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EXECUTIVE SUMMARY:

Mass gatherings such as special events present unique regulatory and public health challenges.  In response to more and larger events in the Western United States, health authorities in various jurisdictions have developed special event regulations that cover a wide range of sanitation issues including food vendor compliance, and more recently event promoter compliance.  Despite the best efforts of public health agencies to have comprehensive special event regulations, inconsistencies and voids persist among jurisdictions.  The public health risks at the increasing number of special events nationwide along with the secular approach of agencies to address the risks provide the impetus for an inter-jurisdictional collaborative effort to develop model regulatory guidelines.  

Application of systems thinking facilitates the efforts on how to proceed with guideline development.  The issue of autonomy of government in formulating special events regulations is exemplified by a fixes that backfire embedded within a shifting the burden archetype.  The quick fix is to revise and enforce regulations on a local level in response to problems as they arise.  In the larger scheme, agencies become addicted to their own system based largely on the politics and philosophies pertinent to local issues.  The process is generally limited in influence and issues pertaining to special events with outside jurisdictions are often overlooked.  The result is that regulations may not address particular issues until after they have surfaced, which results in a reactive response to change regulations rather than making revisions proactively.  To move past the secular approach for drafting special events regulations, a logic model was developed to establish model regulatory guidelines for multiple jurisdictions.  An original document was written and drafts and revisions have been circulated to various stakeholders throughout Nevada and Northern California and discussed in forum.

The creation of special event regulatory guidelines is consistent with Essential Services of Environmental Health.  Based on the premise that jurisdictional lines will have less of an impact, health agencies will have document of reference to aid in efforts for eliminating foodborne outbreaks and ensuring sanitation and compliance when people gather in masses. Therefore, by design the guidelines are dynamic and subject to periodic review and revisions that will continue to address the multitude of health risks presented by the increasing number, size, and complexity of special events throughout Nevada, California, and the rest of United States.  
INTRODUCTION/BACKGROUND:

Over the past several decades the potential for large foodborne and waterborne outbreaks associated with special events justify the need for optimum sanitation and regulatory oversight.  In 1988 an outbreak of Shigellosis with more than 3,000 illnesses was associated with tofu salad served at a music festival in Michigan1.   In 1990 an investigation of a temporary potable water system at the Olmsted County Fair in Minnesota revealed contamination of a service connection with high levels of coliform bacteria due to backflow into the system.  The investigation was in response to a complaint and fortunately there were no illnesses reported2. A contaminated well at a Fair in Washington County, New York in 1999 resulted in spread of E. coli bacteria, with over 900 illnesses reported, sixty five hospitalizations, and two deaths from hemolytic uremic syndrome3.  More recently, in the summer of 2007 more than 500 illnesses were reported from patrons of the Taste of Chicago Food Festival, with Salmonella confirmed in clinical findings4.

