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Summary

The U.S. Food and Drug Administration (FDA) has a statutory mission to ensure the safety of all food except for meat, poultry, and certain egg products over which the U.S. Department of Agriculture (USDA) has regulatory oversight. Under the Federal Food, Drug, and Cosmetic Act (FFDCA), the FDA has the authority to regulate the manufacturing, processing, and labeling of food, with the primary goal of promoting food safety.

Congress has vested the FDA with the authority to take both administrative and judicial enforcement actions. The agency initiates and carries out administrative enforcement actions while judicial enforcement actions, including seizures and injunctions, require some type of involvement by the federal courts. While the FDA gathers information to recommend a judicial enforcement action, the Department of Justice represents the FDA before a federal court. This report focuses on the statutory authority for both the FDA and federal courts to initiate the following judicial enforcement actions: injunctions, seizures, and criminal prosecution. For more information about FDA's administrative enforcement actions, see CRS Report R43794, Food Recalls and Other FDA Administrative Enforcement Actions, by [author name scrubbed].

Injunctions: An injunction is a civil judicial order initiated against an industry participant to stop or prevent a violation of the FFDCA and to halt the flow of violative products in interstate commerce. An injunction also provides an opportunity for the industry participant to correct the conditions that triggered the violation before the FDA takes additional enforcement action. The FFDCA grants federal district courts with the jurisdiction to issue such an order. Unlike the legal standard for injunctions for private litigants, the government does not need to prove irreparable harm for a court to grant an injunction.

Seizure: The government may seize an article of food that is adulterated or misbranded in interstate commerce. A seizure is a civil action used by the federal government when the removal of adulterated or misbranded goods from interstate commerce is necessary to reduce consumer accessibility to those goods. The government proceeds by filing a Complaint for Forfeiture and obtaining a warrant for the arrest directing the U.S. Marshal to seize the article of food.

Criminal Prosecution: The FDA's Office of Criminal Investigations conducts and coordinates criminal investigations and prosecutions for violations of the FFDCA. Potential defendants of a criminal prosecution are strictly liable for violations of the act. The government grants potential defendants notice and a hearing before proceeding with any criminal investigations. The government may prosecute both corporations and corporate officials for violations of the FFDCA under the Park doctrine, which grants the government the ability to prosecute both corporations and corporate officials. The FFDCA also outlines various penalties for persons and/or companies found guilty of violations of the act.

Food safety and oversight, including enforcement actions such as those described above, are of a continual interest to Congress. H.R. 609 and S. 287, introduced in the 114th Congress, propose restructuring federal oversight of food safety and would impact the federal government's enforcement of various food safety issues.
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The U.S. Food and Drug Administration (FDA) has a statutory mission to ensure the safety of all food except for meat, poultry, and certain egg products over which the U.S. Department of Agriculture (USDA) has regulatory oversight.1 Under the Federal Food, Drug, and Cosmetic Act (FFDCA), the FDA has the authority to regulate the manufacturing, processing, and labeling of food, with the primary goal of promoting food safety.2

Congress has vested the FDA with the authority to take both administrative and judicial enforcement actions. The agency initiates and carries out administrative enforcement actions while judicial enforcement actions, including seizures and injunctions, require some type of involvement by the federal courts.3 While the FDA gathers information to recommend a judicial enforcement action, the Department of Justice represents the FDA before a federal court. This report focuses on the statutory authority for both the FDA and federal courts to initiate the following judicial enforcement actions: injunctions, seizures, and criminal prosecution. For more information about FDA administrative enforcement actions, see CRS Report R43794, Food Recalls and Other FDA Administrative Enforcement Actions, by [author name scrubbed].

FDA Enforcement Authority

Section 301 of the FFDCA prohibits the violation of any of the substantive provisions of the act and serves as the basis for the FDA's enforcement actions.4 Under Section 301, "causing" any of the prohibited acts as well as the act itself is prohibited. The specific enforcement mechanisms available to the agency to enforce the FFDCA are found throughout the act. Section 310(a) states that "all proceedings for the enforcement, or to restrain violations, of this [act] shall be by and in the name of the United States."5 Thus, private citizens do not have the right to sue to enforce the FFDCA. While the FDA may initiate these enforcement actions, the Department of Justice represents the FDA and the federal government in judicial enforcement proceedings.

