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Introduction
The U.S. Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Bioterrorism Act) directed the Secretary of Health and Human Services to take steps to protect the public from a threatened or actual terrorist attack on the U.S. food supply. 

To carry out the provisions of the Bioterrorism Act, the U.S. Food and Drug Administration (FDA) published four interim final regulations:

· Registration of Food Facilities, which requires facilities that manufacture/process, pack, or hold food for consumption in the United States to register with the FDA

· Prior Notification, which requires brokers, importers, and others to notify the FDA of the impending arrival of food that is into the United States

· Administrative Detention, which outlines how the FDA can hold food determined to be a threat to public health and how appeals are conducted
· Records Establishment and Maintenance, which requires what sort of information transporters and nontransporters must maintain in order to adequately document the supply chain
Each of the following summaries provides definitions of terms used in the regulation, clarifications of major changes from previous versions of the regulation, and answers to basic questions of what you need to do to comply with them.
Further resources are listed at the end.
Summary of Registration Regulations

Facilities that process, pack, or hold food (except farms, restaurants, retailers, and transport vehicles) must provide contact and other basic information to the FDA.

Why Is This Regulation Necessary?

In the event of a potential or actual bioterrorism incident or an outbreak of foodborne illness, registration information will help FDA to determine the location and source of the event and permit the agency to notify quickly facilities that may be affected.

Definitions and Significant Changes from the Proposed Rule

Central kitchens/commissaries: establishments that do not prepare and sell food directly to consumers for immediate consumption
Although central commissaries prepare food that is eventually served to consumers, they do not do so directly. Commissaries, central kitchens, and similar facilities that do not prepare and serve food directly to consumers are not restaurants and thus, are required to register with FDA.

De minimis manufacturing/processing: manufacturing/processing that does not involve direct manipulation of food
If repackaging involves contact with the food itself, it would not be considered de minimis.
Facility: any factory, warehouse, or establishment (including a factory, warehouse, or establishment of an importer) that manufactures, processes, packs, or holds food
Farms: facilities in one general physical location devoted to the growing and harvesting of crops, the raising of animals (including seafood), or both
Washing, trimming of outer leaves, and cooling of produce are considered part of harvesting. The term "farm" also includes facilities that pack or hold food, provided that all food used in such activities is grown, raised, or consumed on that farm or another farm under the same ownership, and facilities that manufacture/process food, provided that all food used in such activities is consumed on that farm or another farm under the same ownership.

FDA considers several activities to be “manufacturing/processing,” including waxing, milling, grinding, and treating against pests. A farm that performs these activities will not necessarily cease to be a farm and exempt from registration if it meets the definition of farm that includes facilities that manufacture/process food, provided that all food used in these activities is consumed on that farm or another farm under the same ownership.

FDA considers several activities to be “packing or holding,” including sorting, grading, wrapping, or boxing harvested food for the sole purpose of transporting this food off the farm. A farm that performs these activities will not necessarily cease to be a farm and exempt from registration if it meets the definition of farm that includes facilities that pack or hold food, provided all food used in such activities is grown, raised, or consumed on that farm or another farm under the same ownership.

Finally, a farm that transports its products does not cease to be a “farm” within the meaning of farm because a transport vehicle is not a “facility” for purposes of this rule if it holds food only in the usual course of its business as a carrier and thus, is not required to register.

Food: all fruits and vegetables; not food contact substances or pesticides
A facility that manufactures/processes, packs, or holds a food contact substance or a pesticide is not required to register with FDA.

Food product categories: Each facility must submit the general food product category of the food manufactured/processed, packed, or held at such facility. FDA lists the more common categories found in its product code builder (http://www.accessdata.fda.gov/scripts/ora/pcb/pcb.cfm) as the main categories on the registration form. To relieve some of the burden of frequent updates, FDA has added a “most/all human food product categories” option. Facilities that manufacture/process, pack, or hold food that does not fit into one of the categories are required to check “none of the above mandatory categories.” These facilities may also choose to check one or more of the optional boxes that correspond to the category of food manufactured/processed, packed, or held at the facility.

Fruit ripening facilities (stationary/mobile): Commercial ripening of fruit fits within the definition of “manufacturing/processing,” including in cargo containers that are equipped with technologies that artificially ripen fruit while in transit. These facilities must register.

Greenhouses: Greenhouse facilities devoted to growing fruits and vegetables are considered “farms” for purposes of the farm definition when they fit within the proposed definition of farm as facilities in one general physical location devoted to the growing of crops.

Packaging (used as a verb): placing food into the container that directly contacts the food and that the consumer receives
Packing: placing food into a container other than packaging the food
Putting food into tote bins and bulk containers is “packing.”

Restaurants: establishments that prepare and sell food directly to consumers for immediate consumption
Retail co-ops: retail food establishments that are cooperatively owned
A retail co-op is exempt from registration if it sells food directly to consumers as its primary function.

