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Legal Preparedness for the Surveillance and Control of Foodborne Disease Outbreaks
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9.0.  Introduction

Understanding and appropriately using law is a fundamental part of protecting the public’s health from foodborne disease. The authority to identify, investigate and control foodborne disease outbreaks is shared across federal, state and local governments, but each level of government and agency within it has specific roles and responsibilities. The success of public health agency efforts to combat foodborne disease also greatly depends on cooperation and communication with multiple parties in the food, health care and laboratory sectors.

This chapter presents the concept of legal preparedness in the various aspects of foodborne disease outbreak surveillance and control – reporting, surveillance, investigation, mitigation and prevention – through the perspective of state, local and federal agencies. It also discusses important issues that arise during outbreak investigations, such as confidentiality of data and using public health investigations as the basis for regulatory actions or criminal prosecutions. 


9.1.  Public Health Legal Preparedness

Legal preparedness is an indispensable part of comprehensive preparedness for public health threats. The Centers for Disease Control and Prevention (CDC) defines public health legal preparedness as the attainment by a public health agency or system of specified legal benchmarks or standards of preparedness for specified public health concerns. (1)  Public health legal preparedness has four core elements:
· Laws and legal authorities;
· Competency in understanding and using law;
· Coordination across sectors and jurisdictions in the implementation of law; and
· Information about best practices in using law for public health purposes.

These core elements are applicable to all areas of public health, especially in the areas of food safety and foodborne disease outbreaks. Because the U.S. food system is highly complex, health officials responding to foodborne disease outbreaks face the challenge of rapidly processing data and information to identify and mitigate the source of an outbreak, while protecting confidentiality and preserving rights. 





9.1.1.  Defining Legal Preparedness for Foodborne Disease Outbreaks

Legal preparedness within the context of surveillance and control of foodborne disease outbreaks requires state and local public health officials to ensure that their agencies and jurisdictions are equipped as follows:
· They should have the laws and legal authorities needed to conduct all functions essential to effective surveillance and control (e.g., reporting, enforcement, prevention, mitigation, investigation, and regulation).
· Their professional staff should be trained and demonstrate competence in applying those laws.
· They should have mutual aid agreements or memoranda of understanding in place to facilitate investigation and response across jurisdictions and jointly by public health and other agencies.
· They should have access to information about and apply best practices in using their relevant legal authorities.
The adequacy of state and local legal preparedness for foodborne disease outbreaks should also be evaluated regularly through exercises and after-action reports after responses to actual outbreaks.

As part of ensuring their jurisdictions’ legal preparedness, state and local health officials should consult with their legal counsel and with counterparts in other government agencies that have authorities relevant to ensuring successful surveillance and control of foodborne disease outbreaks. These include such public entities as food regulatory and law enforcement agencies, legal counsel to local and state governments, and local and state courts and court administrators. 

Health agencies should also consult with private organizations that have legal duties regarding food safety and disease reporting. Relevant private entities include private laboratories, food wholesalers, grocery retailers, restaurants and other food vendors, and hospital and other institutional food services. Food-industry entities should be prepared to address both the regulatory requirements and the way their internal policies on sharing information might be affected by them. (2)  Where possible, both public and private entities should be included in foodborne disease exercises to test their understanding of their legal authorities and duties related to outbreaks, respectively.[Note to editor: Call out box or boxes for section 9.1.2]

Partnering with your agencies’ lawyer:
· Contact as soon as you can for legal input
· Be candid and open, give all the facts – don’t allow for surprises
· Ask for clarification rather than asking other for better or different advice
· Include attorney in conversations, discussions rather than seeking ratification of decisions later
· Engage attorney in the day-to-day operations as well as when significant challenges arise

Additional things to consider when deciding to seek legal advice:
· Is there a reasonable chance that the public’s health is or may be threatened?
· Is your ability and authority to address the situation unclear?
· Is there a remote possibility that the event or circumstance could expose your agency or organization to potential liability, media attention, or political pressure?
· Would the cost of a court case outweigh the cost of consulting an attorney?



