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Introduction

Purpose
To protect the health of the American public, it is crucial that we ensure that food products are safe for consumption. Everyone involved in the food chain, from farmer through consumer, has a responsibility to keep the food supply safe. 
At any point during production or distribution, food can be contaminated either accidentally, or on purpose from sabotage, fraud or terrorist activities. Regardless of the circumstances, the Food and Drug Administration (FDA) and United States Department of Agriculture Food Safety and Inspection Service (USDA FSIS), collaborating with State and local agencies, work closely to safeguard the American food supply. 

Through this working relationship, FDA and USDA FSIS continuously seek new ideas and strategies to reduce the incidence of human health emergencies and to support food defense-related innovation. In light of food defense concerns, it is incumbent that Federal, State, local, Tribal and territorial governments and industry partners understand the roles and responsibilities of all participating entities.

This scenario focuses attention on the intentional aspect of contamination of a raw meat product at the processor with a chemical agent, including the various untraditional organizations and expertise needed to investigate intentional contaminations, the establishment of collaborative processes and roles and responsibilities with the traditional public health and regulatory partners. Also included will be development of the complex internal and external communication mechanisms that need to be established with this larger group of stakeholders.
Participants
Through the collaboration and coordination with multiple stakeholders, many will benefit from participating in this scenario. We encourage as many of the following groups to participate in this exercise so that they can contribute to the overall understanding of the scenario, develop and/or strengthen working relationships with other organizations, and benefit from the collective dialogue. Participants in this scenario should include a cross section of the law enforcement community, food industry, risk communicators, local, State, Tribal, territorial and Federal regulators, and public health and clinical professionals.
Goal

This tabletop exercise provides participants with an overview of actions taken at the Federal, State, local Tribal and territorial levels when a food-related incident occurs and a recall is needed. It will focus on the role that key personnel play in containing the problem and protecting consumers. A large amount of information in this tabletop exercise will be generated from discussions among participants as they go through a hypothetical scenario. During the tabletop exercise, participants will assess plans, policies and procedures and think about how they would realistically apply them in the event of an incident. This tabletop exercise will help to facilitate discussion among various participating entities, such as emergency response, State and local entities and the private sector. 

Exercise Objectives
At the conclusion of this tabletop exercise, participants will be able to:
· Articulate their specific roles and responsibilities to other professionals in reacting to an intentional contamination. 

· State the purpose of having multiple agencies and assume distinct and sometimes overlapping duties to effectively address and remedy the situation.
· Collaborate with a diverse group of responders that may not have worked together before, such as the media, law enforcement, risk managers, etc.

· Identify other entities or agencies that are needed to properly address the situation but which have not been included on the team.
· Propose comprehensive, collaborative and effective ideas, strategies and solutions to ensure the timely remediation of the contamination event.
· Identify the strengths and development needs of your own agency or department and identify the actions you will take to champion the change required to improve or enhance your team’s ability to respond to a food-related emergency.
Exercise Structure
This exercise is designed to be an interactive, facilitated tabletop exercise. Participants are encouraged to ask questions of each other and learn from one another. It has been designed by a group of subject matter and instructional design experts to provide participants with a real life, plausible food safety scenario. While this scenario has been simplified in order to present the information in an effective way, the scenario itself and the discussion questions have been designed to encourage participant dialogue and surface topics that are critically important to reacting to such incidents. The exercise has also been developed to provide participants with an opportunity to explore important topics like interagency collaboration, jurisdictional issues and risk communication. The information in this scenario reflects the policies and procedures currently in use and is accurate as of May 2011. If there has been an update to the procedure in your jurisdiction, please be sure to make the group aware of the change and work with the facilitator to ensure that all participants understand the update.

This exercise was developed by the Institute of Food Technologists (IFT) on behalf of the FDA CFSAN Food Defense Oversight Team.
The FDA CFSAN Food Defense Oversight Team appreciates the support of the USDA Food Safety and Inspection Service which served as subject matter experts and provided insight and guidance on the development of this scenario.  This scenario was also produced in cooperation with the Centers for Disease Control and Prevention.
Exercise Guidelines
As with any learning experience, it is important that this exercise is conducted in a safe learning environment so that all participants can share and explore concepts with one another while discussing multiple solutions and options for a given issue. This exercise will operate under the following guidelines:

· This will be an open, low-stress and non-public learning environment and is not intended to set precedents.
· Participants will listen to and respect the varying viewpoints of all of the other participants.
· The scenario we will discuss is plausible, and the events occurred as presented. Suspend your disbelief and feel free to discuss differing policies and procedures during the breakout discussion.
· Today’s facilitator is not necessarily a subject matter expert, and participants are expected to provide the expertise needed to ensure that our discussion is accurate and thorough.
· We will apply findings from today’s activities to our job/function and share key findings with colleagues.
Roles and Responsibilities

Lead Planner – The person who has overall responsibility for the tabletop exercise, including convening the Planning Team and all pre- and post-exercise needs
Participants – Respond to the scenario based on their first-hand, experiential knowledge, current plans and procedures of their individual entity, agency or jurisdiction and insights from training and experience

Evaluator(s) – Record the highlights of the discussion at each break out table. These people do not participate in the exercise but capture the essence of the dialogue for use in the After-Action Report. They are chosen based on their expertise in the areas they are to observe.

Facilitator – Generally leads the exercise and provides situation updates and moderates discussions. They also provide additional information or resolve questions as required. Key officials may also assist with the facilitation as subject matter experts during the exercise.

