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EXECUTIVE SUMMARY:  
Montana’s approach to assurance of food safety has been largely reactive, with emphasis traditionally placed on identifying and citing food rule violations and verifying their correction.  This method of inspection and enforcement has resulted in no noticeable improvement in sustained compliance in food establishments, and has created a violator/enforcer paradigm with inspectors and operators.  

Emphasis on inspection is reinforced by the performance-based distribution of Food service license fees local health departments. This “carrot-approach” to fee reimbursement has resulted in no measurable improvement in compliance or quantity of inspections performed.  

Replacing the violation citation focus of food safety programs with preventative education and collaboration is expected to achieve sustained improvements in food safety and in relationships between regulators and operators.
Through collaboration of industry and regulators, operators learn to incorporate specific procedures into the operation of their business to attain control over foodborne illness risk factors.  This approach embodies a preventive approach to food safety and is promoted in the principles of Active Managerial Control.
Montana’s particular demographics make incident response variable and inconsistent.  By encouraging operators to “self-regulate” with Active Managerial Control, the workforce of regulators will be, essentially, multiplied many times.  The necessity for inspectors to respond to incidents will be decreased and their valuable time can be spent addressing the mitigation of risk.

INTRODUCTION/BACKGROUND:
Of the 50 states, Montana ranks fourth in land area and 44th in population, surpassing only Alaska and Wyoming in population density.   47 of Montana’s 56 counties are designated ‘Frontier’.  A dispersed tax base and limited local health infrastructure have contributed to the maintenance of an environmental health delivery system that is inadequate to meet current demands.  Single sanitarians may serve areas exceeding 16,000 square miles.  The workload per inspector surpasses federal recommendations in a large portion of the state. Few counties have the luxury of employing just ‘food sanitarians’ or even ‘licensed establishment sanitarians’.  More common is the sanitarian whose responsibilities include wastewater treatment, public water supplies, emergency preparedness, air quality, and subdivision planning in addition to regulation of licensed establishments. Sanitarian workloads continue to increase, further stressing an already compromised system.  Lack of statewide commitment to environmental health, evident in extremely low license fees and enforcement capabilities, is part of a pro-business, anti-regulation culture in the frontier west. 
In the regulation of its approximately 8,000 food service establishments, Montana’s approach to assurance of food safety has been largely reactive, traditionally relying on periodic and unannounced inspection to identify food rule violations. Once a violation has been cited, operators must correct the situation immediately or enter into a formal plan of correction. This method of inspection and enforcement has resulted in no noticeable improvement in sustained compliance in food establishments, and has created a violator/enforcer paradigm between inspectors and operators.  Inspectors experience frustration when observing the repetition of violations during consecutive inspections.