Retail food establishment: an establishment that sells food products directly to consumers as its primary function, i.e., if the annual monetary value of sales of food products directly to the consumers exceeds the annual monetary value of sales of food products to all other buyers
The term “consumers” does not include businesses. A “retail food establishment” includes grocery stores, convenience stores, and vending machine locations.

A retail establishment may manufacture/process, pack, or hold food if the establishment's primary function is to sell from that establishment food that it manufactures/processes, packs, or holds directly to consumers. Examples of manufacturing/processing that a retail food establishment might perform include making potato salad for sale at the delicatessen counter of a grocery store, filleting fish at a fish market, and cutting cheese from a large block into slices for sale directly to consumers based on the amount they request. Operating a juice bar would be exempt as a “restaurant” because it involves preparing and selling food directly to consumers for immediate consumption.

Certain warehouse clubs may be exempt from registration, if, based on dollar volume of their sales, they sell food directly to consumers as their primary function.

In addition, an establishment “attendant” to a retail operation, if located separate from the retail food establishment, is not a retail food establishment for purposes of this rule.

The term “retail” does not include warehouses that do not sell directly to consumers as their primary function.

Single agent: FDA is clarifying that having a single U.S. agent for FDA registration purposes does not preclude facilities from having multiple agents (such as foreign suppliers) for other business purposes. A firm's commercial business in the United States need not be conducted through the U.S. agent designated for purposes of registration.

Trade names: the name or names under which the facility conducts business, or additional names by which the facility is known
A trade name is associated with a facility, and a brand name is associated with a product.

Transport vehicles: Transport vehicles are not facilities if they hold food only in the usual course of business as carriers. However, stationary facilities that serve to assist transporters, such as truck or marine terminals or freight forwarders, must register because they hold food. If a railcar is used for produce storage, it would be akin to a storage cooler, and as such would be “holding” food, not transporting it. Thus, the railcar would be a facility that must be registered.

Updates: Updates to registration information or cancellation of registration must be submitted within 60 calendar days of any change to any of the required information previously submitted (the proposed rule’s timeframe was 30 days).

U.S. agent: There are only two qualifications for a U.S. agent: The agent is required to reside or maintain a place of business in the United States and to be physically present in the United States. As far as U.S. agent liability, FDA generally does not intend to hold the U.S. agent responsible for violations of the Bioterrorism Act. Because the role of the U.S. agent is to act as a communications link between the facility and FDA, FDA will communicate with the U.S. agent in both routine and emergency situations. This means that the U.S. agent needs to be accessible to FDA 24 hours a day, 7 days a week, unless the foreign facility opts to designate a different person other than the facility's U.S. agent to serve as the facility's emergency contact in the facility's registration.

Wholesale facilities: Wholesale facilities are not covered by the definition of “retail food establishment” because they do not sell food directly to consumers as their primary function.

Do I Need to Register?
If you are the owner, operator, or agent in charge of a domestic (U.S.) or foreign facility that manufactures/processes, packs, or holds food for human or animal consumption in the United States, you must register that facility with the FDA. A domestic facility must register whether or not food from the facility enters interstate commerce.

If you operate a foreign facility, you must designate a U.S. agent (such as your importer or broker) who lives or maintains a place of business in the United States and is physically present in the United States for purposes of registration. If a foreign facility that manufactures or processes, packs, or holds food sends it to another foreign facility for further manufacturing or processing or packaging before the food is exported to the U.S., only the second foreign facility is required to register. However, if the second foreign facility performs only a de minimis activity, such as putting on a label, both facilities would be required to register. Also, any foreign facility that packs or holds food after the last foreign manufacturer/processor of the food must register.
Several types of facilities do not have to register, including:

· Farms, i.e., facilities in one general physical location devoted to the growing and harvesting of crops, the raising of animals (including seafood), or both. Washing, trimming of outer leaves, and cooling of produce are considered part of harvesting. 

· Restaurants, i.e., facilities that prepare and sell food directly to consumers for immediate consumption. Note: Facilities that provide food to interstate conveyances, such as commercial aircraft, or central kitchens that do not prepare and serve food directly to consumers are not restaurants for purposes of the rule. 

· Retail food establishments (e.g., groceries, delis, and roadside stands) that sell food directly to consumers as their primary function, meaning that annual sales directly to consumers are of greater dollar value than annual sales to other buyers. If your establishment manufactures/processes, packs, or holds food and your primary function is to sell food (including food that you manufacture/process) directly to consumers from that establishment, yours is a retail food establishment and you are not required to register. 

· Transport vehicles that hold food only in the usual course of their business as carriers. 

How Do I Register?
Facilities can register online, by completing a paper form, or submitting to FDA a CD-ROM with relevant registration information. There is no fee for registration or for updates of any registration. FDA expects that if you have all the necessary information ready, filling out the online form should take about 15 minutes. The agency estimates that gathering the information and filing it could take about two hours.

Registrants must use Form 3537 to register or update a registration. Facilities may register online 24 hours a day, seven days a week at https://www.access.fda.gov.
Although administrative personnel at FDA may help you to prepare the registration, you (or the person you designate as being in charge of submitting your facility's registration) must certify that the information included in the registration is true and accurate.