Injunctions

An injunction is a civil judicial order initiated against an industry participant to stop or prevent a violation of the FFDCA and to halt the flow of violative products in interstate commerce.6 An injunction also provides an opportunity for the involved parties to correct the conditions that triggered the violation before the FDA takes additional enforcement action. The FFDCA grants federal district courts with the jurisdiction to issue such an order.7

This section of the report first discusses types of injunctions available to the FDA and then describes the process for filing an injunction by the FDA. The section concludes by examining the legal standard considered by courts for initiating an injunction.

Types of Injunctions

The FDA can initiate three types of injunctions: a temporary restraining order, a preliminary injunction, and a permanent injunction. The FDA uses a temporary restraining order (TRO) to respond to an emergency situation where immediate, temporary relief is needed, such as responding to the presence of a public health threat, which the FDA must immediately control.8 A TRO generally lasts for 10 days, with a possible additional 10-day extension before the FDA must seek additional enforcement action if necessary. A request for a TRO filed in court by the FDA may be subject to an ex parte hearing (where the defendant is not present). Upon gathering evidence in support of a TRO, the FDA should file the request for a TRO within 60 days.9 As a general rule of practice, a court considers evidence older than 60 days to be "untimely" and insufficient to support a TRO request.10

A preliminary injunction is a court order that temporarily requires the industry participant to stop the allegedly violative behavior prior to the final determination of the merits of a legal claim. A preliminary injunction filed by the FDA may be subject to a full hearing where the parties present evidence by affidavit or by the testimony of witnesses.11

A permanent injunction is a final order of the court requiring the industry participant to stop the violative behavior.12 A federal district court generally issues a permanent injunction following a hearing where the court found that the industry participant violated provisions of the FFDCA and there is a likelihood that the violations would continue without judicial intervention.13 Defendants in an injunction proceeding and the government may also agree to a "Consent Decree of Permanent Injunction" as the result of a negotiated settlement.14 Under the consent decree, the industry participant and the government agree to terms relating to the resolution of the past violative conduct by the industry participant.

Process for Filing an Injunction

The FDA, in partnership with the Department of Justice, first files a complaint for an injunction after the FDA has presented "timely evidence" of an FFDCA violation.15 Timely evidence includes the agency's identification of a health hazard or a gross consumer deception that requires immediate action to stop the violative practice. The agency may also seek an injunction if significant amounts of violative products owned by the same industry participant have entered interstate commerce or if an industry participant has refused a voluntary recall or has issued an inadequate recall.16 The agency may also choose to file for an injunction if a seizure is impractical or uneconomical. However, filing for an injunction does not preclude further enforcement action by the FDA such as a recall or criminal prosecution.

The FDA can strengthen its request for an injunction action in the complaint by demonstrating that the agency provided the defendants with adequate notice of the alleged violation(s) and an opportunity to correct the alleged violation(s).17 While prior notice is not legally required, such information can demonstrate the defendant's resistance to FFDCA compliance to a court, and thus support the agency's request for judicial involvement with an injunction.18 Types of notice may include letters, meetings, and telephone calls. Notice is adequate if it is given to individuals with authority to prevent or correct violations and includes sufficient information to show that the proper action to correct these violations has not yet been taken.19

Courts have found that corporate officers as well as the corporate entity itself may be subject to FDA enforcement actions, including an injunction.20 The Supreme Court has stated that "the public interest in the purity of its food is so great as to warrant the imposition of the highest standard of care on distributors."21 Because corporate agents and corporate entities both have the ability to inform themselves of the conditions of their facilities, the FDA has the authority to seek relief against executives as well as legal corporate entities.22 Thus, in order to successfully state a claim against individual defendants for the purposes of an injunction, the government must allege that the individuals had responsible relationships related to the furtherance of the transactions that ultimately violated the FFDCA.23 Pursuing enforcement action against an agent or corporation does not preclude additional enforcement action against the other. The court in U.S. v. Blue Ribbon Smoked Fish, Inc. found that the injunction against the corporate entity did not preclude an injunction against the agents of that entity due to the agents' supervisory and managerial roles over the food processing and the corresponding responsibility for the sanitation of the plant.24