9.1.2.  The Legal Setting for Foodborne Disease Surveillance and Control

As governmental entities, public health agencies operate within the context of the U.S. Constitution, state constitutions, federal and state statutes and regulations, local charters and ordinances, court decisions, and more. As such, public health agencies are both empowered and limited within this setting and must navigate the country’s foundational legal principles, including:
· A system of checks and balances.  Public health agencies belong to the executive branch and are broadly charged to implement laws enacted by the legislature and interpreted by the courts.
· Federalism.  The U.S. Constitution enumerates specified powers for the federal government and reserves other powers to the states (tribes are autonomous or sovereign bodies). In addition, state and local governments possess inherent police powers to protect the health and safety of the public.
· Protection for civil liberties and property rights.  The Fourth, Fifth, and Fourteenth Amendments protect citizens from unreasonable searches and from deprivation of life, liberty, and private property without due process of law. State constitutions, statutory law, and court rulings provide additional protections relevant to the conduct of foodborne disease surveillance and operations by public health agencies.


9.1.3.  State and Local Public Health Authority for Foodborne Disease Surveillance and Control 

The primary role of local and state public health agencies is the protection and promotion of the public’s health. The legal authority supporting that role stems from constitutional, statutory, regulatory, and judicial case law, as well as from the general police powers. However, these powers are not unlimited. Important legal parameters for public health authority and practice were articulated in the foundational 1905 U.S. Supreme Court ruling in Jacobson v. Massachusetts: (3) 
· With compelling reason, individual liberties can be subordinated to the well-being of the community.
· The police power of the state authorizes issuance and enforcement of reasonable regulations to protect the health of the community.
· Courts defer to the authority that legislative bodies give to public health agencies if exercised on the basis of persuasive public health and medical evidence.
· Public health agencies cannot act in an arbitrary manner nor pose unreasonable risks for harm.

In general, these parameters apply to state and local public health agencies’ surveillance and control of foodborne disease outbreaks. Those activities, however, are further authorized and conditioned by the statutes, regulations, ordinances, and case law of the individual jurisdictions. Some of these laws relate specifically to foodborne diseases, but in many jurisdictions, public health agencies rely on laws (state statutes and local ordinances) that authorize general infectious disease surveillance.




9.1.4.  Legal Basis for CDC in Surveillance

CDC operates under congressionally enacted statutory law and, especially in the case of foodborne disease surveillance, under provisions of the Public Health Service Act (the Act). (4)  CDC is not authorized to mandate reporting of diseases and conditions either by state and local governments or by private entities.

Among many other provisions, the Public Health Service Act authorizes CDC to gather data on nationally notifiable diseases pursuant to guidelines CDC develops in partnership with state and local public health agencies and professional societies. Many of these data come from state and local public health agencies. CDC partners with the Council of State and Territorial Epidemiologists (CSTE) to establish (and modify as needed) case definitions for diseases. These guidelines and case definitions, however, are not legally binding. CDC does not collect personal identifiers on routine surveillance data that it receives from public health departments.

The Act also authorizes CDC to perform laboratory tests on specimens received from state and local governments (and from other sources) to identify pathogens, confirm serotypes or molecular subtypes, perform diagnostic assays and report findings to appropriate state and local health departments. Virtually all enteric disease specimens tested in CDC laboratories are initially tested in state or local public health laboratories.

Although CDC cannot mandate reporting of diseases and conditions, state laws do mandate reporting. State lists of reportable diseases and conditions are informed by CDC’s work on nationally notifiable diseases. CDC may participate in an investigation of an outbreak of enteric within a state if invited by the state. States usually expect CDC to help coordinate large multistate outbreaks of enteric disease.


9.2.  Legal Framework for Surveillance and Disease Reporting

Investigation of enteric diseases to confirm a diagnosis and determine the source of exposure, risk factors for infection, and contacts of a contagious patient is usually considered part of surveillance and disease control activities authorized by state and local statutes. Likewise, state and local authority to mandate disease reports arises from state law. The regulatory process is used to specify diseases and conditions to be reported, the information to be reported about a case, and the process for making a report. State laws and regulations also address the confidentiality of disease reports and enforcement of reporting requirements.
[Note to editor: Call out box for somewhere in section 9.2]

Arrangements and ongoing communication should be established with national or regional commercial and clinical laboratories to ensure results for relevant cases are received by the investigating agencies, even when those tests are conducted out of state. Similar communication channels also should be established with hospitals that are out of state but that serve a population within the community affected by the outbreak.