FDA encourages electronic registration, but if you cannot, you can get a paper form from FDA by calling +1 (800) 216-7331 or by mailing a request to:

U.S.Food and Drug Administration
HFS-681
5600 Fishers Lane
Rockville MD 20857
USA

When the form has been filled out completely and legibly, it should be mailed to the above address or faxed to +1 (301) 210-0247.

How Do I Register Multiple Facilities?
In creating the electronic forms, FDA included easy ways to register multiple facilities. If you do not have access to the Internet, FDA will accept multiple registrations submitted in CD-ROM format ISO 9660 (CD-R or CD-RW) data format. These files must be submitted on a Portable Document Format (PDF) of Form 3537 and be accompanied by one signed copy of the certification statement that appears on the registration form.

Each submission on the CD-ROM must use the same preferred mailing address in the appropriate block on Form 3537.

There is no maximum number of registrations that may be submitted in this manner. However, each registration on a CD-ROM must have a unique file name up to 32 characters long, the first part of which may be used to identify the parent company. If the information does not conform to these specifications, FDA will not process the registration(s) and will return the CD-ROM for correction. FDA will process CD-ROM submissions along with mailed and faxed submissions in the order received.

What Do I Include in the Registration?
FDA requires some information on the registrations, and it requests that facilities provide optional information. According to FDA, the optional information will help the agency communicate more effectively with facilities that may be the target of an actual or potential terrorist threat or other food-related emergency.

Required information for all facilities:
· Name, address, and phone number for the facility and its parent company (if applicable) 

· Name, address, and phone number of the owner, operator, or agent in charge 

· All trade names the facility uses 

· Applicable food product categories as identified in FDA's regulation, 21 CFR 170.3 

· A statement certifying that the information submitted is true and accurate and that the person submitting the registration, if not the owner, operator, or agent in charge, is authorized to submit the registration 

Additional required information for foreign facilities:

· Name, address, and phone number of its U.S. agent 

· Emergency contact phone number for its U.S. agent unless the facility designates another person to serve as the emergency contact 

Additional required information for U.S. facilities:

· Emergency contact phone number 

Optional information for all facilities:

· Preferred mailing address (if different from facility address) 

· Seasonal operation dates 

· Type of activity conducted at the facility (e.g., storage, repacking, packing) 

· Type of storage (e.g., ambient, refrigerated, frozen) 

What Do I Do If Information Changes?

When a required element of registration information changes, you must update the registration within 60 days. FDA has deleted the requirement to update optional information previously submitted, but encourages facilities to do so voluntarily.

When ownership changes hands, the former owner must cancel the facility's registration within 60 days (using Form 3537a), and the new owner must re-register the facility using Form 3537. Both cancellation and re-registration may be completed through the Internet or through the paper process.

When a facility goes out of business, its registration must be canceled using Form 3537a.
These forms are available by contacting the FDA at the Internet or mail addresses above.
Help with Registration

These phone numbers are staffed on business days 7:00 a.m. until 11:00 p.m. U.S. Eastern Time. For assistance from FDA with online registration:

· In the U.S/Canada
 call +1 (800) 216-7331 or +1 (301) 575-0156 

· From elsewhere call +1 (301) 575-0156 

· Fax questions to +1 (301) 210-0247 

· E-mail questions to mfurls@fda.gov
  

Data Security

Neither the list of registered facilities, any registration documents submitted under this regulation, nor any information derived from the list or the documents that would reveal the identity or location of a specific registered person is subject to disclosure under the Freedom of Information Act (FOIA).

Consequences of Failure to Register

If you fail to register (if you are required to do so), to update required elements, or to cancel registration as required, it is a prohibited act under the U.S. Federal Food, Drug, and Cosmetic Act. The U.S. government can bring a civil action to ask a federal court to enjoin persons who commit a prohibited act, or it can bring a criminal action in federal court to prosecute persons who are responsible for the commission of a prohibited act.

If a foreign facility is required to register but fails to do so, food from that foreign facility that is offered for import into the U.S. is subject to being held within the port of entry for the article unless otherwise directed by FDA or the Bureau of Customs and Border Protection.

FDA plans to issue enforcement guidance regarding the agency's policies regarding refusals of imported food or holds of imported food. This guidance will be available to the public, and FDA will publish a notice of its availability in the Federal Register.

FDA will actively consider discretion in the enforcement of this rule while at the same time ensuring public health protection. Because some may need assistance in understanding the rule's requirements and how to comply, and for other reasons, FDA indicated that for the initial months following the effective date, it intends to use a policy that emphasizes assisting covered entities in understanding the rules and compliance.

Summary of Prior Notice Regulations

The FDA must be notified prior to arrival of imported food, unless it is for personal use or already subject to USDA’s jurisdiction.
Why Is This Regulation Necessary?

In the event of a credible threat for a specific product or a specific manufacturer/processor, for example, FDA will be able to mobilize and assist in the detention and removal of products that may be a serious health threat.