Group Leader – Representative from each table (volunteered by the group) who will lead the group as it explores discussion questions and the breakout activities

Group Recorder/Reporter – Representative from each table (volunteered by the group) who will ensure that the group discussions are kept on time, record the key themes discussed at the table and will be responsible for reporting out during the large group dialogue
Module – Evolution of an Outbreak
April 16
On the evening of April 16, the emergency room of Special Care Hospital in Mosaic City is packed with people needing care. This is routine for a typical Saturday evening when about 300 people visit the emergency room with various ailments. What is unusual, however, is that about 9% or 27 people complain about having tremors, muscle cramps, neck pain, nausea and heart palpitations. Some patients’ symptoms are more severe than others. As these patients are treated, emergency room personnel make note of the patients’ vital signs, which also include severely increased heart rates and blood pressure. With so many unrelated patients with the same unusual set of symptoms, the trauma physician in charge contacts the Mosaic City Health Department’s 24-hour emergency contact number. 
Across town, the monthly “guys-only” Saturday night poker party at Carlos’ house is hopping! Carlos had stopped by Burger Chain A for the “Box-o-Superburgers” to feed his hungry friends. The “Box-o-Superburgers” has burgers with double patties, lettuce, cheese, whole wheat buns and seasoned mustard. Between the burgers and the beer, the antes and the stories, a good time was had by all. Carlos, busy attending to his hosting duties, does not eat during the party. As the evening is winding down, one of the guests, Michael, seems to be dragging and complains that he is nauseous, having muscle cramps and a racing heartbeat. Another guest admits to some nausea and dizziness, while a third guest indicates he has chest pains and is sweating. With three guests feeling ill, Carlos decides to call the rescue squad to take his friends to the emergency room at Metropolitan General. When the trauma staff there is able to triage the men, they conclude that the symptoms were most likely the result of a common exposure, and they call Mosaic City health department’s emergency 24-hour hotline.
The Mosaic City Health Department, after receiving the two calls from two different hospitals with potentially related disease syndromes, immediately engages their health officer who commits to communicating with the two hospitals overnight and assessing the situation in the morning. 
April 17
During this time, the Mosaic City health officer continues to monitor the hospital emergency room cases with similar signs and symptoms. After speaking with the clinical practitioners at the hospital, the health officer has a quick planning conference call with the health department epidemiology staff where they decide to gather information on the patients from local hospitals and emergency care facilities during the day on Sunday, April 17, and dispatch epidemiologists to the field to investigate early Monday morning. 
Also beginning on Sunday and continuing into Monday, local health departments in several counties in this state and local jurisdictions in three surrounding states begin getting calls from physicians and emergency room staff about an influx of individuals with similar acute symptoms, with various levels of severity. The symptoms include:

· Elevated blood pressure 
· Rise in body temperature

· Increase in sweating

· Chest pains

· Muscle cramps and tremors

April 18
The Mosaic City epidemiologists, after speaking with the clinical practitioners at the hospital and several of the cases, identify the cluster of illnesses from Carlos’ party as one avenue to explore in their investigation. They visit Carlos’ home, and as Carlos is not ill, he is able to provide the epidemiologists with information about the food served. The investigators also evaluate Carlos’ home environment and water supply. Since there are other cases in the city with the same symptoms with no obvious relationship to Carlos’ house or neighborhood, the investigation suggests that a common exposure outside of the immediate environment of Carlos’ house is likely. This focuses the investigation on environmental causes, which may include air, water or the food served as a possible vehicle for this common exposure. The epidemiologists discover two leftover Superburgers still in the bag in the refrigerator and take samples of the Superburgers and a sample of the beer served at the party for analysis at the State Public Health Laboratory. 
The epidemiologists and the county clinical practitioners have to provide instructions to the laboratory on what tests to perform. The public health clinicians in the city health department begin an investigation of the signs, symptoms, time to illness onset and ongoing disease syndrome to develop a short list of possible chemicals that elicit responses of this type. 
The characteristics of the illness are atypical of most bacterial foodborne illness, with the rapid acute onset, increased blood pressure and rapid heartbeat, so the focus for the laboratory was narrowed to some type of chemical contaminant or toxin. As Mosaic City is the state capital, the state lab is in town, and the samples will be at the lab by the morning of Tuesday, April 19. The state laboratory already has samples of blood and urine from the case patients for analysis of an unknown contaminant. Various toxicology screens are underway. 
Later on Monday, April 18, the Mosaic City epidemiology staff also interviewed ten of the less severe cases at Special Care Hospital about their food consumption before they began feeling ill. Nine of the ten reported eating at various Burger Chain A locations around the city. Burger Chain A is a regional quick service chain serving primarily specialty hamburgers, called Superburgers, chicken sandwiches and side dishes with 48 outlets in five states. 
Since several attendees of the poker party were sick, Carlos contacts the other party attendees to give them an update about their friends. One of the party goers is married to a local reporter. The reporter contacts the Mosaic City Health officials to provide an update on the illnesses. The Mosaic City media relations staff is called to assist the Health Officer in making a very brief statement about the ongoing situation, indicating the Health Department’s engagement and efforts. Inquiries start flooding into the Health Department from concerned citizens. The mayor is informed of the situation.

Ill individuals with similar signs and symptoms continue to arrive at emergency rooms and physicians on Monday. Various other counties in State A are reporting cases with similar symptoms to the state health officials.
April 19
Based on the various reports to the State A Health Department, a conference call with representatives from all the counties in the state that has reported cases of illness is convened on Tuesday, April 19. The Mosaic City health officials participate in the call and discuss the possible link to the Burger Chain A. At this point on Tuesday the following events occur in rapid order:
· Local health officers, physicians and epidemiologists agree with the hypothesis that due to the rapid onset of symptoms (within 30 minutes) atypical of ingestion of a bacterial toxin, this event was not likely due to typical foodborne bacterial infection or intoxication. The clinicians and epidemiologists hypothesize that the illnesses are due to a chemical agent or toxin.

· A larger group discussion ensued between all counties represented and the state officials about what types of chemicals or toxins may cause these signs and symptoms. 
· The other counties in the state determined to begin questioning their cases about Burger Chain A exposure and report their findings to the State public health authorities.

· As Burger Chain A is headquartered in Mosaic City, the Mosaic City environmental sanitarians contact the Burger Chain A management and inform them that there may be cases of foodborne illness associated with their quick service restaurants.
· The Burger Chain A management contacts their attorney and begins to gather records and investigate what the cause may be.  