9.2.1.  Sources of Information about Foodborne Disease

State and local health agencies learn about foodborne illnesses through a variety of sources, such as:
· Reports through the state’s mandatory disease and conditions reporting system;
· Surveillance reports for enteric diseases, such as Salmonella, Shigella, and Campylobacter;
· Request for antitoxin for botulism;
· Reports of food poisoning or gastrointestinal illness in individuals or defined groups, such as diarrhea and vomiting among residents of a nursing home or school or among attendees at a work-related meeting;
· Reports to poison control centers;
· Reports of enteric disease suspected of being caused intentionally;
· Complaints of alleged contaminated, adulterated, or improperly cooked food purchased from stores or in restaurants and reported voluntarily by the public;
· Syndromic surveillance using deidentified emergency department or pharmacy data; and 
· Reports directly from the food industry of consumer complaints of illness or injury.

These sources can vary in their reliability and traceability: A case reported through the state’s mandatory reporting system by a hospital or laboratory has a higher degree of certainty than a single retroactive complaint of foodborne illness.  


9.2.2.  Mandatory Disease Reporting

The state legislature generally gives broad statutory authority to the state health department to collect information and require reports of diseases and conditions of public health importance, without specifying the exact diseases or infections. Generally, the state legislature also gives the state health department the authority to adopt rules or regulations that specify which diseases or conditions must be reported, who must report them, and how to report. The list of reportable diseases and conditions and laboratory findings is maintained and updated by epidemiologists and health officers in state and local agencies, with review and approval by the body overseeing the health department.

In addition to broad authority, states typically have several disease-specific statutes, such as those for human immunodeficiency virus/acquired immunodeficiency syndrome, tuberculosis, and vaccine-preventable diseases, which authorize surveillance and control activities. All states also have statutes addressing reporting and response to bioterrorism incidents.


9.2.3.	Reporting Processes

9.2.3.1.  Sources of reports
Regulations specify what entities are required to report. The usual sources of mandatory reports are:
· Laboratories, including:
· Hospital-based laboratories,
· Clinical laboratories,
· National or regional commercial referral laboratories,
· Local or state health department laboratories, and
· CDC laboratories;
· Hospitals (e.g., hospitalized patients reported by infection control practitioners);
· Emergency departments;
· Office-based health-care providers;
· Long-term–care facilities or nursing homes;
· Schools and child-care centers; 
· Food establishments (e.g., restaurants); and 
· Other state health departments.

The source of a report does not affect the legal status of the information—if it is required it is protected by statutes and regulations. Conversely, reports to the agency of an illness not listed as a reportable condition might not be subject to disease surveillance regulations and confidentiality protections (see section 9.3 below).

9.2.3.2.  Time frame and content of reports 
Statutes and regulations usually specify the following aspects of disease reports:
· Time frame for reporting (e.g., within 7 days of diagnosis, within 24 hours, immediately);
· Means of reporting (e.g., electronic laboratory reporting, phone, e-mail, fax); 
· Information to be reported (e.g., diagnosis; personal identifying and locating information; date of onset or diagnosis, regardless of whether the case is suspected or confirmed).

9.2.3.3.  Reporting methods
A state or municipality can use any of a variety of methods for reporting. Specifics vary from one locale to another. These methods include:
· Telephone;
· Hardcopy (fax or mail);
· Electronic batch reports sent by e-mail;
· Internet-based, highly secure disease reporting to websites maintained by state or local public health agencies; and
· Automatic electronic submission through health information exchange.

9.2.3.4.  Required submission of laboratory specimens 
Some public health agencies have adopted regulations that require laboratories to submit isolates of specific pathogens to a state or local health department laboratory for further genetic testing, such as pulsed-field gel electrophoresis (PFGE) and/or whole genome sequencing (WGS), to improve surveillance for foodborne disease. (5)  In some locales, voluntary submission of specimens achieves the same goal.