Selected Definitions and Significant Changes from the Proposed Rule

FDA Country of Production: For an article of food that is in its natural state, it is the country where the article of food was grown, including harvested or collected and readied for shipment to the United States. If an article of food that is in its natural state was grown, including harvested or collected and readied for shipment, in a Territory, the FDA Country of Production is the United States.

For an article of food that is no longer in its natural state, it is the country where the article was made; except that, if an article of food is made from wild fish, including seafood, aboard a vessel, the FDA Country of Production is the country in which the vessel is registered. If an article of food that is no longer in its natural state was made in a Territory, the FDA Country of Production is the United States.

To avoid confusion between FDA’s prior notice requirements and CBP requirements, the interim final rule uses the term “FDA Country of Production” instead of the term “originating country” or “country from which the article originates.” “FDA Country of Production” is already familiar to customs brokers and self-filers using ABI/ACS interface with OASIS.

Food: fruits and vegetables; not food contact substances and pesticides
Grower: a person who engages in growing and harvesting or collecting crops (including botanicals), raising animals (including fish, which includes seafood), or both
Natural state: No longer in its natural state means that an article of food has been made from one or more ingredients or synthesized, prepared, treated, modified, or manipulated. Examples of activities that render food no longer in its natural state are cutting, peeling, trimming, washing, waxing, cooking, cooling, pasteurizing, homogenizing, extracting juice, labeling, or packaging. Crops that have been cleaned (e.g., dusted, washed), trimmed, or cooled attendant to harvest or collection or treated against pests, waxed, or polished are still in their natural state for purposes of this subpart.

Port of arrival: the water, air, or land port at which the article of food first arrives in the United States
This port may be different than the port where consumption or warehouse entry or foreign trade zone admission documentation is presented to CBP.

Shipper: the owner or exporter of the article of food who consigns and ships the article from a foreign country to the United States
Timing of prior notice submission: The timing has changed significantly from the proposed rule, which was “noon the day before,” and is tied to mode of transportation.

Updates and amendments: Because the timing for prior notice submissions has been greatly reduced from the proposal, FDA eliminated updates and amendments as proposed. If certain information changes, you must file a new prior notice.

Does the Prior Notice Rule Apply to My Products?
Prior notice applies to food for humans and other animals that is imported or offered for import into the United States, including fruits and vegetables. Prior notice is required for food for use, storage, or distribution in the United States, and includes gifts, trade samples, and quality assurance/quality control samples, food for transshipment through the United States to another country, food for future export, and food for use in a U.S. Foreign Trade Zone.

Foods that are excluded from the prior notice requirement are:

· Food carried by or otherwise accompanying an individual arriving in the United States for that individual’s personal use (i.e., for consumption by themselves, family, or friends and not for sale or other distribution) 

· Food that is exported without leaving the port of arrival until export 

· Meat food products, poultry products, and egg products that are subject to the exclusive jurisdiction of the U.S. Department of Agriculture (USDA) 

· Food that was made by an individual in his/her personal residence and sent by that individual as a personal gift (i.e., for non-business reasons) to an individual in the United States 

How Do I Submit Prior Notice?
Any individual with knowledge of the required information may submit the prior notice, including, but not limited to, brokers, importers, and U.S. agents.

Most of the prior notice information required by the interim final rule is data already usually provided by importers or brokers to the Bureau of Customs and Border Protection (CBP) when foods arrive in the United States. Now, the Bioterrorism Act requires that this information also be provided to FDA in advance of an imported food’s arrival to the United States.

FDA will use this information in advance of the arrival to review, evaluate, and assess the information, and determine whether to inspect the imported food. FDA and CBP have collaborated on the implementation of this rule. Nearly all of the current imported food shipments can comply by using CBP’s Automated Broker Interface of the Automated Commercial System (ABI/ACS). Prior notice can be submitted either through ABI/ACS or FDA’s Prior Notice (PN) System Interface. 
ABI/ACS is online at http://www.cbp.gov/xp/cgov/import/operations_support/automated_systems/acs/acs_abi_contact_info.xml
PN System Interface is online at http://www.cfsan.fda.gov/~pn/pnoview.html

Prior notice must be submitted electronically in English. FDA estimates 90% of prior notice of imported food shipments submissions can be transmitted through ABI/ACS. Prior notice for international mail food shipments, other transaction types that cannot be made through ABI/ACS, or articles of food that have been refused admission under these prior notice rules must be submitted to the FDA PN System Interface.