Legal Standard

The FFDCA expressly authorizes federal district courts to grant injunctive relief to enforce its provisions.25 After the FDA and the DOJ have filed a complaint requesting an injunction, the court will determine whether the government's complaint meets the legal standard for an injunction. The standard for a statutory injunction initiated by the government, however, differs from the injunction standard for private litigants. A private litigant must establish that he or she is likely to succeed on the merits; that he or she is likely to suffer irreparable harm in the absence of preliminary relief; that the balance of equities weighs in favor of the party seeking the injunction; and that the injunction is in the public interest.26 The government, however, does not need to prove irreparable harm, as courts presume harm is present when a statutory violation has occurred.27 In order for the court to make such a presumption, the purpose of the statute at issue must focus on protecting public interest, such as food safety.28 The elevated standard of care that food processors must meet that is inherent in the FFDCA justifies this difference in legal standards.29

In order for the court to issue an injunction, the government must show that the defendant has violated the FFDCA and "some cognizable danger of recurrent violation" of the statute is present.30 When evaluating the risk of recurrent violations, courts may infer a likelihood of future violations from past unlawful conduct.31 More specifically, courts may consider "the bona fides of the expressed intent to comply, the effectiveness of the discontinuance and, in some cases, the character of past violations" to determine whether the defendant would continue to violate the FFDCA.32 For example, the court in U.S. v. Chung's Products found a danger of recurrent violations when the defendant refused to provide information about the conditions and records of a facility, impeded entry of FDA investigators, and repeatedly failed to put in place the FFDCA required controls for C. botulinum.33  This record of noncompliance, according to the court, showed a "cognizable danger of future violations necessitating a permanent injunction."34

The scope of the injunction depends on the specific legal violations.35 A court may adjust the scope of the injunction depending on the likelihood that future violations may occur and whether the injunction can prevent these recurring violations.36 The court in U.S. v. N.Y. Fish, Inc. found multiple FFDCA violations by the defendants and the absence of any credible actions by the defendants to remedy even the most serious of the violations.37 While the court acknowledged that an injunction where the defendant has already taken remedial measures is overbroad and unnecessary, the court found that a broad injunction was appropriate in this case because of the inaction by the defendants and the likelihood that alleged violations would continue.38

Courts generally find the possibility that an injunction may put a party out of business as irrelevant with regards to determining the necessity and scope of an injunction. In U.S. v. Blue Ribbon Smoked Fish, the defendant-corporate agents opposed the substance of the government's proposed permanent injunction, arguing that the injunction would force the company out of business.39 The court, however, disagreed, stating that the injunction would not require the defendant company, Blue Ribbon, to stop processing food altogether, but to stop processing food "that is or has become adulterated."40

After the court has issued the order for an injunction, the FDA monitors the injunction throughout the entire term of such injunction. The agency may seek civil or criminal contempt of court or other regulatory action if the industry participant violates the injunction.41

Seizure

Under Section 304(a)(1) of the FFDCA, the government may seize an article of food in interstate commerce that is adulterated or misbranded.42 A seizure is a civil action used by the federal government when the removal of adulterated43 or misbranded44 goods from interstate commerce is necessary to reduce consumer accessibility to those goods in order to protect public health.

The seizure must occur when the goods are in interstate commerce or held for sale after shipment in interstate commerce.45 The FFDCA broadly defines interstate commerce as "commerce between any State or Territory and any place outside thereof."46 Goods destined for sale in a state other than the place from which they are shipped qualify as goods in "interstate commerce," even though they may not have yet physically crossed a boundary.47 In this context, courts have also interpreted "interstate commerce" to mean imported foods held at a port of entry into the United States.48

Generally, a seizure includes two steps: the U.S. government's physical seizure of the adulterated or misbranded articles of food followed by the judicial condemnation proceeding. The U.S. district court where the article is found has jurisdiction over the seizure proceeding.49 After a hearing on a seizure action, a district court may decree the "condemnation" of seized articles of food and order the destruction, sale, reconditioning, or export of such food.