It is evident that sustained improvement in food safety and reduction in violations will only be achieved through education of operators and through their subsequent active participation in control of risk factors. “Active Managerial Control”1 describes industry’s responsibility for developing and implementing food safety management systems to prevent, eliminate, or reduce the occurrence of foodborne illness risk factors. Through collaboration of industry and regulators, operators learn to incorporate specific procedures into the operation of their businesses to attain control over foodborne illness risk factors.  This approach embodies a preventive rather than reactive approach to food safety.  The focus of regulation shifts from enforcement to education and partnership. Montana’s particular demographics make incident response variable and inconsistent.  By encouraging operators to “self-regulate” with Active Managerial Control, the workforce of regulators will be, essentially, multiplied many times.  The necessity for inspectors to respond to incidents will be decreased and their valuable time can be spent addressing the mitigation of risk. The scarcity of qualified sanitarians in Montana and the large geographic areas of responsibility make the collaboration of regulators and operators in Active managerial control the only reasonable route to food safety.
Although Montana is proud that 26 counties, one Reservation, and one University system have agreed to some level of participation in the FDA Voluntary Program Standards, not all health departments or sanitarians will embrace a collaborative approach to regulation. Some will be unwilling to cede control to operators. Others will be reluctant to abandon the ‘floors, walls, and ceilings” approach, in favor of risk-based inspection. When implemented, however, the cooperation of operators and regulators promises far better relationships and communications, and, ultimately, superior compliance and food safety.
Food service license fees are collected by the State Food and Consumer Safety office, which distributes them to local health departments based upon performance. Performance criteria have primarily stressed quantity of inspections, with little emphasis on relative risk levels of establishments or on education of operators. Local sanitarians are often evaluated by their superiors based upon numbers of completed inspections.   Under these conditions, it may seem more beneficial to a sanitarian to complete inspections of low risk establishments, which are quicker, before approaching higher-risk facilities that require more time-intensive inspections. This, in turn, may result in a lack of quality education and oversight of the highest-risk facilities.  
The “pay per inspection” policy has been regarded by the State program as the only incentive for local health departments to complete their assigned inspections. This “carrot-approach” to fee reimbursement has resulted in no measurable improvement in compliance or in quantity of inspections performed. Furthermore, it has resulted in a second violator/enforcer paradigm between state and local health department staff.  The education, experience, and expertise of local and State program sanitarians are comparable.  The pay per inspection policy creates a false hierarchy and fosters rivalry.  Within the guidelines of a cooperative agreement, local health departments should establish their own priorities and expend inspection time according to their best judgment and knowledge of their jurisdictions.  Changing the State’s license fee reimbursement policy to reflect the importance of risk assessment and inspection quality should result in more time spent in the development of Active Managerial Control practices in high risk establishments. Improved professional relationships between the State program and local health departments would be expected additional benefits. 

The Frontier West culture of autonomy, long perceived as an obstacle to regulation, may well be the very attitude that encourages a program of self-regulation to succeed!
Problem Statement:
Restaurant-acquired foodborne illness is a major public health concern in the United States. The Centers for Disease Control and Prevention (CDC) estimates the number of annual cases of foodborne illness to be 76 million, resulting in more than 300,000 hospitalizations and 5,000 deaths.2  Reliance on periodic inspections to achieve compliance has not succeeded in achieving a measurable decrease in foodborne illness or its observed risk factors.  

Figure 1 illustrates the national percentages of five identified causes of foodborne outbreaks from 1988 to 1992.3  Figure 2 illustrates the percentage of observations of these risk factors found to be ‘out of control’ during a study by the US Food and Drug Administration (FDA).4 The fact that over 60% of hot and cold holding observations, the largest single cause of foodborne illness outbreaks, were found to be out of control indicates that current inspection methods have been unsuccessful at eliminating the causes of foodborne illness.
Figure 1
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                     Data from:  Managing Food Safety: A HAACP Principles Guide for Operators of Food Establishments 

      at the Retail Level
Figure 2
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                     Data from: U.S. Food and Drug Administration, Measuring the Effectiveness of the Nation’s Food 
Service and Retail Food Protection System
Behavior Over Time Graph:
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 Causal Loop Diagrams and applicable archetypes:
After review of common system archetypes, described by Peter Senge in The Fifth Discipline, the primary archetype identified in the Montana Food Safety program is “Shifting the Burden”.5  The program relies on the “quick fix” of periodic inspection and correction to eliminate the precursors to foodborne illness. Although this system has been in use for years with no measureable success, officials continue to cling to the false security inherent in “violator/ enforcer” paradigms. The ability of periodic inspection programs alone to achieve food safety remains inconclusive.6  As emphasis continues to be placed on the policeman role of inspectors, less education is provided to operators and the less opportunity exists for them to develop the ability to self-regulate. Educating operators on food safety and assisting them in developing systems of controls within their establishments has been shown by a retrospective cohort study of the Minneapolis Announced Inspection Program6 and by an Environmental Health Specialists (EHS-Net)6 study to achieve sustainable improvement in food safety, as evidenced by a reduction in precursors to foodborne illness. This approach is consistent with the growing trend for preventative action in the form of Active Managerial Control in restaurants to identify and control potential hazards specific to the operation of their establishment. Training of operators will require a commitment by inspectors and will initially be time consuming.  However, as operators begin to self-regulate and monitor their own processes, the time burden on inspectors will be decreased.
A second archetype, a “Fix that Fails”, reinforces the described reliance on inspections at the expense of education. Establishments are licensed by the state and the license fees, which are collected by the state, are disbursed to local health departments based on inspection performance.  Funds are disbursed per completed inspection. This system has not produced a measurable increase in the number of inspections completed, nor in a reduction in the occurrence of precursors to foodborne illness. 