9.2.4.  Enforcement of Disease Reporting Requirements

Reliable reporting by persons and institutions mandated to submit disease reports is the foundation to the reporting system. When reports are not made, cases indicating a foodborne disease outbreak may be missed. Because nonreporting does occur, redundant reporting systems have been established to ensure a case will be reported (e.g., Salmonella infection is reportable by both physicians and laboratories). Since health agencies want to encourage compliance, ongoing education and communication with persons and institutions mandated to report is important to reinforce reporting requirements.

When violations arise, statutes and regulations mandating disease reporting also contain enforcement and penalty provisions. Depending on the jurisdiction and the frequency and severity of non-reporting, sanctions can range from notification to a state licensure board, to civil fines or misdemeanors. 

Reporting may be difficult to enforce with a laboratory or health-care provider outside the agency’s jurisdiction, such as when a state seeks reports from a referral laboratory located in another state. In this situation, lack of reporting usually results from misunderstanding of how to report. Occasionally a laboratory will assert that it complies with requirements of the public health agency in the state in which it is physically located—which might or might not require reporting of the specific disease, infection, or laboratory result. Again, ongoing communication with the parties required to report and coordination with the state health agency in the parties’ home state can improve reporting. 


9.3.  Protection of Confidentiality and Authority to Access Records

Federal and state laws mandate the protection of confidential personal information during public health investigations. Yet, state and local health agencies need to regularly access confidential records when investigating foodborne disease reports.

Typically, the broad authority to conduct surveillance includes authority to investigate and control diseases of public health significance, including review of relevant and pertinent medical and laboratory records and reports (i.e., information that is not necessarily included in the basic case report). While medical and laboratory staff may be concerned about potential violations of HIPAA and state privacy laws in releasing records, exceptions for public health agencies allow access to records. Consulting with an attorney is advisable whenever questions or concerns arise about accessing or disclosing confidential information.
[Note to editor: Call out box for somewhere in section 9.3]

Preparing final outbreak investigation summary reports without any personal identifying information can speed up and simplify release of those reports to attorneys or media when they are requested.


9.3.1.  Freedom of Information Requests and Media Inquiries

Personal identifying information (PII) in disease reports and investigation records is generally confidential and exempt from disclosure in response to freedom of information requests. In redacting PII, descriptors such as age, sex, race, ethnicity, residence, and date of diagnosis must be removed lest the person or groups of persons is identifiable. State and local health agencies must know the requirements of their freedom of information laws and the exemptions from them. 

Occasionally a public health agency must respond to a media inquiry in which the media has learned the identity of a particular case from another source. The agency’s response to the media inquiry must be carefully structured to avoid unintentional confirmation of the patient’s name.


9.3.2.  Health Insurance Portability and Accountability Act

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) and its associated regulations limit access to a person’s protected health information. (6)  There are important exceptions to HIPAA that allow public health and other government agencies to access health information:
· Required by Law.  Entities covered by HIPAA (e.g., doctors, health care plans) may use and disclose protected health information without individual authorization if required by law (e.g., statute, regulation, or court orders).
· Public Health Activities.  Covered entities may disclose protected health information under several circumstances related to public health activities, including, but not limited, to:
· Public health authorities authorized by law to collect or receive information for preventing or controlling disease, injury, or disability; 
· Persons who may have been exposed to or contracted a communicable disease when notification is authorized by law; and
· Entities subject to FDA regulation for purposes such as tracking products or product recalls. 

The legal requirement to report relieves the covered entity (e.g., doctor) of concern that reporting breaches the privacy of the doctor–patient relationship. Explaining this to physicians or their staff often results in better compliance with reporting requirements.


9.3.3.  Sharing Information with Other State, Local and Federal Agencies

A public health agency may be restricted from sharing personal identifying information with other government agencies without the consent of the reported person. However, there are several exceptions to this: 
· State and local health agencies are generally permitted to share information with other state, local and federal agencies for confirming and tracking cases.
· Virtually every state has an exception for sharing information with law enforcement agencies when investigating intentional contamination or a bioterrorism incident.
· Many state statutes contain an exception for sharing information when, in the agency’s judgment, sharing is necessary to protect the public health.