If the ABI/ACS is not working, then prior notice must be submitted using the FDA PN System Interface. If the FDA PN System Interface does not appear to be working properly, the online Help Desk should be contacted first. If the system is not working, then the required prior notice information must be submitted by fax or e-mail. Contact information is posted on the FDA Web site at http://www.fda.gov.
When Do I File Prior Notice?
Prior notice must be received and confirmed electronically by FDA no more than 5 days before arrival and, as specified by the mode of transportation below, no fewer than:

· 2 hours before arrival by land by road 

· 4 hours before arrival by air or by land by rail 

· 8 hours before arrival by water 

· The time consistent with the timeframe established for the mode of transportation for an article of food carried by or otherwise accompanying an individual if it is subject to prior notice (the food must also be accompanied by the FDA confirmation) 

What Do I Include in Prior Notice?
· Identification of the submitter (and transmitter if different from the submitter): name, telephone and fax numbers, e-mail address, and firm name and address 

· Entry type and CBP identifier 

· Identification of the article of food, including complete FDA product code, the common or usual name or market name, the estimated quantity described from the smallest package size to the largest container, and the lot or code numbers or other identifier (if applicable) 

· Identification of the manufacturer 

· Identification of the grower, if known 

· FDA Country of Production 

· Identification of the shipper 

· Country from which the article of food is shipped 

· Anticipated arrival information: anticipated port of arrival and, if the anticipated port of arrival has more than one border crossing, the specific anticipated border crossing where the food will be brought into the United States; anticipated date on which the article of food will arrive at the anticipated port of arrival; and anticipated time of that arrival 

· Identification of the importer, owner, and ultimate consignee 

· Identification of the carrier and mode of transportation 

· Standard Carrier Abbreviation Code (SCAC) or International Air Transportation Association (IATA) code of the carrier which is, or will be, carrying the article of food from the country from which the article is shipped to the United States, or if codes are not applicable, then the name and country of the carrier 

· Planned shipment information, as applicable: 

· airway bill number(s) or bill of lading number(s) 

· vessel name and voyage number (if arriving by ocean)
· flight number (if arriving by air)
· trip number (if arriving by land)
· container number(s) (if arriving as containerized cargo)
· car number (if arriving by rail)
· license plate number and state or province (if arriving by privately owned vehicle)
· 6-digit Harmonized Tariff Schedule (HTS) code 

What Do I Do If Information Changes?
If any of the information except quantity, anticipated arrival information, or planned shipment information changes after you receive notice that FDA has confirmed your prior notice submission for review, you must resubmit prior notice unless the article of food will not be offered for import or imported into the United States.

If you submitted the prior notice via the FDA PN System Interface, you should cancel it via the FDA PN System Interface. If you submitted the prior notice via ABI/ACS, you should cancel it via ACS by requesting that CBP delete the entry.

How Do I Cancel Prior Notice?

If you submitted the prior notice via the FDA PN System Interface, you should cancel it via the FDA PN System Interface. If you submitted the prior notice via ABI/ACS, you should cancel it via ACS by requesting that CBP delete the entry.

How Do I Account for “Topped Off” Loads

The complete identity of each article of food is necessary for FDA to receive, review, and respond to the notice. The rule requires the estimated quantity of the article of food. FDA has significantly reduced the time required for submission of the prior notice before arrival. FDA has also revised the way information on quantity may be presented. FDA believes that both of these revisions will allow for timely submission of accurate information.

How Do I Account for Commingled Products?
FDA responded to comments that stated it is very difficult to identify a grower for commingled products and such identification is not a typical industry practice. In an example, the agency said tomatoes from two different growers are different articles of food offered for purposes of prior notice.

However, FDA has decided that if the identity of all growers is not known for an amount of raw agricultural product consolidated from more than one grower, the consolidator firm may be identified in the grower identity data field. FDA emphasizes that the submitter may opt to provide the name and address of the firm that has consolidated the articles of food from different growers or different growing locations only when the submitter does not know the identity of any of the growers of the consolidated food.

If the submitter knows the identity of any grower for consolidated foods, a separate prior notice must be submitted for each article of food represented by a known grower.

FDA cited the following examples:

· If consolidator X commingles tomatoes from five growers into one lot of 90 cartons and the submitter does not know the identities of any of those five growers, then the submitter may provide the identity of consolidator X. 

· If consolidator X commingles tomatoes from three growers (growers A, B, and C) into one lot of 90 cartons and, although the submitter knows the identities of the growers, none of the tomatoes can be associated with the grower (no grower specific identifier accompanies each carton), then the submitter may provide the identity of consolidator X. 

· If consolidator X commingles 30 cartons of tomatoes from grower A with 30 cartons of tomatoes from grower B and 30 cartons of tomatoes from grower C and the submitter knows the grower associated with each of those 30 carton lots, then each of those 30 carton lots represents an article of food and a separate prior notice must be submitted for each. 

· If consolidator X commingles 30 cartons of tomatoes from grower A with 60 cartons of tomatoes commingled from other growers and the submitter knows the identity of grower A, then that 30 carton lot can be identified by grower and represents an article of food. Two prior notices are required: The first prior notice would cover 30 cartons of tomatoes and must identify grower A; the second prior notice would cover the remaining 60 cartons, and the submitter may identify consolidator X. 

Confirmation Receipt of Prior Notice

FDA will issue a confirmation of prior notice to the transmitter upon successful receipt of the prior notice information. For a prior notice that is submitted through the ABI/ACS interface, the prior notice confirmation number together with a “PN received” message will be made available to the filer through the ACS/ABI interface. If prior notice is submitted through the FDA PN System Interface, then the transmitter will receive a confirmation online as soon as the submission is confirmed.