· The State A Health Department contacts the CDC Emergency Operations Center (EOC) to report this ongoing event.
NOTES: About Emergency Operations Centers (EOC)

Emergency Operations Center (EOC) will reach the correct point-of-contact at CDC 24 hours/day, 365 days/year. 

(End notes)






· The CDC contacts the American Association of Poison Control Centers who distributes a notification to poison centers in the region. CDC also sends out a regional notice to the other State and local health departments in the affected areas about the ongoing situation.

· The CDC contacts the FSIS through their 24-hour hotline and the FDA through its embedded liaison to report the status and indicate the possible food association.

NOTES: About Embedded Agency Liaisons
The federal agencies (in this case CDC, FDA and USDA FSIS) each have employees physically located at the other agencies to serve as liaisons. In this case, both FDA and USDA employees are stationed at CDC headquarters in Atlanta, GA, and a CDC employee is stationed at FDA headquarters in Washington, DC. Their role is to facilitate communication and collaboration between the agencies. 

(End notes)
· The news report on the local station in Mosaic City was picked up by the larger regional stations and the print media. The State A Health Department issues a statement late on Tuesday about the incident, providing an update on the health of the sick individuals and indicating an ongoing investigation. 
April 20
The CDC receives information from three other states in the region that they have sporadic cases with similar signs and symptoms and have begun investigating. A call is held with all affected states and the CDC and Federal regulatory agencies. State A reports a high number of cases with Superburger exposure from Burger Chain A. 
Two of the three new states report Burger Chain A exposure among some of their cases, but the data on what Burger Chain A menu items were consumed and additional case interviews are still coming in. The State and local clinical practitioners and the CDC physicians narrow down the possible chemical compounds that could be causing this type of illness. They determined that historically, cases of poisoning or overdose with sympathomimetic amines such as ephedrine resulted in similar clinical syndromes. The state public health laboratories focus their testing of biological specimens from the case patients on this class of compounds.
The State A laboratory is instructed to focus on these compounds in the food samples that are submitted, as well as the clinical specimens. However, State A’s laboratory capability and expertise resides with clinical specimens, particularly for chemical contaminants. Their capability and expertise to extract unknown possible chemical contaminants from food is taxed, so they contact the law enforcement laboratories in their state and the Food Emergency Response Network (FERN) to get input and assistance. Other laboratory members of the FERN network volunteer to help, and plans are made to share samples and methodology.
NOTES: About Food Emergency Response Network
The Food Emergency Response Network (FERN) integrates the nation's food-testing laboratories at the local, State and Federal levels into a network that is able to respond to emergencies involving biological, chemical or radiological contamination of food. The FERN structure is organized to ensure Federal and State inter-agency participation and cooperation in the formation, development and operation of the network. 
(End notes)
The Mosaic City environmental sanitarians, in conjunction with State A, CDC, FDA and USDA FSIS again reach out to the Burger Chain A management to inform them that cases in additional states may be related to the illnesses that they discussed the day before.
Very late in the day, the FDA, USDA FSIS, the State A regulatory authorities and the local environmental health sanitarians meet with the Burger Chain A management and gather information in an effort to identify the cause of the illnesses. As several individual Burger Chain A establishments were involved, it most likely was not due to an error within one single establishment itself but rather to a food or ingredient that is shared by all or some of the individual units. The management at Burger Chain A agrees to provide the receiving and purchasing records so the regulatory agencies can conduct a traceback on the ingredients in the Superburgers. The records are to be gathered overnight and available on the morning of Thursday, April 21.
Given that the event is an unexplained possible chemical contamination of unknown origin, one of the health officers raises the possibility that the contamination is an intentional act. As a result, the State health authorities contact State law enforcement who further contacts the area or regional fusion center. The local FBI field office is also made aware of this event, and State A also contacts their State chemical terrorism lab coordinator.
NOTES: About Fusion Centers

“State and major urban fusion centers (fusion centers) serve as focal points within the state and local environment for the receipt, analysis, gathering, and sharing of threat-related information between the federal government and state, local, tribal, territorial (SLTT) and private sector partners.”

“Fusion centers are uniquely situated to empower front-line law enforcement, public safety, fire service, emergency response, public health, and private sector security personnel to lawfully gather and share threat-related information. Fusion centers provide interdisciplinary expertise and situational awareness to inform decision-making at all levels of government. They conduct analysis and facilitate information sharing while assisting law enforcement and homeland security partners in preventing, protecting against, and responding to crime and terrorism.

Fusion centers are owned and operated by state and local entities with support from federal partners in the form of deployed personnel, training, technical assistance, exercise support, security clearances and connectivity to federal systems, technology and grant funding.”

http://www.dhs.gov/files/programs/gc_1156877184684.shtm   

(End notes)
The USDA Office of Inspector General (OIG) and the FDA embedded liaison to the CDC contact their respective internal law enforcement agencies to alert them to the possibility of an intentional contamination. For USDA FSIS, the Office of Program Evaluation, Enforcement and Review’s (OPEER) Compliance and Investigations Division (CID) and the USDA Office of Inspector General (OIG) are engaged. At FDA, the Office of Criminal Investigation is contacted. The fusion center contacts all the applicable law enforcement agencies, including the other state fusion centers and the Department of Homeland Security (DHS). The State governor’s office is engaged, and the State Emergency Operations Center (EOC) alerts the Federal Emergency Management Agency (FEMA). 
The CDC adds a posting on its website regarding the epidemiology and case counts to date. No chemical compound or possible source is identified at this point. 
April 21
On the morning of Thursday, April 21, a conference call is held with representatives from the health and regulatory authorities in the states affected by this illness, the FDA, CDC, FSIS, the FBI and pertinent Federal, State and local law enforcement agencies. 
· State A epidemiologists report that they continue to find the exposure to Superburgers in their cases at Burger Chain A at a very high rate across the state. 
· The other States and local jurisdictions with cases, besides State A, also report a high percentage of their cases interviewed to date had exposure to Burger Chain A Superburgers.
· To date, no cases were linked with the consumption of Burger Chain A chicken sandwiches or other menu items. A few preliminary control subjects interviewed did not have Superburger exposure. The preponderance of data at this stage points to the finished Superburgers served by Burger Chain A, although additional epidemiologic data is continuing to be collected. 
NOTES: About Conducting an Epidemiological Investigation
For information on how an epidemiological investigation is conducted, see the Wilted Woes scenario of the FREE-B at http://www.fda.gov/fooddefense. 
(End notes)