FDA has formalized arrangements for information sharing with state and local regulatory agencies. FDA uses 20.88 agreements and commissioning as ways to authorize states and local agencies to receive confidential information from FDA.
· Authorized under 21 CFR 20.88, 20.88 agreements allow FDA to share certain non-public information with state and local government officials. 20.88 agreements allow for the sharing of confidential commercial information (CCI), personal privacy information (PPI), and pre-decisional information (PDI), but not trade secret information (TSI). (7)
· The FDA commissioning process enables a state or local public health official to be commissioned as an officer of the Department of Health and Human Services. Commissioning authorizes the state or local official to receive non-public information that is owned by FDA and to disclose that information to other FDA-commissioned officials and FDA employees to protect public health. (8)  Commissioning also authorizes state or local officials to conduct contract inspections and other FDA-sanctioned activities under the authority of federal law. 
[Note to editor: Call out box for section 9.3.3]

Cross-Jurisdiction and Cross-Sector Coordination
Effective reporting of foodborne disease cases hinges on coordinated reporting across jurisdictions (e.g., local, state, tribal, and federal governments) and across sectors (e.g., health care and public health). State and local health officials should periodically assess the need for memoranda of agreement (or other legal agreements) with partners in other jurisdictions and sectors to ensure timely and effective reporting. CDC has created several resources for assessing and improving cross-jurisdictional and cross-sector coordination. (9)



9.4. Legal Framework to Prevent or Mitigate Foodborne Disease Outbreaks

While foodborne disease outbreaks cannot be eliminated completely, the goal of the public and private sector is to prevent as many outbreaks as possible, and to mitigate those that do occur. Changes in technology and food production have brought challenges and opportunities. Improvements in laboratory and communication technologies have enabled agencies to link cases which previously were thought to be sporadic and to identify and address implicated foods and sources. But with the nationalization and globalization of food-production industries, more multistate and international foodborne disease outbreaks are being discovered, thus expanding the focus of outbreak investigations and control measures. This section reviews the roles of federal, state and local agencies and the legal authorities empowering them to act.




9.4.1.	Federal Agency Roles and Authorizations

Several federal agencies are authorized by U.S. law to undertake regulatory and nonregulatory actions over food safety at various stages on the continuum of food production, importation, processing, transportation, storage and sale. Agencies regulating food have the authority to inspect, recall and seize unsafe foods. All agencies coordinate and collaborate with states and localities in the prevention of foodborne disease and in multistate investigations. This section focuses specifically on the following agencies:
· U.S. Department of Health and Human Services
· Centers for Disease Control and Prevention
· Food and Drug Administration
· U.S. Department of Agriculture
· FSIS
· APHIS
· U.S. Environmental Protection Agency

Each agencies’ role related to food safety is briefly summarized below along with a discussion of the agency’s legal authority. (A detailed discussion of each federal agency’s roles and resources is in Chapter 3 (Planning and Preparation)). 

9.4.1.1.  HHS-Centers for Disease Control (CDC) 
As discussed in section 9.1.4, CDC is authorized under the Public Health Service Act to identify and monitor foodborne diseases and to investigate foodborne disease outbreaks in coordination with state and local health agencies. CDC leads investigations into multistate foodborne disease outbreaks. 

9.4.1.2.  HHS-Food and Drug Administration (FDA)
FDA is responsible for protecting the public from foods that are unsafe, impure or improperly labeled. FDA’s Center for Food Safety and Applied Nutrition (CFSAN) regulates domestic and imported food, except meat, poultry, and processed egg products (i.e., frozen, dried and liquid eggs), which are regulated by the U.S. Department of Agriculture. FDA also regulates animal feed and drugs, including for animals used for human food. The Federal Food, Drug, and Cosmetic Act and the Food Safety Modernization Act are the foundational laws related to food safety. And, while the FDA Food Code is not a federal law or regulation, it is a valuable resource for states, tribes and localities in developing their laws and regulations.