Confirmation means the information has been received and is facially
 complete. Subsequent system and manual review by FDA staff may result in inspection of the imported food upon arrival.

Mistakes in Filing

If the transmission fails the validation, it will be rejected and you will have an opportunity to make corrections. The FDA PN System Interface has “help” features and interactive feedback to assist the submitter and minimize spelling mistakes and omissions. In addition, the online Help Desk is staffed on business days from 7 a.m. until 11 p.m. U.S. Eastern Time.

Food Refused Admission

The carrier will be notified if food is refused admission. It is up to the carrier to communicate the prior notice refusal to other persons or firms.

An article of food that has been refused under these rules shall be considered general order merchandise as described in section 490 of the Tariff Act of 1930, as amended, 19 U.S.C. 1490. Refused food must be moved under appropriate custodial bond. FDA must be notified of the location where the food has been or will be moved, within 24 hours of refusal. The refused food shall not be entered and shall not be delivered to any importer, owner, or ultimate consignee. The food must be taken directly to the designated location.

If an article of food that is refused is part of a shipment that contains articles of food that have not been placed under hold, the refused article of food may be segregated from the rest of the shipment. This segregation must take place within the port, of arrival or where the article is held, if different. FDA or CBP may supervise segregation. If FDA or CBP determines that supervision is necessary, segregation must not take place without supervision.

Neither FDA nor CBP are liable for transportation, storage, or other expenses resulting from refusal.

An article of food that has been refused under these rules may be exported with CBP concurrence and under CBP supervision unless it is seized or administratively detained by FDA or CBP under other authority. If an article of food that has been refused admission is exported, the prior notice should be canceled within five business days of exportation.

If an article of food is refused under these rules and no prior notice is submitted or resubmitted, no request for FDA review is submitted in a timely fashion, or export has not occurred, the article of food will be dealt with as set forth in CBP regulations relating to general order merchandise, except that the article may only be sold for export or destroyed as agreed to by CBP and FDA.

Importing or offering for import into the United States of an article of food in violation of the requirements of these rules is a prohibited act, and:

· The United States can bring a civil action in federal court to enjoin persons who commit a prohibited act.

· The United States can bring a criminal action in federal court to prosecute persons who are responsible for the commission of a prohibited act.

· FDA can seek debarment of any person who has been convicted of a felony relating to importation of food into the United States or any person who has engaged in a pattern of importing or offering adulterated food that presents a threat of serious adverse health consequences or death to humans or animals. 

Food Refused for Inadequate Prior Notice

The prior notice for food that has been refused for inadequate prior notice also must include the port of arrival, the location where the refused food is being held, the date it arrived or will arrive at that location, and the identification of the contact person at that location.

Impact of Refusal/Holding on the Quality of Fresh Produce

FDA expects that the changes in the interim final rule, in particular the shortened timeframes, will mean fewer refusals. In addition, since FDA will make every effort to review prior notices for refused articles within these same timeframes, those responsible for submitting prior notice have the ability to have the refusal removed in a matter of a few hours. This, too, significantly reduces the impact of the interim final rule on perishables. Finally, FDA also intends to provide guidance to its staff on implementing and enforcing the prior notice requirements, both during the initial transition period and after that period ends. FDA agrees that appropriate storage and holding conditions must be considered for perishable and frozen foods refused for inadequate prior notice.

Information for the Carrier

To make it easier for the carrier or individual at the port, the carrier should have a copy of the confirmation, which includes a prior notice confirmation number in his/her possession. For international mail packages, the Prior Notice Confirmation Number must accompany the package. For food carried by or otherwise accompanying an individual arriving in the United States, the Prior Notice Confirmation Number must accompany the food.

Help with Filing Prior Notice
Help will be available on business days from 7 a.m. until 11 p.m. U.S. Eastern Time. For technical assistance in submitting prior notice:

· For the United States
, call +1 (800) 216-7331 or +1 (301) 575-0156 

· From all other countries and locations, call +1 (301) 575-0156 

· Send a fax to +1 (301) 210-0247 

· E-mail requests for assistance to furls@fda.gov
 

For help with ABI/ACS transmission, contact your CBP client representative.

Consequences of Inadequate or Inaccurate Prior Notice

If you submit no prior notice or your prior notice is inaccurate, the food can be refused admission.

If an article of food is refused, unless CBP concurrence is obtained for export and the article is immediately exported from the port of arrival under CBP supervision, it must be held within the port of entry for the article unless directed by CBP or FDA.

If your prior notice has been submitted and confirmed by FDA for review, but the full time that applies under the rules has not elapsed when the article of food arrives, the food is subject to refusal of admission, unless FDA has already reviewed the prior notice, determined its response to the prior notice, and advised CBP of that response.

FDA will provide its staff with enforcement guidance containing the agency’s policies on injunctions, prosecution, and debarment related to failure to provide timely and accurate prior notice, as well as the agency’s policies regarding refusals under § 801(m)(1) and holds under § 801(l).