 Shifting the Burden – Reliance on inspection versus Active Managerial Control to eliminate 



  precursors to foodborne illness.




Fixes that Fail – Reliance on ‘pay per inspection’ policy to ensure compliance.



10 Essential Environmental Health Services:
This project seeks to fulfill several of the10 Essential Environmental Health Services and the three (3) functions described in the IOM report:7
· Assessment – Precursors to foodborne illness will be identified and monitored. 
· Policy Development

· Inform, Educate, Empower – Operators will be educated in the principles of Active Managerial Control and empowered to monitor and self-regulate.
· Mobilize Community Partnerships –.This project will facilitate the partnership of operators and regulators in a collaborative effort to implement Active Managerial Control.
· Develop Policies – Current policies of ‘pay per inspection’ will be abandoned in favor of a risk-based approach.
· Assurance
· Assure Competent Workforce – Inspectors will be trained in the principles of Active Managerial Control.
· Evaluate – Outcomes will be monitored and the success of this approach will be evaluated.
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Figure 2: Reprinted from U.S. Department of Health and Human Services “Public Health in America”10
National Goals Supported 

The cornerstone of this project is the active partnership of state and local regulators and retail food establishment operators to achieve food safety. Key components are the education of inspectors and the education of food service operators in the principles of Active Managerial Control and food safety and the promotion of inspectors as providers of technical assistance and education. The project supports the following national goals:
1.  This project seeks to support the following CDC Health Protection Goal and meets the following Healthy People 2010 Objectives:

Health Protection Goals - Healthy People in Healthy Places8

38. Promote safe and high-quality air, water, food, and waste disposal…..


Healthy People 2010 – Goal: Reduce foodborne illnesses9

Objective 10-6. Improve food employee behaviors and food preparation practices that 
directly relate to foodborne illnesses in retail food establishments
2.  This project supports the following goals of the National Strategy to Revitalize Environmental Public Health Services:10   


Goal IV. Communicate and Market

Goal V. Develop the Workforce 

Goal VI. Create Strategic Partnerships 
3.  This project supports the following goals of the Environmental Health Competency Project: Recommendation for Core Competencies for Local Environmental Health Practitioners11:

B-7 Partnering: The capacity to form partnerships and alliances with other 
individuals 
and organizations in order to enhance performance on the job.

C-1 Education: The capacity to use the environmental health practitioner's front-line 
role to effectively educate the public on environmental health issues. 

C-2 Communication: The capacity to effectively communicate risk and exchange 
information.

C-4 Marketing Environmental/Public Health as a Service: The ability to articulate basic 
concepts of environmental health and public health and convey an understanding of their 
value and importance to clients and the public.
4.  This project supports the following goals of the U.S. FDA Draft Voluntary National Retail Food Regulatory Program Standards:12

Standard 2 – Trained Regulatory Staff

Standard 3 – Inspection program based on HACCP Principles


Standard 7 – Industry and Community Relations



PROJECT OBJECTIVES
Program Goal:  To reduce the occurrence of precursors to foodborne illness in retail food establishments.

Health Problem:  Reliance on routine periodic inspection and enforcement procedures of retail food establishments has yielded no measurable reduction in the occurrence of precursors to foodborne illness.
Outcome Objective:  
1. Emphasis on risk factor by inspectors and operators.
2. An increase in industry self-regulation and implementation of Active Managerial Control.  
3. A reduction in the occurrence of precursors to foodborne illness in retail food establishments.  
4. Improved cooperation and partnering between industry, local health departments, and the State program staff.        
Determinant: Repeat risk-factor violations.
Impact Objective:   A reduction in the occurrence of foodborne illness related to retail food establishments.