9.4.1.2.1.  Federal Food, Drug, and Cosmetic Act 
The primary legislation by which FDA exercises authority over food is the Federal Food, Drug, and Cosmetic Act (FFDCA). (10)  A goal of FDA is to prevent contamination of food products before distribution. FFDCA also empowers FDA to pursue:
· Voluntary compliance through the issuance of inspectional observations, untitled letters and warning letters;
· Civil action, such as an injunction to prevent future violations of the FFDCA (e.g., continued distribution of adulterated food);
· Seizure action to remove specific lots of adulterated food;
· Mandatory recall of food that presents a certain risk to public health;
· Criminal action against an individual or company that violates the FFDCA, such as by causing food to become adulterated by inadequate processing and handling;
· Administrative detention of certain food for up to 30 days; and
· Suspension of the registration of a facility so that food from the facility cannot be introduced into commerce.
FDA’s authority under the FFDCA is limited by the requirement that food be in interstate commerce in some circumstances. However, under the Public Health Service Act, FDA can regulate intrastate commerce in certain instances. Although there is authority for FDA action, relying on state agencies could be more expedient since state law might require less evidence before acting than the requirements imposed on FDA by federal law.

Amendments to the FFDCA in 2007 require FDA to establish a registry for reporting by individuals, companies, and local and state agencies of food that can cause serious adverse health consequences or death to humans or animals. (11)  FFDCA was further amended in 2011 by the Food Safety Modernization Act.

9.4.1.2.2.  FDA Food Safety Modernization Act 
The FDA Food Safety Modernization Act (FSMA), signed into law in January 2011, amended the FFDCA to enhance the federal government’s ability to prevent and respond to contamination in the food supply. (12)  The law addresses prevention, inspection and compliance, and response activities:

· Prevention. FSMA directs FDA to create minimum standards for safely producing and harvesting fruits and vegetables. FSMA requires food facilities to implement preventive and control plans. The law also requires FDA to establish regulations to protect against intentional contamination of food.
· Inspection and Compliance. FSMA mandates inspection frequency of food facilities based on risk; the frequency of inspection increases as risk increases. The law gives FDA clear authority to access records, such as food safety plans. FSMA further requires that FDA create an accreditation program for food-testing laboratories and that certain foods be tested in accredited laboratories.
· Response. FSMA gives FDA several new authorities to respond to food-safety events, including mandatory recall authority and suspending food-facility registration. The law also expands FDA’s authority to administratively detain products, track and trace domestic and imported foods, and require additional recordkeeping for high-risk foods. FSMA also directs CDC to improve surveillance for foodborne disease and to establish Integrated Food Safety Centers of Excellence in six state health departments and their partnering academic institutions.

FSMA adds authorities to ensure that imported products are as safe as domestically produced food. It also requires FDA to build an integrated national food-safety system in partnership with state and local agencies.



9.4.1.2.2.1.  FSMA Implementation
FDA is the agency primarily responsible for implementing FSMA and the agency has developed a series of rules and guidance documents to address the law’s requirements. As of April 2018, FDA has finalized the following rules:
· Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Human Food (13)
· Current Good Manufacturing Practice and Hazard Analysis and Risk-Based Preventive Controls for Food for Animals (14)
· Foreign Supplier Verification Programs (15)
· Mitigation Strategies to Protect Food Against Intentional Adulteration (16)
· Sanitary Transportation of Human and Animal Food (17)
· Standards for the Growing, Harvesting, Packing, and Holding of Produce for Human Consumption (18)
· Accredited Third-Party Certification (19) 

FDA has also implemented a Voluntary Qualified Importer Program (VQIP). (20)  It is a fee-based, voluntary program that provides importers meeting specified criteria with expedited review and import entry of human and animal foods. In addition to rules, FDA has issued multiple guidance documents regarding implementation of FSMA and its rules. The FDA website (www.fda.gov) provides details about the law, rules and updates on the status of FSMA implementation.

9.4.1.2.3.  FDA Food Code
Although the FDA Food Code is not a federal law or regulation, this model code is used by states, tribes and localities as the basis for their jurisdictions’ food safety rules for retail and food service establishments (e.g., restaurants, grocery stores, institutions). (21)  The Food Code assists jurisdictions in updating their rules to be consistent with federal food safety policy, although each jurisdiction undergoes its own rulemaking process to adapt the code to fit the jurisdiction’s legal framework. The Food Code is currently revised every four years.