· The State A laboratory reports some significant laboratory results. Some of the clinical blood and urine specimens are showing high levels of sympathomimetic amines such as ephedrine. Further analysis will be done to identify the specific contaminant.
· The FERN lab reports that all components of the Superburgers retrieved from Carlos’ house from the poker party were blended together and preliminary results indicate contamination with this class of compounds, as well. The sample of beer was negative for this class of compounds. Further analysis will be done to identify the exact contaminant compound.
· At this point, with the identification of a class of compounds in the food that should not be there, even as an unintentional or natural occurrence, the representatives from the law enforcement agencies including the FBI, DHS, FDA and USDA FSIS, State and local agencies are on alert to investigate the circumstances of this contamination. 
· No new communications are issued, as the law enforcement investigation is ramping up. The public affairs staffs at the local, State and Federal level are being inundated with questions and requests.
· No new cases were reported to CDC from any of the states.
The environmental sanitarians and regulators initial review of Burger Chain A supplier records for the traceback focus on the ingredients used in the Superburgers: double patties, lettuce, cheese, whole wheat buns and seasoned mustard. The records indicate that some Burger Chain A units that were geographically close received lettuce, mustard, buns and cheese from the same distributors and the same brands. However, there were at least three different Burger Chain A units with associated cases that did not receive cheese, buns or mustard from the same distributor or the same brand name. At this point, since many processors produce products under several private label brands, it cannot be assumed that these items were not produced at the same facility. Additional rapid telephone traceback work is needed to track the supply chain back further to identify the processors of the cheese, buns, mustard and lettuce to determine any commonalities.

As of late on Thursday evening, the traceback investigation determines that the chain restaurants all received lettuce from the same distributor and that all ground beef patties provided to Burger Chain A are processed by ABC Meat Processing, Inc.   
April 22
The traceback continues via telephone and identifies with certainty that the cheese, buns and mustard received by different Burger Chain A units were from different processors. In other words, there were no commonalities in the sources or processors of buns, mustard or cheese for all of the units. 
Based on the information to date, the food items common between different Burger Chain A quick service restaurant chain locations are beef patties and lettuce. The traceback identifies that the same specification of lettuce is sold to many other foodservice facilities in State A, however, the association of illness is high only as related to Burger Chain A exposure. Since the beef patties and lettuce are the strongest hypotheses for the food vehicles at this point, the State and local regulatory agencies, along with FDA and FSIS decide to continue the lettuce traceback efforts while concurrently investigating ABC Meat Processing. 
ABC Meat Processing produces 150,000 to 200,000 lbs. of burger meat and patties each day. The ground beef is loaded into 2,500-pound combo bins. The entire combo bin is designated for each specific customer, as the patties for the Superburgers for Burger Chain A are a special weight and shape. The ground beef is formed into 4-ounce oval patties, making 10,000 patties from each combo bin. The patties are packed into sleeves with parchment paper separators at 200 patties per case. On a typical weekend, each Burger Chain A quick service restaurant uses between 1,000–1,500 patties, so one combo bin can supply about 8–10 units for the weekend. 
Law enforcement is following the traceback information and investigating possible intentional activity concurrently with the public health investigation. Based on this information, USDA FSIS activates its emergency management committee, based on an Incident Command Structure (ICS) that coordinates USDA FSIS activities and information flow and provides a central point for collaboration. The FSIS Office of Public Health Science (OPHS) and the OPEER coordinate with State and local officials and law enforcement to plan the investigation. 
Late that afternoon, the FBI, local law enforcement, State A regulatory officials and USDA FSIS contact ABC Meat Processing and inform them of the possible link between their product and an ongoing foodborne illness outbreak of unusual origin. The management of ABC Meat Processing agrees to cooperate with the regulatory authorities and begins gathering processing records. The firm’s attorney joins the investigation group a few hours later. The FBI, USDA FSIS and the State A regulatory officials visit ABC Meat Processing to investigate the possible contamination. The USDA FSIS Consumer Safety Inspector (CSI) assigned to the plant is also present. 
The team reviews the types and concentrations of the chemicals used in the facility and their storage and handling. All chemicals are stored according to protocol, properly labeled and are appropriate for the plant and the tasks. Samples of the chemicals are taken to be analyzed to confirm that the containers are holding the labeled chemical and no substitutions have been made. An assessment is done of all aspects of the food processing plant, including environmental sampling, an audit of the firm’s food defense plan and other food safety parameters.
The plant management, in cooperation with the law enforcement and regulatory team, begin a review of employee background checks and an inspection of the staff areas. A thorough locker search reveals the presence of three empty 10-ounce bottles hidden in the pocket of a freezer coat in one of the lockers. The locker is assigned to Jim Waters, a shift supervisor. A review of the video surveillance shows that on Thursday, April 14, at 11:30 a.m., during the processing of a batch of ground beef for hamburgers, Jim Waters was loitering around a combo bin (2,500 pounds) of ground beef, looking nervous and taking an object out of his freezer coat and holding it in his hand. The angle of the video makes it impossible to see the object. As Jim is leaving his shift for the day, he is detained by law enforcement for questioning.