FDA intends to include a transition period in this guidance, during which it will emphasize education to achieve compliance. While FDA will nonetheless be authorized to take various types of enforcement action for violations of the prior notice requirements, this planned transition period will allow FDA to focus its resources on the most appropriate circumstances. FDA also intends to provide guidance to its staff on enforcing the prior notice requirements after a transition period. FDA’s guidance documents will be available to the public, and FDA will publish a notice of availability in the Federal Register.

Enforcement

FDA will actively consider the exercise of its discretion in the enforcement of the prior notice interim final rule while at the same time ensuring public health protection, both during initial implementation of the interim final rule and thereafter.

FDA plans training in new or revised procedures for its field personnel, as well as CBP field personnel. FDA will also provide guidance on enforcement to its staff containing the agency’s policies on injunctions, prosecution, and debarment related to failure to provide timely and accurate prior notice, as well as the agency’s policies regarding refusals under these rules.

Summary of Administrative Detention Rules

Administrative detention allows the FDA to hold food if there is credible evidence that it is a threat to public health. 
Significant Changes from the Proposed Rule

FDA has made several changes to the proposed administrative detention rule. Some of the significant changes are as follows:

· The detention order must include an additional piece of information—the name of the authorized FDA representative who approved the order. 

· Any requested hearing will be held within two calendar days after the date the appeal has been filed for both perishable foods and nonperishable foods. 

· The final rule alters informal hearing procedures—the presiding officer must issue a written report of the hearing and include a proposed decision with a statement of reasons. The hearing participant may then review the report and suggest changes within four hours of the issuance of the report. 

· The final rule clarifies what constitutes the administrative record and record of the administrative proceeding. 

· FDA changed the term “limited conditional release” to “modification of a detention order” because Customs has a different meaning for “limited conditional release.” 

· The proposed rule prohibited delivery of detained food to another entity under the execution of a bond. Due to potential misinterpretation, the final rule clarifies that the detained article may be moved to a storage facility that is under a customs bond when the bond is required by Customs law and regulation. 

Does Administrative Detention Apply to My Products?

Administrative detention applies to food for humans and other animals that is imported or offered for import into the United States, including fruits and vegetables. For purposes of this rule, “food” does not include food contact substances or pesticides.

What Is the “Credible Evidence or Information” Standard?
To order an administrative detention, an officer or qualified FDA employee must have credible evidence or information indicating that an article of food presents a threat of serious adverse health consequences or death to humans or animals. FDA believes the standard should be applied on a case-by-case basis without further enumerating what constitutes credible evidence or information within the regulation. The rule suggests that in applying the standard to administrative detention, FDA may consider a number of factors, e.g., reliability, reasonableness, and the totality of the facts and circumstances.

How is the Detention Order Issued?

Authorized representatives must approve the detention order. If prior written approval of a detention order is not possible, prior oral approval must be obtained and confirmed in writing as soon as possible.

FDA must issue the detention order to the owner, operator, or agent in charge of the place where the article of food to be detained is located. FDA must also provide a copy of the detention order to the owner of the article of food, if the owner’s identity can be readily determined. This provision would subject common carriers of articles of food to the administrative detention provisions if the article is on the carrier. In such cases, if FDA issues a detention order for an article of food located in a vehicle or other carrier used to transport the detained article, the Agency must provide a copy of the detention order to the shipper of record and the owner and operator of the vehicle or other carrier, if their identities can be readily determined.

FDA must issue detention orders in writing, and they must be signed by the officer or qualified FDA employee who has credible evidence or information that the article of food presents a threat of serious adverse health consequences or death to humans or animals. The written detention order will serve as notice of the detention and provides notice that the persons with ownership rights in the detained article have the right to request an informal hearing.

In particular, the detention order must include the following information:

· Detention order number 

· Date and hour of the detention order 

· Identification of the detained food 

· Period of the detention 

· A statement that the article of food identified in the order is detained for the period shown 

· A brief, general statement of the reasons for the detention 

· The address and location where the article of food is to be detained and the appropriate storage conditions 

· Any applicable conditions of transportation of the detained article of food 

· A statement that the article of food is not to be consumed, moved, altered, or tampered with in any manner during the detention period, unless subject to a request for modification of a detention order 

· The text of section 304(h) of the FD&C Act and 21 C.F.R. §§ 1.401 and 1.402 

· A statement that nay informal hearing on appeal of a detention order must be conducted as a regulatory hearing under 21 C.F.R. Part 16, with certain exceptions described in proposed 21 C.F.R. § 1.403 

· The mailing address, telephone number, e-mail address, and fax number of the FDA district office, and the name of the FDA District Director in whose district the detained article of food is located 

· A statement indicating the manner in which approval of the detention order was obtained, i.e., orally or in writing 

· The name and title of the authorized FDA representative who approved the detention order 

How is the Detention Order Terminated?

If FDA decides to terminate a detention order or the detention period expires, an authorized FDA representative will issue a detention termination notice releasing the detained article of food. If FDA fails to issue a termination notice and the detention period expires, the detention order is considered terminated.