Contributing Factors
1. Demographics – Montana has a small population distributed over a vast land area. Geographic areas of responsibility for sanitarians are very large.  

2. Scarcity of skilled sanitarians – A large portion of the environmental health work force is nearing retirement and few qualified replacements are available.
3. Funding – Program funding, retail food license fees, and sanitarian salaries are all far below the norm.
4, Culture – A strong anti-regulation sentiment exists in the Frontier West. Intrusion by health departments is often met with skepticism.
5. Fear of change – Change occurs slowly in Montana.  Many sanitarians are resistant to abandoning their traditional inspection and enforcement techniques and may be threatened by the concept of empowering operators.
6. Lack of educational resources - Most educational and training opportunities require extensive time and travel. The cost of travel is often prohibitive.

Process Objectives: 
11. By March 15, 2009, the project will have been presented to the Food and Consumer Safety Advisory Study Group.
2. By June 1, 2009, 15 sanitarians will have received training in the principles of Active Managerial Control.

3. By July 1, 2009, two local health departments will begin pilot programs
4. By August 1, a collaborative training team of sanitarians and industry representatives will have been developed.
5. By January 10, 2010, food handler training will be available via the Training and Communication Center website.
6. By June 1, 2010, all food sanitarians will have received training in the principles of Active Managerial Control.

7. By July 1, 2010, 100 operators will have received training in the principles of Active Managerial Control

8. By August 30, 2010, risk factor violation statistics from the two pilot counties will be drawn from the inspection data base for analysis.
9. By July 1, 2011, “pay per inspection” policy will be replaced by State program/Local Health Department cooperative agreements stressing risk reduction and operator education over simple inspection numbers.

METHODOLOGY: 

This project seeks to achieve more than simple process modifications. It seeks to change Montana’s food safety culture: the way we look at ourselves and at our peers and partners. The success of this project demands that both inspectors and operators abandon their traditional roles and embrace the FDA concept that, “Ultimate responsibility for the development and maintenance of effective food safety systems lies with the management of institutional foodservice, restaurant and retail food store operations.”13 State and local health departments must embrace the opportunity to empower operators and to provide them with education and technical assistance.

The principles of Active Managerial Control have been promoted in:

the FDA Food Code (2005)1,

the FDA Report on the Occurrence of Foodborne Illness Risk Factors in 
Selected Institutional Foodservice, Restaurant, and Retail Food Store Facility Types (2004)13,

the Report of the FDA Retail Food Program Database of Foodborne Illness Risk Factors14, and

Managing Food Safety, A Manual for the Voluntary Use of HACCP Principles 
for Operators of Food Service and Retail Establishments.15

As the obvious FDA “Gold Standard” for the management of food safety, it is appropriate and rational for the State of Montana to adopt these principles as their preferred approach to food safety.
COMPLETED ACTIVITIES:  
Several prerequisites to the implementation of Active Managerial Control are in place:  
1.  As part of the Food Defense Plan, all licensed food establishments were assigned risk factors in accordance with FDA guidance. These risk ratings will facilitate the selection of highest-risk establishments for initial education in the principle of ACM.  
2.  Montana FoodStar, a voluntary incentive and recognition program for food establishments, which includes the principles of Active Managerial Control, was implemented in 2007 and currently has 23 participating establishments 
3.  The inspection data base, introduced throughout Montana in 2007, will allow tracking of inspection scores, risk factor violations, and foodborne illness cases. 
4.  An advisory task force remains actively involved in reviewing policy and strategy for food regulation.
5.  Twenty six local health departments, one reservation, and one university system are enrolled in the FDA Voluntary National Retail Food Program Standards. 6) A system of state certification for trained food handlers is under development. 
NEXT STEPS:

Next steps will include the marketing of the program to health departments and industry, the training of inspectors and operators, and the evaluation of results achieved by the pilot programs.
1. Present the program to the Food and Consumer Advisory Task Force
2. Select local health departments for pilot programs