As the number of special events increases across the country the potential for continued large outbreaks increases.  Special events have become increasingly popular, increasingly complex, and play an integral part in the economy for several regions in the United States.  For many regions in the United States, the trend is more and larger events every year.  In Washoe County, Nevada for example events in the early 1990s attracted close to 500,000 people annually.  As of 2008 there are five large events annually that have attendance of more than 200,000 patrons and several moderately sized events that push the total attendance well over 2 million.  Another dynamic are the multiple day continuous events such as Burning Man in the Nevada Desert and Rainbow Coalition held in various wilderness areas throughout the United States, which require development of an infrastructure to accommodate campers in areas where sanitary food and water resources often do not exist.  Such events may challenge regulators due to the anti-establishment sentiment of the patrons and promoters5.  Rather than a brief gathering a typical modern day special event may be viewed a temporary community with all aspects of sanitation including food, water, solid waste, liquid waste, hazardous waste, and vector control.
There is also a transient nature with regards to attendance at special events and illnesses are often difficult to investigate and may be underreported.  Reports may only be made in the jurisdiction of residence for individuals who are ill and may or may not be reported back to the health authority where the suspected exposures occur.  The investigation of the Chicago Food Festival Salmonella outbreak, for example, is still open several months following the first known cases and retrospective information for patrons from other areas has been difficult to gather.  A lack of continuity, communication and collaboration among health authorities in various jurisdictions is a contributing factor to this type of dilemma and the overall underreporting of illness.  Case definitions may vary by interpretation as well as the protocol to investigate and report outbreaks or individual cases.   
From the regulatory standpoint, lack of uniform standards results in voids in regulation for addressing sanitation issues.  The potential for voids in regulation and the need for comprehensive guidelines is the premise of having a “uniform system of provisions” as applied previously in development of the Model Food Code of the United States Food and Drug Administration6.  More recently the Western Region of the FDA amended their established standards of operation for temporary foods and special events at their 2007 Conference for Food Protection7.  Although provisions of the FDA Code and standards for foodservice operation may apply to temporary food operations at special events, there are other facets of sanitation that must be considered for comprehensive regulation.  A recurrent aspect with regulations for many jurisdictions is that issues are often not addressed until three is a perceived need for revisions due to problems at an event.  The result is that regulations are drafted in reaction to a problem rather than comprehensively and proactively.  
Another issue with regulations that are developed based on local influence is the recurring complaints from food vendors and event promoters of the inconsistencies in requirements among different jurisdictions.  Again, such inconsistencies may result in gaps in sanitation.  In some jurisdictions in California, for example, the event promoters are less stringently regulated and a greater burden of sanitation for all environmental facets is placed on food vendors.  In other jurisdictions in California, the promoter though not a foodservice operator, may be responsible for submitting permits for all food vendors as well as meeting other sanitation requirements.  Other notable inconsistencies exist in the area of construction and food source.   Requirements for temporary foodservice operations under the California Uniform Retail Food Facilities Law (CURFFL) are more stringent on physical construction than any of the jurisdictions in Nevada.  However, some food products allowed at special events in California are not allowed at special events in Nevada due to more stringent verifiable source requirements. 
The disparities in current special event regulations and the risks of continued outbreaks justify the need to regulate events in a comprehensive manner on a regional and national level.  Attaining such a goal requires the combined effort of multiple jurisdictions and stakeholders to draft and revise a basic uniform regulatory guideline that addresses the numerous and emerging issues with sanitation.  It is incumbent upon health officials to build upon FDA’s efforts for standardization for food operators at events to ensure that events are safe with regard to all aspects of sanitation.
Problem Statement:  

Despite the trends for more and larger special events and the relevant risks there are still inconsistencies and gaps in regulation among jurisdictions across the United States.  This is in part due to lack of a uniform standard, such as a model regulatory guideline that specifically addresses special event sanitation. Regulations vary considerably among jurisdictions, even within states.  With all of the inconsistencies it is a wonder why there are no uniform standards such as a regulatory guideline.  There are numerous factors that contribute to the lack of regulatory guideline.  A primary factor is lack of communication among jurisdictions.  Health agencies don’t normally communicate proactively and tend to do so only when there is an issue that crosses jurisdictional boundaries.  This is due to a comfort zone for agencies in having and following their own regulations or a “structure of addiction” that is typically seen in a shifting the burden archetype.  The interim fix is to write regulations based only on local issues and not to pursue what does not seem tangible at the time.  This is a “fixes that backfire” embedded within the larger shifting the burden problem.  

Another factor is by virtue of the way that most health departments are structured most issues are dealt with at a local level.  Water source issues may be a big part of regulating events for some jurisdictions where there are a lot of wells, whereas in other jurisdictions served mainly by publicly owned water treatment facilities there may not be any concerns over water source at events until an event compromises the safety of that system.  In such a case a local jurisdiction may have to deal for the first time with checking water for contamination pulling from sources outside of a special event regulation to evaluate and ensure sanitation.  In another case there may be a new large event that enters a location in which there have never been multiple day events in the past.  The dynamics change with the need for provision for holding food safely for multiple days and the potential to deal with campers and more liquid waste and solid waste problems.  Therefore as regulations are written to accommodate local and immediate needs we tend to see a difference in philosophies based on geography.  
Also, regulating agencies, such as local and state health departments are influenced by politics and policies from within.  Codes and statutes for regulating health are generally written at the state level and local health departments can opt to adopt them or come up with their own regulations that are more stringent.  Codes, statutes, and regulations governing special events are typically reviewed only within states or locally.  Therefore, it is standard belief that the requirements that are put forth in local documents are the best for the jurisdictions that utilize them.  Inspectors bound by a sense of obligation and in a comfort zone with their own regulations would believe that “it is our duty to enforce our local regulations” and “our way of regulating is the best way for us to operate”.  In this sense, regulators become secular and disinterested in what other jurisdictions may consider significant.
Behavior Over Time Graph:

The variables that justify interdiction for consistent and comprehensive regulation at special events include the existing regulations, the infrastructure by which agencies regulate special events which includes dedicated staff and resources, the complexities of special events, and risks to the public who attend special events. As indicated by the variable trends, event complexity and attendance are growing and as special events increase in types of activities, number of activities and number of people, the risks to the public increase.  Existing regulations for special events increased for a period of time with the amount of events increasing nationwide, but more recently fewer jurisdictions have adopted comprehensive special events regulations due to perceived lack of necessity.  Meanwhile, infrastructures for health agencies regulating special events are increasing due to increased responsibilities.      
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Causal Loop Diagrams and applicable archetypes: Shifting the Burden with a Fixes that Backfire 
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10 Essential Environmental Health Services:
This project fulfills several of the 10 Essential Environmental Health Services. In terms of policy development all aspects are inherent in the project.  Tools are also provided in the project for assurance and assessment for the environmental health professional.  Specifically, the services are fulfilled as follows:
1. Inform, Educate, Empower

· Information is gathered and shared among regulators and stakeholders.  In this way they are able to share experiences and expertise. 

· Event promoters and food vendors are educated as to what the rationale is behind formulating regulations and the specific health issues.  Regulators are educated by learning how the regulatory processes occur in other jurisdictions.  They may also learn about other events and situations that they may not have dealt with before.
· Regulators are empowered by adopting specific guidelines to make consistent and effective environmental health decisions in the field.  Event promoters and food vendors are empowered in the same sense to ensure optimum sanitation

2. Mobilize Community Partnerships

· By including regulators and other stakeholders in the decision making process partnerships are fostered to ensure compliance and sanitation at events.  Stakeholders such as event promoters and food vendors are heard and their concerns addressed.  Whether or not there is a favorable outcome for all, which cannot always be the case, there is a contribution from all parties.  Subsequent revisions to the guideline shall include as many stakeholders as necessary so that there are ongoing community partnerships.
3.  Develop Policies
· Policies and regulations to protect public health are developed as a result of the guideline.  This is the primary purpose of having the guideline.  Whether or not the guideline is followed specifically it still provides a basis by which jurisdictions can regulate special events comprehensively.
4. Enforce Laws

· The guideline includes enforcement language in specific sections that is general.  The language may be changed as needed and provides a tool to abate health issues.  The guideline may also be drawn into regulations to accommodate existing enforcement provisions.

5. Assure a Competent Workforce

· Competence in environmental health inspections is enhanced through developing and enforcing more comprehensive regulations for special events.  Voids in regulations may be eliminated.  Thus, a regulator will have tools for specific issues never before addressed as they arise. 

6. Evaluate

· By utilizing the guideline, evaluation of sanitation at special events may be more comprehensive and more specific.  
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Figure 1: Reprinted from CDC’s “National Strategy to Revitalize Environmental Public Health Services 
National Goals Supported 

1.  Improving sanitation and regulation at special events utilizing a universal guideline supports CDC’s Health Protection Goals for Healthy Communities by promoting safe and high-quality air, water, food, and waste disposal, and safety from toxic, infectious, and other hazards.  By virtue of ensuring more comprehensive regulations, all aspects of sanitation may be addressed.  Currently, many of the regulations in the United Sates are more narrowly focused on temporary food operations.  
2.  Having healthy environments at events also supports the goal of Healthy Travel and Recreation by reducing risks of exposure for patrons attending from abroad.  Many of the patrons attending special events are from outside jurisdictional boundaries.  Risks that may not have previously been addressed at events in which an individual attends from abroad may now be covered by regulation.      
3.  The efforts also strongly support 3 of the CDC’s goals for the National Strategy to Revitalize Environmental Public Health Services:  
· The primary result is improving communication and information sharing among environmental health agencies, strategic partners, and stakeholders at special events.
· Additionally, the project helps to promote an effective environmental health services workforce at all levels and among jurisdictions.

· Strategic partnerships are also created as a result of the collaborative and continued efforts of the project.   

4.  The process of drafting and developing of regulatory guidelines for special events also follows the Environmental Health Competency Project: Recommendation for Core Competencies for Local Environmental Health Practitioners as published by the American Public Health Association; specifically in partnering and communication.  Partnerships are formed as agencies unite to face environmental issues at special events.  In this way, skills are enhanced among inspectors by sharing information on regulatory applications.  Communication is also fostered among various jurisdictions and stakeholders.



PROJECT OBJECTIVES/DESCRIPTION/DELIVERABLES:
Program Goal
Reduce the risk of food-borne and waterborne illnesses associated with special events in the states of California and Nevada.