The FBI takes overall authority in a case of intentional contamination and works closely with the USDA FSIS OPEER, CID and USDA OIG. The DHS communicates with the Food and Agriculture Sector Coordinating Council and provides situational awareness and information gathering to support the investigation. 
The USDA FSIS CSI documents an incident report (IR) of the intentional contamination and submits it to his immediate front line supervisor who reported the information through channels to the USDA FSIS Office of Program Evaluation, Enforcement and Review (OPEER), Compliance and Investigation Division (CID) and the USDA Office of Inspector General (OIG). 
During questioning, Jim admits to having a grudge against the company because his brother, Pat, had been fired. Pat Waters had worked at ABC Meat Processing for six years, and although he showed up for work every day, he had an abrasive personality, and no one wanted to work with him. He had been counseled several times for mouthing off to supervisors, but nothing seemed to work. Finally, on Friday, April 1, Pat Waters was fired. Jim Waters was informed of this and seemed fine with the decision. As a shift supervisor, he had heard from others in the plant about Pat’s antics in the past, so this came as no surprise. Jim had been employed by the company for 13 years, and no one had suspected that he would throw his career away over an incident with his brother. 
Jim admits to putting 10 ounces of a homemade Clenbuterol solution, made of liquid and powder, into some combo loads the week before (two combo loads on Thursday, April 14, and one on Friday, April 15). All three combos were made into patties for Burger Chain A. Clenbuterol, in low doses, is approved for prescription use in some countries as a bronchodilator for asthma patients. Recently the drug was publicized for its off-label use as a weight loss drug, similar to usage of other sympathomimetic amines such as ephedrine. Clenbuterol has also been used as a performance-enhancing drug. It is not, however, FDA-approved for human use in the U.S. It is approved for veterinary use. 
Jim admits to dumping enough Clenbuterol solution in the combo bin for each ground beef patty to have an average concentration much higher than typical of adult off-label use. Since it most likely was not uniformly distributed in the combo bin, many of the patties would have had very high doses capable of causing acute symptoms. Clenbuterol in food is heat stable, so the Burger Chain A cooking regimen did not affect the activity of the chemical toxicant. 
On Friday evening, as soon as the tampering was discovered, FSIS immediately suspends operations at the plant. ABC Meat Processors immediately put all in-house products in inventory on hold, so none would be shipped. Even though Jim indicated he had only contaminated three combo bins, ABC Meat Processing also issues an immediate recall of all of its ground beef products that were still in distribution and in the marketplace out of an abundance of caution. The firm immediately contacts its first line distributors via telephone to make them aware of the recall and to instruct them to stop using all ground beef patties immediately. The downstream distribution chain of ground beef products from ABC Processing is shown below:
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Evolution of an Outbreak Diagram

April 23–24
With the help of the firm’s legal counsel and a public relations firm, a very detailed press release is issued by ABC Meat Processing. 
A virtual Joint Information Center (JIC) is established, where risk communicators from law enforcement, DHS, USDA FSIS, CDC and State health authorities can collaborate to develop the media messages, conduct media interviews and respond to media inquiries jointly to release a common message. Information related to the intentional contamination is only released by the FBI from the JIC. The White House Homeland Security staff is apprised of the situation. 

In the afternoon, State A issues a press release describing the situation, the beef as the implicated product, and informing consumers of appropriate actions to take, including:

· If consumers had been exposed to the beef products from any of the foodservice or retail facilities in the ABC Distribution System and were exhibiting symptoms, they should seek medical care. 
· If consumers have beef products at home from any of the foodservice or retail facilities in the ABC Distribution System, they should be wrapped in plastic and discarded. 
· Retail/foodservice instructions not to sell or serve ground beef from ABC Meat Processing or products made from their ground beef. 
The CDC and FSIS issue Web information on foodsafety.gov, and FSIS issues a regional press release in the areas where the ABC Meat Processing product had been distributed with instructions for consumers and foodservice facilities. There are two large-scale media briefings on Saturday, April 23, and the Sunday, April 24, news shows that cover the story in great detail.
On the public health front, as soon as Jim confirmed the name of the chemical compound he had used, the information was shared with USDA FSIS epidemiologists, the CDC and State and local health officials. These organizations, in turn, informed local hospitals and clinics so that they could tailor treatment to the Clenbuterol poisoning. 
The FERN laboratories confirm the presence of 2 mg of Clenbuterol in the samples of patties taken from Carlos’ party. This dose was sufficient to cause the observed symptoms. The State public health labs also report identification of Clenbuterol in the clinical specimens from many of the case patients. Additional samples of the beef patties in house at ABC Meat Processing are taken and sent to the FERN laboratories assisting with the analysis. Retained samples from the previous week’s product are also sampled. 
NOTES: About “Retain” Samples

Most processors collect “retain” samples off the production lines throughout the day. The primary reason retained samples are collected is for quality observation. Most processors look at quality at defined intervals after packing. In some cases the evaluation might extend beyond shelf life to look at “worst case” scenarios. 
(End notes)

Over the next two days, representatives of USDA FSIS and State regulatory agencies visit each of the identified foodservice and retail establishments to ensure the removal and destruction of the product in question.
April 25–27
As the week progresses, State and/or Federal Environmental Protection Agency (EPA) representatives and USDA FSIS inspectors observe the destruction and disposal of all returned suspect products at the processing plant. 
The law enforcement investigation is able to determine that Jim purchased the Clenbuterol the evening of Wednesday, April 13. With this information and an evaluation of Jim’s work schedule, investigators are able to determine that the recalled product could be limited to beef patty products produced from April 14–18. At this point, however, all product was accounted for and was returned or destroyed.
ABC Meat Processing brought in a specialty cleaning and sanitation firm to thoroughly clean its processing equipment and food production facility, based on the “Guidelines for the disposal of intentionally adulterated food products and the decontamination of food processing facilities,” (http://www.fsis.usda.gov/PDF/Disposal_Decontamination_Guidelines.PDF). The USDA FSIS, EPA, Occupational Health and Safety Administration (OSHA) and their State counterparts are informed of the efficacy of the process. This is validated by testing before ABC Meat Processing resumed operations. 
The law enforcement laboratory report confirms the presence of Clenbuterol in the 10-ounce bottles discovered in Jim’s locker at ABC Meat Processing. 
Jim is prosecuted under the Federal Anti-Tampering Act, U.S.C. TITLE 18. 
Developments

· Special Care Hospital in Mosaic County reports a high percentage of patients with similar acute symptoms.

· Individuals who ate Burger Chain A burgers complain about nausea, racing heartbeat and dizziness and are taken to the emergency room. 