3. Identify key industry partners and engage in marketing and training process

4. Select training team

5. Provide inspector training in the principles of Active Managerial Control

6. Provide operator training in the principles of Active Managerial Control

7. Begin evaluation of success of pilot programs

EXPECTED OUTCOMES: 

This program will proceed incrementally, as the thousands of retail food establishments in Montana are approached in order of their assigned risk rating.  It can be expected that not all every operator will be willing or able to fully implement Active Managerial Controls, although the approach will be welcomed by most.  When the program is fully implemented, we anticipate:
· a decrease in the number of risk factor violations, 

· improved cooperation between operators and regulators,

· improved relationships between the State program and local health departments,

· a more competent workforce,

· a more efficient and cost-effective environmental health delivery system
· improved public health.
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Reliance on periodic routine inspections





Cooperation between inspectors and operators





Ability of operators to self-regulate





Observed Risk factor Violations





I’m not going to do his job for him.  He’s the inspector.  Let him fix it.











I have to find all these violations and get them corrected before I leave.





Regulators and operators view inspectors as ‘police’.   Operators turn over control to inspectors.  Inspectors do not attempt to educate operators.





Inspectors and operators


work as adversaries.�





Risk factors for foodborne illness
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These operators have to start taking more responsibility
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This is my business.  Finally I am in control!





Improvements are sustained


Inspectors and operators 


work as a team�





Improvements are temporary.  Need for multiple inspections. Less time available for education.





Reliance on inspection to assure safety and eliminate precursors to foodborne illness.





I can’t be here everyday.  They make the same mistakes.





Control of risk factors by operators


Active Managerial Control





If they do enough inspections, they will eliminate the precursors.





Pressure to reach inspection quotas. High-risk establishments are neglected.  Education is minimal.





I’ll do all of the quick easy inspections first - that way I get more money.





Occurrence of precursors to foodborne illness.





License fee distribution based on number of inspections performed.





I don’t have time to educate operators today!
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Program Design and Development


Develop and implement incentive award (FOODSTAR) program


Develop program forms and materials


Present program to Advisory Task Force


Engage administration and Advisory Task Force in program promotion


Select two health departments for two-year pilot program








Short & Long Term Outcomes, Impacts


                     


                     





Resources/


Inputs








Activities








Outputs 








Funding


FDA Partnership Funds


License Fees














Partners


FDA


Local Health Departments


Industry





Learning


Increased understanding  and appreciation of roles between local public health departments and DPHHS


Empowerment of local health departments to monitor performance











Results


Reduction in foodborne illness


More efficient and effective public health system


Improved health of populations





Behavior


Sustained decrease in risk factor violations


Improved relationships between inspectors and industry.


Increased cooperation between local health departments and DPHHS





Learning


Increased capacity of operators to recognize risk 


Empowerment of operators to self-regulate


Increased capacity of inspectors to recognize risk factor violations








Learning


DPHHS staff develop in-depth understanding of a risk-based program and Active Managerial Control


DPHHS administration and Advisory Task Force learn fundamentals of a risk-based program


Pilot counties embrace the concept of a risk-based program and the importance of Active Managerial Control.




















Quality of materials developed


#  of FOODSTAR participants


Level of Local and Administrative support for program


Identification of pilot counties.








Acceptance by administration and local health departments of revised policy for license fee distribution


Acceptance by administration and local health departments of revised policy for inspection frequency








Training program available on TCC 


# food handlers trained on TCC


Identification of AMC  trainers 


# of inspectors trained in AMC


# of industry representative trained in AMC














Policy Development and Revision


Develop policy for license fee distribution


Revise policy for inspection frequency


Receive policy approval from administration


Receive policy approval from local health officers





Training


Develop food handler training materials and exam for TCC


Provide food handler on-site training


Engage key industry partners in training process


Select Active Managerial Control training team and develop training schedule


Provide inspector training in Active Managerial Control


Provide industry training in Active Managerial Control








DPHHS


Skilled Personnel


Web-based inspection system


26 Voluntary Program Standards enrollees


Advisory Task Force


TCC (Training and Communication Center Website)
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