9.4.1.3.  USDA-Food Safety and Inspection Service (FSIS)

FSIS sets standards for food safety and inspects and regulates all raw and processed meat and poultry products, and egg products sold in interstate commerce, including imported products. FSIS operates under several federal laws, including:
· Federal Meat Inspection Act (FMIA) – FMIA prohibits the sale of adulterated or misbranded meat and meat products for food and ensures that animals used for meat and meat products are slaughtered and processed under sanitary conditions. (22)
· Poultry Products Inspection Act (PPIA) – PPIA ensures the inspection of domestic and imported poultry products and requires that plant facilities are sanitary and that product labels are accurate. (23)
· Egg Products Inspection Act (EPIA) – EPIA mandates continuous inspection of the processing of liquid, frozen, and dried egg product. (24)


9.4.1.4.  USDA-Animal and Plant Inspection Service (APHIS)

APHIS is charged with protecting animal and plant resources from agricultural pests and diseases, including those that impact public health. APHIS operates under multiple statues, including:
· Animal Health Protection Act (AHPA) – AHPA authorizes the prevention, detection, control and eradication of diseases and pests in animals to protect animal health, public health and welfare, and economic and environmental concerns. (25)
· Plant Protection Act (PPA) – PPA permits regulation to prevent the introduction or dissemination of plant pests in U. S., including certain biological control organisms. (26)


9.4.1.5.  U.S. Environmental Protection Agency (EPA) 

EPA establishes the limits for pesticide residues in foods under the Food Quality Protection Act. (27)  EPA is also authorized to set standards for drinking water in the Safe Drinking Water Act. (28)


9.4.2.  State and Local Public Health Agencies Roles and Legal Authority

In instances in which improper food preparation at the local level results in foodborne disease, the broad authority of public health agencies to control epidemics and end nuisances, as well as specific authority they have to inspect restaurants and ensure proper food safety, is used to:
· Close restaurants;
· Embargo, seize, or destroy contaminated food or require removal of contaminated lots from retail stores;
· Require changes in food preparation; and
· Temporarily remove infectious persons from the workplace.
These actions are taken through agency authority granted by rule or through administrative orders. Such orders should contain time limits and specify the conditions for removing them. If necessary, agencies can seek enforcement through court orders.


9.4.3.  Evolving Legal Issues

While reporting, surveillance and mitigation of foodborne disease outbreaks is well established in state and federal law, issues continue to arise that demonstrate differences in state and federal law. These types of issues further show the ongoing need for communication and collaboration among state, local, and federal officials who are united in the common goal of protecting the public’s health.


9.4.3.1.  Food Sovereignty Laws
Food sovereignty initiatives are based on the idea that people should have the ability to democratically control their own food and agricultural policies. For some groups the concept is tied to reducing poverty and providing healthy food through ecologically sound and sustainable measures. These groups also focus on strategies to resist and dismantle corporate food production and increase local food production and control. For other groups, food sovereignty laws provide more of an anti-regulatory focus. 

For example, Maine enacted a law in October 2017 authorizing municipalities to “adopt ordinances regarding local food systems and community self-governance that set forth provisions that apply exclusively to direct producer-to-consumer food exchanges and other traditional foodways.” (29)  The provisions essentially remove state oversight from certain food production areas. The state, however, retains authority to implement and enforce rules related to the inspection and licensing of meat and poultry producers after USDA threatened to revoke Maine’s authority to do such inspections and bring the inspections under federal control. The law also requires that anyone who “grows, produces, processes or prepares food or food products intended for any wholesale distribution or retail distribution outside of” a municipality to comply with state and federal food safety laws, rules, and regulations. (30)

9.4.3.2.  Marijuana Edibles 
While acknowledging the differing positions of the federal government and many states on the legality of marijuana use for medical and non-medical purposes, there are food safety concerns related to the incorporation of marijuana in food (edibles). States are continuing to work on the application of food safety laws to marijuana edibles producers. Some states subject those who produce edibles to state food handler restrictions and/or the state and local kitchen-related health and safety standards used for retail food establishments. 


9.5.  Public Health Investigations as the Basis for Further Action

The goal of a foodborne disease outbreak investigation is to identify and control the source of the outbreak. In the course of the investigation, state and local health officials may find issues that require the initiation of regulatory or administrative actions or even civil or criminal proceedings. Data collected during a public health investigation can become the basis for further action by the health agency or other state and federal agencies.


