, Develop SOP/HACCP/Recipe


	Out-of-Control Procedure
	On-site correction (COS)
	Long-term Compliance

	Hot and Cold Holding
	Conduct Hazard Analysis*;

Embargo/Discard (Voluntary or Involuntary

In order to properly evaluate the degree of time and temperature abuse and the proper disposition of the affected food, several issues must be considered. Answers to these questions, in combination with observations made during the inspection, should provide inspectors with enough information to make the appropriate recommendation for on-site correction:

· Are there any written procedures in place for using time alone as a public health control and, if so, are they being followed properly? 
· What are the ingredients of the food and how was it made? 

· Is it likely that the food contains Clostridium perfringens, Clostridium botulinum, or Bacillus cereus as hazards? 

· Has there been an opportunity for post-cook contamination with raw animal foods or contaminated equipment? 

· If there has been an opportunity for post-cook contamination, can the hazards of concern be eliminated by reheating? 

· Are the food employees practicing good personal hygiene including frequent and effective handwashing? 

· Was the food reheated or cooked to the proper temperature before being allowed out of temperature control? 

· What is the current temperature of the food when taken with a probe thermometer? 

· How long has the food been out of temperature control (ask both the manager and food employees)? Are the answers of the food employees and the manager consistent with one another? 

· Is it likely that food has cooled to its current temperature after being out of temperature control for the alleged time? 

· Will the food be saved as leftovers? 

· How long before the food will be served? 

· Given what is known about the food, the food's temperature, the handling of the food, and the alleged time out of temperature, is it reasonably likely that the food already contains hazards that cannot be destroyed by reheating? 
	Repair or Replace Equipment, RCP, Train Employees, Develop SOP/HACCP/Recipe


	Out-of-Control Procedure
	On-site correction (COS)
	Long-term Compliance

	Cooling
	Conduct Hazard Analysis* 

Cooked hot food may be reheated to 165 ºF for 15 seconds and the cooling process started again using a different cooling method if the food is:

· Above 70 °F and two hours or less into the cooling process; and 

· Above 41 °F and six hours or less into the cooling process. 

Cooked hot food should be discarded immediately if the food is:

· Above 70 °F and more than two hours into the cooling process; or 

· Above 41 °F and more than six hours into the cooling process. 

A different, more accelerated, cooling method may be used for prepared ready-to-eat foods if the food is above 41 °F and less than four hours into the cooling process; however, such foods should be discarded if the food is above 41 °F and more than four hours into the cooling process.
	Repair or Replace Equipment, RCP, Train Employees, Develop SOP/HACCP/Recipe


*Information for conducting a hazard analysis can be found in Chapter 3 and Annex 3 of the U.S. Food and Drug Administration Regulators Manual: Managing Food Safety: A Regulator's Manual For Applying HACCP Principles to Risk-based Retail and Food Service Inspections and Evaluating Voluntary Food Safety Management Systems and Annex 4 of the FDA 2009 Food Code.

[image: image1][image: image2][image: image3][image: image4][image: image5][image: image6][image: image7][image: image8][image: image9][image: image10][image: image11][image: image12]
1