Health Problem
The risk of foodborne and waterborne illnesses associated with special events has increased since 1990 as the numbers of events and event patrons have increased.

Outcome Objective
 To develop a guideline for environmental health regulation of special events that may be used as a model among jurisdictions.

Determinant: 
The number of complaints associated with attendance at special events.

Impact Objective: 
By 2010 all jurisdictions that regulate special events in the states of California and Nevada will have comprehensive regulations that address all environmental aspects of mass gathering sanitation.

Contributing Factors: 

1. Lack of consistent regulation of environmental health at special events among jurisdictions.

2. Lack of communication among regulating agencies on environmental health issues encountered at special events.

3. Discontinuity and differences in philosophy among regulating agencies on environmental health issues encountered at special events.

4. Reluctance of event promoters and food vendors to make sanitation a priority over costs and profits in the absence of regulatory requirements.

Process Objectives:

1. By January 1, 2008, a task force will be established to include key stakeholders and regulators on drafting a comprehensive guideline for regulation of environmental health at special events.
2. By June 1, 2008 a universal guideline will be revised and available for application in multiple jurisdictions in California and Nevada for reference to regulate special events.
METHODOLOGY:
Events and Activities
In May of 2007 informational packets explaining the rationale of developing guidelines for special events regulations were sent to various regulators and stakeholders throughout California and Nevada to solicit participation.  Emails were also sent to various regulators regarding the project.  A copy of the comprehensive Washoe County District Health Department Regulations for Special Events was also provided for comment.  Comments were received on the draft that was provided and although there was a lot of interest, there was very little commitment to the task force initially due to the fact that event season was in full swing.  In August there was a brief teleconference among jurisdictions of California and Nevada to discuss the project.  
To proceed with original drafting of the guideline, regulations for reference were provided and reviewed from several jurisdictions to include the State of California, State of Utah, State of Nevada, Washoe County, Nevada, and Clark County, Nevada.   The FDA Model Food Code and Pre-Operational Guide for Temporary Food Establishments were also reviewed.  Various aspects of regulation and sanitation were noted and incorporated into the working document.  However, with the exception of the FDA Model Food Code, the guideline was written as not to be specific to any single jurisdiction’s regulations, but to ensure that it was comprehensive with regard to sanitation issues at special events.  A working draft of the universal regulatory guideline was completed in November of 2007.  In December of 2007 the guideline was sent to regulators throughout Nevada and Northern California.  The regulators were asked to involve various stakeholders in their jurisdiction in commenting on the draft and to have at least one food vendor and one event promoter participate in subsequent forums for revision.      
RESULTS:
Although the target dates for the project have been delayed, progress is encouraging as is the response.  There is active participation from all jurisdictions in Nevada as well as some participation in California and interest from regulatory agencies from various other counties throughout California.  As was expected, some event promoters and food vendors are apprehensive due to concern over increased cost to comply with a more comprehensive standard.  However, there are many stakeholders including event promoters and food vendors that are welcoming a change and looking forward to consistency.
The current working draft of the guideline is gaining momentum with regard to stakeholder interest and involvement.  Although universal acceptance has not been achieved as of yet, the fact that more agencies and stakeholders are becoming involved has met the objective to foster interagency communication and cooperation.  Furthermore, agencies that are involved are now communicating about issues at special events, including issues with food vendors and event promoters that they may have shared experiences with.  This has resulted in an increased and growing knowledge base of the issues and operations of those that are regulated among the regulators as they go between jurisdictions.  Therefore, there has been a direct benefit to the state and local health agencies that have participated.  Some of the agencies more recently involved include the Western Region of the Food and Drug Administration and the Nevada Farmers Market Association.  
CONCLUSIONS AND NEXT STEPS:

It is apparent that there are temporal dynamics when working to unite various agencies and stakeholders involved in special events.  The key is to foster active participation though the winter months when special events are not as commonplace and principal parties are available.  Although the project is well received, there are still more contacts to be made and work to be done for the universal regulatory guideline to be completed and available for reference.  Next steps include:

· Revising the draft and sending it back for comment.
· Scheduling future meetings with all interested stakeholders.

· Finalizing and distributing a working universal guideline for all agencies involved.

· Submitting the guideline to Federal Agencies for endorsement.

It is the hope that with endorsement the document may subsequently be reviewed and revised at the national level and thus provided for health jurisdictions throughout the United States to ensure comprehensive and consistent regulation at special events.  
LEADERSHIP DEVELOPMENT OPPORTUNITIES
Jeffrey M. Brasel
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