The FFDCA prohibits multiple proceedings, including seizure actions, against an article of food based upon the same alleged misbranding, except when the FDA has probable cause to believe that the misbranded article is dangerous to health, exhibits fraudulent labeling, or is materially misleading causing injury to the consumer or purchaser.50 Section 304 does not prohibit multiple seizures of adulterated articles of food.

This section of the report first describes the types of seizures conducted by the federal government and the condemnation proceedings the federal government must follow when conducting a seizure. The section then examines the legal standard for condemning seized goods. The section concludes by analyzing the due process issues related to seizure proceedings.

Types of Seizures

The FDA classifies seizures according to various types to facilitate its administration of this enforcement action by tracking seizures by size.51 These classifications do not carry a specific legal status. A "lot seizure" affects one lot of an adulterated or misbranded product that can be found in a single location.52 "Multiple seizures" involve more than one action to seize goods located in different jurisdictions.53 Multiple seizures seek to prevent industry participants from shipping adulterated or misbranded products from different facilities. "Mass seizures" affect a warehouse full of adulterated or misbranded products found at one location.54

A seizure extends to the article of food and the product labeling as well.55 However, a seizure does not include the promotional materials for an illegal product unless they "accompany"56 the product in interstate commerce.57 In this context, these accompanying materials qualify as labeling and may be seized.58

Seizure and Condemnation Proceedings

An administrative detention may precede a seizure action.59 The FDA may order the detention of any article of food found during an inspection, examination, or investigation, that the agency has reason to believe is adulterated or misbranded.60 Such an order may be necessary before a court can issue a seizure action.61

The FDA initiates the seizure by filing a Complaint for Forfeiture in federal district court.62 The complaint names the United States as the plaintiff and the goods as the defendant. The federal district court then issues a warrant for the arrest (seizure) of the article of food through in rem jurisdiction.63 Pursuant to the arrest warrant, a U.S. Marshal then seizes the violative goods and takes them into custody. The U.S. Marshall may physically remove the goods from the industry participant's warehouse or may sequester the goods from inventory in such a way to ensure that the goods subject to the seizure are separated from the rest of the inventory.64 Neither the industry participant nor the courts are involved in the seizure process until the FDA files a complaint for forfeiture. The industry participant/owner may then intervene as a party in the case.

Following a seizure by the government, the owner/potential claimant has three options: (1) do not claim the seized articles; (2) file a claim to the articles and enter into a Consent Decree with the government, admitting the violation and agreeing to pay costs and to destroy or rehabilitate the articles of food; or (3) file a claim to the articles and contest the action by filing an answer to the complaint.65

At the hearing, the court decides whether the government has proven the allegations in the complaint. If the court finds that the government has successfully met the legal standard, the court orders the condemnation of the food. If the court finds that the government has not met the legal standard, the court will release the goods from seizure. The government must prove by the preponderance of the evidence that the articles seized were food66 that travelled in interstate commerce67 and that this food was adulterated or misbranded when introduced into, while in, or while held for sale after shipment in interstate commerce.68 The government may use warning letters sent to the owner, expert testimony, and samples collected during inspections as evidence.69 If the owner chooses to argue against the seizure, the owner of the seized articles must show that the articles were improperly subject to seizure because the product is not adulterated or misbranded as defined by the FFDCA.70 If an owner has not claimed the goods, the court will issue condemnation by default.

If there are two or more seizure proceedings involving the same claimant on the same issues of adulteration or misbranding outstanding at the same time, the claimant may apply to the court to consolidate the proceedings in a district court selected by the claimant where one such proceeding is pending or in a district court agreed upon between the parties.71 A claimant may also follow the procedures outlined in FFDCA's Section 304(b) to consolidate the proceedings in "a district of reasonable proximity to the claimant's principal place of business."72

Disposition of the Goods

After the appropriate proceedings, the court will enter a decree that determines the disposition of the goods. If the owner/claimant did not appear before the court, the government then moves for condemnation under a default decree. Such an order directs the U.S. Marshall to dispose of the article of food in the following manner: constructive destruction, sale, conversion, or destruction.73 Constructive destruction involves using the article for another purpose, such as donating misbranded food to a charity. The U.S. Marshall may sell the goods, if legally permissible, to recover the costs of the seizure, or may convert the goods to another use, such as for animal food. The government may also destroy the article of food by burning, burial, or dumping, in accordance with other relevant laws, such as the National Environmental Policy Act.74