· Health Officers are engaged on a conference call to discuss related symptoms and epidemiologist dispatched to investigate. 

· Local jurisdictions in three surrounding states report individuals with similar acute symptoms. 

· Local authorities report events to State A Health Department, and the CDC is notified.

· Samples from the Burger Chain A are sent to State lab for analysis, and interviews are conducted. 

· CDC and local jurisdictions query cases and data points to Superburgers served at Burger Chain A.

· FDA and FSIS conduct a traceback investigation that indicates the ground beef patties from Burger Chain A were processed by ABC Meat Processing.
· Acute onset and symptoms lead the health officials to suspect a possible intentional contamination.

· FBI, DHS and State and local law enforcement agencies are involved to investigate the possible intentional contamination.
· Video surveillance shows a shift manager at ABC Meat Processing dump a small bottle of liquid into a combo load of ground beef.
· ABC Meat Processing suspends production, and the shift manager admits to putting Clenbuterol in the beef.

· A recall ensues.
Task

Use your allotted time to consider the developments and questions assigned to your group. 
· Identify any additional requirements, critical issues, decisions and questions you think should be addressed at this time.
· Unanswered questions should be recorded for discussion with the entire group.
Questions for Participant Groups

First Responders (fire and emergency crews; poison control)
1. What procedures does your organization have in place for large-scale food emergency incident response?

2. At what point would you consider an intentional contamination or potentially toxic exposure for the first responders?

3. How would your organization maintain communication with authorities at the Federal and State level during a food emergency?
4. If you are made aware that the illnesses are the result of an intentional contamination, would your procedures change? If so, how?
Public and Private Clinical Practitioners 

1. If you suspect a chemical intoxication in one of your clinical patients, what is your standard process for follow up? What is the threshold for specimen collection when a patient presents with symptoms like this?

2. Do your actions change if multiple patients present with the same symptoms? What is the threshold? What actions would you take, if any, when multiple patients present with similar symptoms of an unusual nature, such as described here? In the event of a food emergency, does your organization have additional resources (internal or external) that it can call for assistance?

3. Is there a system/protocol in place to track potentially affected people?

4. What actions would you take during this scenario to communicate with the following groups?

a. Public health community
b. State/Local regulatory agencies

5. Are there systems in place to facilitate the rapport and communication that may be needed if a scenario like this were to unfold in your community?

6. If there is a case of chemical contamination resulting in foodborne or waterborne illness, do you believe that you would recognize it as a possibility? If not, what can be done to raise awareness of this possibility?
7. What would your organization or agency do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?

Laboratorians
1. What would be the standard diagnostic protocol when you receive clinical specimens for analysis of an unknown possible chemical toxicant? 
2. If you knew at that point that it were intentional chemical contamination, what might change in those protocols?

3. What systems do you have in place if the number of samples exceeds your laboratory capability?

4. What systems do you have in place to obtain additional expertise, equipment or reagents to test for chemical compounds that you may not typically test for?

5. Are you aware of the integrated laboratory networks (ICLN) and their capabilities?

a. How might you use this network if a scenario like this unfolded in your jurisdiction?
6. What would your organization or agency do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?
7. Are you aware of the testing capabilities and capacities of other laboratories in your area? How would you handle the need for surge capacity or competency?
Local and State Epidemiologists
1. Within your organization, when and how would you be made aware of a brewing outbreak or an increase in patients with similar symptoms within your constituent population?

a. Are there multiple routes of communication for information of this kind? If so, please describe them.  

2. What system(s) do you have to communicate with the clinical community in your jurisdiction to raise awareness of the situation and increase speed of response?
a. Do you communicate with the clinical community outside your jurisdiction?
3. When you are made aware of a possible public health emergency, what are your protocols for follow up? When you suspect that it may be an intentional event, would your investigative protocols change? If so, how? 
4. The general population of consumers does not typically identify food as a vehicle for intentional adulteration. Do you feel that your organization is prepared to address that consideration when faced with a situation such as this?

5. Do emergency after hours protocols in your jurisdiction differ from the response in this scenario? How do your intentional emergency response protocols compare to the process described in this scenario?

6. What would your agency do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?
7. Due to the nature of small health departments in rural counties, would there be staffing to address this issue on the weekend?

State, Local, Tribal and Territorial Regulatory Agencies
1. If you have an ICS protocol, would you have instituted it during this emergency? What are the triggers for that? Describe your relationship with the local poison control center and emergency responders. How does this rapport help or hinder your investigations as they relate to food safety incidents and how might this work in cases where food is intentionally contaminated?

2. According to your protocols, at what point might you begin to consider the possibility of an intentional act of contamination versus an unintended contamination? When you consider that possibility, how does it affect your processes and protocols? If it is suspected that there is the possibility of a potential intentional adulteration:

a. What steps do you initiate to begin your investigation?

b. What other local, State or Federal agencies do you engage in your investigation?

3. In the case of intentional contamination, what is your process to work with law enforcement officials to ensure that samples/evidence are appropriately collected and transferred to the appropriate authorities?

4. In a case like this, where there is an intentional adulteration of a food product, what is your protocol for informing the public about the status of the event and the risk factors?

a. What other organizations (State, local, Federal) do you work with to create the messages?

b. Who reviews the messages?

c. Who approves the messages?

d. Who decides what information not to release to the public to protect the investigation?

5. Describe your relationship with your jurisdiction’s epidemiology and public health clinical staff. How might the communication work in circumstances such as these?
6. If your agency were faced with these circumstances and asked to sample food products that may be contaminated with an unknown chemical, how would your sampling processes differ? What would be the triggers to implement HAZMAT protocols for that sampling? 
7. Does your organization have systems in place for conducting recalls and auditing those? At what point would these have been implemented? 
8. What would your agency do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted? 

9. How would the traceback have been complicated if several of the burger components were provided by the same distributor/source? How would the investigation have proceeded differently? Would communication to the public have been different?
10. What would you do differently if the chemical contaminant was non-detectable or unidentified?

11. What would have happened differently if an ingredient, like the flour in the buns, had been contaminated with the chemical, making the traceback and recall much more complex?