9.5.1.  Role of Data in Regulatory and Administrative Actions

If epidemiologic and laboratory data provide evidence linking illness to consumption of a particular food, a traceback investigation can result. Given the national and international scope of food production, the traceback investigation may involve multiple states and federal regulatory agencies. Multistate investigations are typically lead by federal agencies. 

State and local agencies can also initiate administrative actions over persons or businesses that violate state or local regulations. For example, if a restaurant has repeated food handling or food storage violations, it may be subject to administrative hearings leading to suspicion or cancellation of its food service license.


9.5.2.	Joint Investigation and Collection of Evidence in Criminal Prosecutions

If during an investigation it is suspected or confirmed that a foodborne disease outbreak was caused because of criminally negligent behavior, intentional contamination or bioterrorism, additional state criminal, antiterrorism, and emergency response laws will enhance or dictate the course of the outbreak investigation and response. If the outbreak is multistate in nature, then federal response resources and laws are applicable. When this situation occurs, state and local public health agencies must work closely with other state and federal agencies. 

Joint investigation by regulatory and nonregulatory public health and law enforcement agencies may be hindered by the different legal powers and investigatory practices each agency brings to such an event. For example, officials from regulatory and nonregulatory public health agencies are authorized to collect and test samples to determine their public health threat, whereas law enforcement officials can consider samples subject to seizure as evidence. Regulatory and nonregulatory public health and law enforcement officials all must conform to constitutional standards (e.g., Fourth and Fifth Amendments) about collection of evidence, especially in situations requiring a joint investigation by regulatory and nonregulatory public health and law enforcement agencies. Laboratory specimens must be collected and submitted using procedures that ensure the chain-of-custody of the specimen is admissible in court. (31)

State and local health officials, in collaboration with counterparts in law enforcement agencies, should periodically assess the need for memoranda of understanding to clarify the roles of public health and law enforcement agencies in conducting joint investigations. State and local health and law enforcement officials who have roles in investigating foodborne disease outbreaks should understand, and demonstrate competence in applying, their legal authorities in conducting joint investigations. Resources for improving competency in joint investigations include CDC training curricula (32) and sample memoranda of understanding. (33)


9.6.  CIFOR Legal Preparedness Resources

CIFOR has created several resource documents to further assist state and local public health agencies in improving their legal preparedness to conduct surveillance for foodborne diseases and respond to outbreaks within their jurisdictions and across multiple states and other jurisdictional boundaries. The CIFOR law project has the following three components, each designed to address a discrete, but related, research need and audience.
· Analysis of State Legal Authorities for Foodborne Disease Detection and Outbreak Response. This document describes and analyzes the types of state legal authorities available to conduct foodborne disease surveillance and outbreak response activities. It highlights the patchwork of state laws and regulations across several topic areas—public health, communicable disease, food safety, food regulation, agriculture, environmental health, and general government authority—on which public health professionals and their legal counsel must rely to accomplish foodborne disease surveillance and outbreak response activities.
· Practitioners’ Handbook on Legal Authorities for Foodborne Disease Detection and Outbreak Response. This document is intended as a practical guide for public health professionals who perform key roles in foodborne disease surveillance and outbreak response. The handbook presents information and resources for practitioners charged with implementing their jurisdiction’s legal authorities related to foodborne disease events. The handbook is a primer on the array of possible legal authorities (e.g., communicable disease laws, food safety laws) that might be available and provides practitioners with checklists for identifying relevant agency actors and laws within their jurisdictions.
· Menu of Legal Options for Foodborne Disease Detection and Outbreak Response. This document provides a menu of legal options for state public health officials and policy makers to consider when reviewing their jurisdiction’s legal authorities to conduct foodborne disease surveillance and outbreak response actions. The menu includes legal provisions relevant to activities conducted during foodborne disease surveillance and outbreak response—outbreak detection, outbreak investigation, outbreak control, and outbreak documentation. This is intended to be a resource for states to use in filling gaps and clarifying or enhancing their legal authorities.
All the documents are available through the CIFOR website at www.cifor.us.
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