If the owner75 filed a claim to the article of food, the owner may then agree to the entry of a Consent Decree, which would provide for the sale, destruction, or reconditioning of the article, as dictated by the court and agreed to by the federal government. A consent decree generally includes a statement of the condemnation of the article, provision for payment of storage and handling costs accrued by the U.S. Marshal,76 and a provision that the claimant will bring the article into compliance with the FFDCA under the supervision and to the satisfaction of the FDA.77 Under the decree, the owner who claims the goods is required to post a penal bond to the court at twice the retail value of the goods seized.78 The penal bond ensures that the owner complies with the conditions of the decree, as the owner must forfeit the penal bond if the terms and conditions of the decree are not kept. The owner must then destroy, recondition, or sell the article as dictated by the terms of the decree. Available methods of destruction include those followed by the U.S. Marshall as described in the previous paragraph. Reconditioning (such as through reprocessing or relabeling) must bring the article of food into compliance with FFDCA provisions, under FDA supervision.79 Courts generally defer to the FDA's discretion regarding the supervision of reconditioning plans.80 The owner bears the cost of bringing such article in compliance. When the court orders the sale of the goods, the owner must pay all money collected during a sale (less legal fees, costs, and charges) into the U.S. Treasury.81

If the article was imported into the United States, the owner may export the article in lieu of destruction. To obtain a consent decree permitting export, the owner must show that the adulteration, misbranding, or FFDCA violation did not occur after the article was imported into the United States, and that he or she had no cause to believe that it was adulterated, misbranded, or in violation before it was released from customs custody.82 The owner must also meet the export provisions of the FFDCA and show that the product is within the specifications of the foreign country purchaser and must label the shipping package of the goods "FOR EXPORT ONLY."83 The owner cannot sell these products domestically. Exportation is not available for articles of food condemned for being poisonous or a deleterious substance injurious to health.84

Expedited Procedures

The FDA may initiate expedited seizure procedures for perishable food. The FDA regulations define "perishable food" to include food that is not heat-treated, not frozen, and not otherwise preserved in a manner so as to prevent the quality of the food from being adversely affected if held longer than seven calendar days under normal shipping and storage conditions.85 Under such expedited procedures, the FDA must send the seizure recommendation to the Department of Justice within four calendar days after the agency has issued the detention order.86 The government generally then follows similar procedures to those described in the previous sections.

Due Process Constraints

Throughout the condemnation proceedings, the FDA must act within Due Process restrictions.87 Under this constitutional provision, the federal government must provide an industry participant with "fair procedures" before depriving the participant of "life, liberty, or property."88 Courts generally view due process restrictions narrowly in this context due to the public health and safety goal of FDA enforcement.89 A hearing immediately following the seizure generally has been found to preserve the claimant's due process rights, as long as the owner has an opportunity to present his views before the final order has been issued.90 At least one court has held that courts do not need to provide the owner with notice and a hearing prior to the seizure of his or her property.91

Criminal Prosecution

The FDA's Office of Criminal Investigations conducts and coordinates criminal investigations and prosecutions against individuals and corporations for violations of the FFDCA.92 Potential defendants of a criminal prosecution are strictly liable for these violations.93 Ignorance of the violation, a lack of intent to commit the violative act, or the absence of personal involvement are not defenses against FFDCA violations under the strict liability standard.94

This section of the report highlights two aspects of the criminal investigation process of particular relevance to FDA enforcement and food safety. The section first examines the FFDCA's Section 305 hearings, a prerequisite to any criminal proceeding. The section then analyzes the Supreme Court's Park doctrine, which grants the government the ability to prosecute both corporations and corporate officials. The section concludes with a brief discussion on statutory penalties.