12. Do you have a clear understanding when something is a crime and when it becomes terrorism? If you suspect terrorism, how does that affect your information sharing related to intentional food contamination with other colleagues given the legal issues involved? 
Federal Agencies: USDA FSIS and CDC

1. In the case of intentional adulteration, a whole cast of different organizations would become engaged. Which organizations would you work with and how do they become engaged? 
2. Under what circumstances would FSIS institute an ICS (Incident Command) structure to manage the response? What is the threshold and how is the decision made? Would a filed or limited ICS structure be considered here?

3. What would your agency do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?

4. If your agency were faced with these circumstances and asked to sample food products that may be contaminated with an unknown chemical, how would your sampling protocols differ? What would be the triggers to implement HAZMAT protocols for that sampling? 

5. How would the traceback have been complicated if several of the burger components were provided by the same distributor/source? How would the investigation have proceeded differently? Would communication to the public have been different?
6. What would you do differently if the chemical contaminant was non-detectable or unidentified?

7. What would have happened differently if an ingredient, like the flour in the buns had been contaminated with the chemical, making the traceback and recall much more complex?

8. Do you have a clear understanding when something is a crime and when it becomes terrorism? If you suspect terrorism, how does that affect your information sharing related to intentional food contamination with other colleagues given the legal issues involved?
Law Enforcement (USDA OPEER CID, USDA OIG, State and local law enforcement agencies, FBI, DHS)
1. In the case of a potential intentional adulteration, from whom might you receive the initial notification? Please identify the channels that might be used to share this the information.

2. Describe the interaction that you would like to occur between your organization and other law enforcement/government entities during an intentional adulteration investigation.

a. How do you work with Federal agencies like the USDA, FDA and CDC? What organizations within those Federal entities would you be in contact with? 
b. How do you work with local and State public health departments? 

c. How do the Federal, State and local law enforcement agencies overcome potential jurisdictional issues to ensure public safety?

3. In a case like this, where there is an intentional adulteration of a food product, what is your protocol for informing the public about the status of the event and the risk factors?

a. What other organizations (State, local, Federal) do you work with to create the messages?

b. Who reviews the messages?

c. Who approves the messages?

d. Who decides what information not to release to the public to protect the investigation?

4. Describe how your crime scene investigative units work with public health departments and clinical practitioners to conduct and verify evidence collection and scientific testing. For a criminal investigation like this, how do you manage the transfer of evidence and maintain its security?

5. Is there a way to expedite search warrants in the event of a criminal action?

6. In order to keep abreast and all the various agencies that have a role in this investigation, would the law enforcement lead agency establish an Incident Command Structure (ICS) to maintain communication and data flow and analysis? If so, what might that look like?
7. What would your agency do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?
8. Do you have communication systems and information sharing agreements in place to facilitate a law enforcement management and response to this situation?

Food Processing Industry 

1. How would you work with the following entities through an investigation like this?
a. Local health department
b. CDC
c. FDA

d. FSIS

e. Law enforcement professionals

2. How would your organization preserve possible evidence and assist in a possible investigation?

3. In a case like this, where your product is implicated in a recall due to the intentional adulteration of a food product, what is your protocol for informing the public about the status of the event and the risk factors?

a. What other organizations (State, local, Federal) do you work with to create the messages?

b. Who reviews the messages?

c. Who approves the messages?

d. Who decides what information not to release to the public to protect the investigation?

4. If your product is implicated in a food contamination event, can you quickly identify the upstream sources of the raw materials or ingredients that you use? Not just one step back but more comprehensively back to the agricultural origins?

5. What measures does your company have in place to deal with the economic impact, public health impact, impact on consumer confidence and reputation of a recall like this?

6. How would your company manage consumer inquiries and fear during the recall of your product due to intentional contamination? 
7. What would your firm or organization do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?
8. What are some key components to your company’s upstream and downstream distribution and recall plans that would be utilized in this scenario? Would your actions or track and trace plans change if, as in this scenario, a case of intentional contamination of a product has occurred?

9. What internal controls are in place to prevent something like this from occurring in your company? Do you have the surveillance equipment and records management process that would support a thorough investigation like this? Are you comfortable with the testing of your internal mock recall plans? 
10. If product with your brand was implicated in a food contamination event, it would be in the best interest of public health and your company’s future to know exactly where your product had gone, when and the quantity, all through the downstream distribution chain to the consumer level as quickly as possible. Are you familiar with the recall plans of your downstream distributors and confident that they could remove your product from commerce thoroughly and rapidly?  

Foodservice Industry

1. If a product that was recalled due to contamination were in your inventory or were an ingredient in one of your products, how would you ensure that the recalled product were completely removed from your inventory?

2. What recordkeeping processes do you have in place to ensure that you would be able to appropriately track the delivery date and lot number of the products you use so that you could identify these products easily in the event of a recall due to intentional contamination?

3. How would your company manage consumer inquiries and fear during the recall of your product due to intentional contamination?

4. Describe the interaction you would anticipate between your organization and organizations during an intentional adulteration investigation.

a. How do you work with Federal agencies like the FSIS, FDA and CDC?

b. How do you work with local and State public health departments?

c. How would you work with local, Federal and State law enforcement agencies?

d. Would you have any interaction with other retail and foodservice establishments?

5. In a case like this, where you either distribute or use a product that is implicated in a recall because it has been intentionally adulterated, what is your protocol for informing the public about the status of the event and the risk factors?

a. What other organizations (State, local, Federal) do you work with to create the messages?

b. Who reviews the messages?

c. Who approves the messages?

d. Who decides what information not to release to the public to protect the investigation?

6. What plans do you have in place to aid in the recovery of your company’s brand after an event like this?

7. What would your firm or organization do or have done differently IF the identification of the contaminant were not as quickly determined and the intentional adulteration not identified or admitted?

Risk Communicators

1. Obviously, once a small bit of information leaks out about an ongoing public health incident, agencies and firms may need to respond publicly before there are answers or consumer-ready messages. How do you handle the need for information when the investigation is at the early stages and it is imperative not to cause undue concern?