Section 305 Hearing

Before the government institutes a criminal proceeding against a person, Section 305 of the FFDCA requires the government to provide that person with notice and an opportunity for a hearing.95 At the hearing, he or she may present his or her reasons why the FDA should not recommend criminal prosecution to the Department of Justice.96 The FDA does not need to provide notice and a hearing if the agency believes that such notice would result in the alteration or destruction of evidence or the flight of the prospective defendant to avoid prosecution.97 A person who has received such notice of a hearing is not legally obligated to appear or answer in any manner.98

Park Doctrine

The FDA may criminally prosecute corporations as well as corporate officials for FFDCA violations. When prosecuting an FFDCA violation, the government does not need to prove awareness of the wrongdoing—the conventional requirement for criminal conduct.99 In the 1975 case U.S. v. Park, the Supreme Court found that a district court's jury instructions appropriately focused on the issue of the defendant's authority over the unsanitary conditions that led to the alleged violations.100 The defendant, Park, was the chief executive officer (CEO) of Acme Markets Inc.101 The government charged both the corporation and the defendant with violating the FFDCA. While the corporation pled guilty to the allegations of violating FFDCA's adulteration provisions, the defendant, Park, pleaded not guilty.102 The district court instructed the jury that in order to find the defendant guilty, he must have had "a responsible relationship to the issue."103 The Court of Appeals reversed the district court's conviction, finding that the court's instructions may have left the jury with the erroneous impression that the defendant could be found guilty in the absence of "wrongful action" on his part.104 The Supreme Court reversed the Court of Appeals' decision, finding that the FFDCA imposes upon persons with supervisory authority the responsibility to seek out and remedy violations and to prevent such violations.105 According to the Court, the government does not need to show that the official had awareness of the criminal conduct due to the public safety context of the FFDCA.106 The Court justified this interpretation by emphasizing that the corporate official has the ability and opportunity to correct and prevent such violations while the public may not.107

Thus, under the Park doctrine, a responsible corporate official can be held liable for a first-time misdemeanor under the FFDCA without proof that the corporate official acted with intent or even negligence.108 Such corporate official does not need to have any actual knowledge of, or participation in, the specific offense to be held liable under this doctrine. The FDA claims that this doctrine has a strong deterrent effect for defendants and other regulated entities.109 When considering whether to pursue a Park doctrine prosecution against a corporate official, the FDA examines the individual's position in the company and his or her relationship to the violation.110 The FDA also considers whether the corporate official had the authority to prevent the violation.111 The Court in Park found that the failure to fulfill this duty imposed by the FFDCA and the position of authority provides a "sufficient causal link" for criminal prosecution and culpability.112

Statutory Penalties

Section 303 of the FFDCA outlines various penalties to which a person may be subject for FFDCA violations. If a person commits a prohibited act listed under Section 301,113 then the person will be subject to a penalty of imprisonment for one year or less or fined $1,000 or less or both.114 If a person commits a violation of Section 301 with the intent to defraud or mislead, then the penalty is raised to imprisonment for three years or less or fine of $10,000 or less or both.115 However, these statutory penalties do not preclude other fines or payments imposed as a result of a settlement or consent decree.116

According to the FFDCA, a person shall not be subject to these penalties in certain cases of good faith.117 The FFDCA also states that a person shall not be subject to these penalties if the violation involved the misbranding of food due to its advertising.118

Related Legislation in the 114th Congress

Food safety and oversight, including enforcement actions such as those described above, are of a continual interest to Congress. Two bills (H.R. 609 and S. 287) introduced in the 114th Congress proposing the restructuring of federal oversight of food would impact the federal government's enforcement of various food safety issues.

H.R. 609/S. 287, known as the Safe Food Act of 2015, would create a single agency that administers and enforces food safety laws and oversees the implementation of federal food safety inspections, labeling requirements, enforcement, and research efforts.119 Under the proposed bills, related food safety agencies, currently within the jurisdiction of the Department of Agriculture, Department of Commerce, and the FDA, would transfer certain responsibilities to this proposed agency.120 The bills would also grant the new food safety agency several enforcement authorities, including mandatory recall authority.121 Under the proposed food safety framework, the administrator of the food safety agency would have the authority to impose both civil and criminal penalties of not more than $10,000 for both civil and criminal provisions and not more than a year of prison for criminal violations.122 However, the administrator would have the discretion to increase the penalty for severe criminal violations. The bills would permit a person, who has been assessed a civil penalty, to petition for judicial review of the order.
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