2. Once the possibility of intentional contamination is identified, in the post 9/11 era, how do you communicate to the constituents to maintain confidence in the public and private sector, keep the food supply flowing and minimize the impact on the food industry that is unnecessary or unrelated?

3. How would the engagement of the law enforcement agencies affect your ability to communicate both publicly and to your internal stakeholders? How would you balance the need for confidentiality while a legal investigation is going on with the constituent groups and the public need to know?

4. This scenario forms a JIC in an effort to streamline and coordinate the messages that may be flowing from several agencies at various levels of government. How would you manage to communications between the multiple agencies within your jurisdiction and between jurisdictions should an intentional food tampering event occur?
Wrap Up Activities
We will spend the remaining time synthesizing what we discussed today, identifying important action steps to include in the After-Action Report and Improvement Plan (AAR/IP) and obtaining your feedback on the overall exercise. An AAR/IP is an important tool used to evaluate the exercise addressing outcomes, strengths, weaknesses and lessons learned. The facilitator will let you know when to expect to receive the final AAR/IP. The AAR/IP should be treated as a “For Official Use Only” document and only shared with those having a need to know.
At your table, please take a few minutes to discuss the questions below as directed by the facilitator. We will then take some time as a large group to identify common themes and takeaways. At the conclusion of this discussion, we ask that you complete the feedback form that will be provided by your facilitator.
Wrap up questions

1. What is the most important thing you learned today in terms of managing an outbreak that impacts multiple jurisdictions?

2. What information do you need to make informed decisions during such an event? If you don’t have that information, how do you get it or what needs to be done to make a decision without it?

3. Do you think this exercise will prompt your organization to evaluate your protocols, policies and procedures?

4. What top three actions should be taken to ensure proper event management based upon what you have learned from this exercise?

5. What went right and what can you improve on at each stage of the outbreak investigation?

6. What are the roles and responsibilities of the various clinical, public health, regulatory and laboratory communities engaged in this investigation?

7. What could be done through all phases to reduce the time from the first signal to implementation of effective controls to final resolution in order to protect public health and reduce the economic impact on the entire industry?

8. What could have been done differently to help you (your agency) learn more about your role in an intentional contamination and to learn more about the role of other partners in an intentional contamination incident? 

9. Given the paltry published information on intentional food contamination, how can public health officials learn about unique investigation issues related to intentional food contamination?
10. Are you familiar with the USDA and FDA guidance and training materials for food defense preparedness and response? If so, how helpful and effective are the materials? What is needed to assist the industry in being prepared for intentional contamination events?

11. What is the public communication regarding the contaminated product? Who takes the lead in coordinating messages? What outlets are most effective, and how are they dependent on the population being targeted?
Appendix A: Fact Sheet – Clenbuterol
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 Systematic (IUPAC) name 

(RS)-1-(4-amino-3,5-dichlorophenyl)-2-(tert-butylamino)ethanol

 Chemical formula C12H18Cl2N2O

What Is Clenbuterol?

Clenbuterol is a stimulant from the same family as the popular asthma medication albuterol. It can be compared to ephedrine but with more potent and long lasting effects. Clenbuterol (Spiropent, Ventipulmin) is a sympathomimetic amine used by sufferers of breathing disorders as a decongestant and bronchodilator. Clenbuterol is approved for use in some countries, including Europe, (via prescription-only) as a bronchodilator for asthma patients. Clenbuterol is NOT an ingredient of any therapeutic drug approved by the Food and Drug Administration for human use and is now banned for International Olympic Committee (IOC)-tested athletes. 
Recently though, the drug has been publicized for its off-label use as a weight loss drug, similar to usage of other sympathomimetic amines such as ephedrine. It is commonly used as a slimming aid despite lack of sufficient clinical evidence supporting such use. While not much is known about the effects of Clenbuterol in humans, it is generally considered unsafe when taken in the doses required for weight loss. Clenbuterol has also been used as a performance-enhancing drug, and several world class athletes have been disqualified as a result of its ingestion. 
In the U.S., Clenbuterol is a stimulant most commonly used to treat asthma in horses. A common trade name is Ventipulmin. It can be used both orally and intravenously. It is also used in cattle to relax the uterus, usually at the time of parturition. It is also sometimes used by farmers to increase meat production in livestock, though this practice has been banned by the FDA because of cases of human poisoning from tainted meat. Its illegal use is popular to obtain leaner meats because of its ability to increase the muscle-to-fat body ratio. Information on effects and dosage and overdose can be found at http://en.wikipedia.org/wiki/Clenbuterol. 
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Appendix C: Acronyms Used
AAR/IP 

After-Action Report and Improvement Plan

BMR

Basal Metabolic Rate

CDC

Centers for Disease Control and Prevention

CID

Compliance and Investigations Division

CIFOR

Council to Improve Foodborne Outbreak Response

CSI

Consumer Safety Inspector

DHS

Department of Homeland Security

EOC

Emergency Operations Center

EPA

Environmental Protection Agency

FBI

Federal Bureau of Investigation

FDA

Food and Drug Administration

FEMA

Federal Emergency Management Agency

FERN

Food Emergency Response Network

HSEEP

Homeland Security Exercise and Evaluation Program

ICLN

Integrated Consortium of Laboratory Networks

ICS

Incident Command Structure

IFT

Institute of Food Technologists

IOC

International Olympic Committee

IR

Incident Report

IUPAC

International Union of Pure and Applied Chemistry

JIC

Joint Information Center

OIG

Office of Inspector General

OPEER

Office of Program Evaluation, Enforcement and Review

SLTT

State, Local, Tribal and Territorial

USDA FSIS
United States Department of Agriculture Food Safety and Inspection Service

Charlie’s Chili Shack





Burger Chain A; States C and D





Distributor 3





Sally’s Tailgate Catering





Burger Chain A; States A and B
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Kulinary Kitchen Kommissary
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Carnivore Cafe





Sunshine House Retirement Complex





Distributor 1





ABC Meat Processing
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