How Long Can Product Be Detained?
The period of administrative detention must be a “reasonable period” and cannot exceed 20 calendar days after the date the detention order is issued. However, FDA may detain the food for an additional 10 calendar days if necessary to institute a seizure or injunction action. The authorized FDA representative may approve the additional 10 days at the time the detention order is issued, or at any time during the initial 20-day detention period, by amending the detention order. However, in no case may the entire detention period exceed 30 calendar days total. FDA intends to act as expeditiously as possible to resolve all issues involved with administrative detentions.

Where and Under What Conditions Will Detained Food Be Held?
Detained food must be held in the location and under the conditions specified by FDA in the detention order. If FDA determines movement of the detained article is necessary, the article must then be moved to a secure facility. This determination will depend in part on whether FDA believes there is danger of the detained article entering the stream of commerce. In addition, the rule notes that there may also be situations in which FDA relocates the detained article of food to a secure facility, e.g., in situations where FDA is not confident that the parties involved will adhere to the detention order.

The owner, importer, or consignee must make a “request for modification of a detention order” before they may move the detained article of food to a secure facility. The person in charge of removing the detained article to a secure facility must ensure that any required tags or labels accompany the article during and after movement to the secure facility.

Delivery, Transfer, and Conditional Release of Detained Food

The detained article of food may not be delivered to any of its importers, owners, or consignees. However, a detained article is not prohibited from being moved to a secured facility under an appropriate customs bond, which is required by Customs laws and/or regulations.

Unless a request for modification of a detention order has been made, the detained article may not be transferred within or from the place where it has been detained, or from the place to which it was moved, until it is released by an authorized FDA representative or until the detention period expires, whichever occurs first.

Authorized FDA representatives may approve a request for modification of a detention order for any of the following purposes:

· To destroy the article of food 

· To move the detained article of food to a secure facility as described in the detention order 

· To maintain or preserve the integrity or quality of the detained article of food 

· For any other purpose that the authorized FDA representative believes to be appropriate in that case
FDA makes clear that requests for modification of detention orders will be considered only in rare circumstances, and only for the purposes set forth in the rule. The Agency believes that it will not issue request for modification of detention orders frequently because of the likelihood that any further movement of the article of food will increase the risk of inappropriate or unauthorized movement of the article into commerce.

Requests for modification of a detention order must be submitted in writing to the authorized FDA representative who approved the detention order. The request must state the following:

· Reasons for movement 

· Exact address of and location in the new facility (or new location within the same facility) where the detained article of food will be transferred 

· Explanation of how the new address and/or location will be secure, if FDA has directed that the article of food be detained in a secure facility 

· Explanation of how the article of food will be held under any applicable conditions described in the detention order 

Labeling and Marking Requirements

The officer or qualified FDA employee who issues the detention order is allowed to mark or label the detained article of food with official FDA labels or tags that include the following information:

· A statement that the article of food is being administratively detained by FDA 

· The detention order number, the date and hour of the order, the detention period, and the name of the officer or FDA employee who issued the detention order 

· A statement that the article of food must not be consumed, moved, altered, or tampered with in any manner for the period shown, without the written permission of an authorized FDA representative 

· A statement that the violation of a detention order or the removal or alteration of the tag or label is a prohibited act under section 301 of the FD&C Act punishable by fine or imprisonment or both 

Any label or mark of detention will be attached to the article of food as appropriate given the circumstances. For example, in some cases, the mark or label may be attached to the food container, while in other situations, the mark may be attached to a packing container, or the accompanying documents where the Agency cannot mark or label the food container or packing container. When the detention period ends, FDA will remove, or authorize the removal of, the tags or labels. As such, FDA does not expect the proposed labeling and marking will impair the future ability to distribute or market the article of food.

Will FDA Expedite Procedures for Perishable Food?

Under the procedure outlined in the rule, FDA would send the seizure recommendation for “perishable food” (as defined in the rule) to the Department of Justice (DOJ) within 4 calendar days after issuance of the detention order, unless there are extenuating circumstances.

FDA has explained that extenuating circumstances could include, but are not limited to, instances when the results of confirmatory testing or other evidentiary development require more than 4 calendar days to complete.

How Do I Appeal a Detention Order?
Any person who is entitled to be a claimant for a detained article of food may appeal a detention order. The appeal must be submitted in writing to the FDA District Director in whose district the detained article of food is located.

If the detained article of food is perishable, the appeal and request for a hearing must be filed within 2 calendar days of receipt of the detention order. If the article of food is nonperishable, a notice of intent to request a hearing must be filed within 4 calendar days of receipt of the detention order. An appeal for nonperishable foods may be filed, if it does not request a hearing, within 10 calendar days of receipt of the detention order.

Regardless of whether the detained article of food is perishable or nonperishable, the hearing will be held within 2 calendar days after the date the appeal is filed. Timeframes are necessary to ensure that FDA can adhere to the statutory requirement to issue a decision on appeal within 5 calendar days after the appeal is filed, at which time the detention order will be confirmed or terminated. Under the rule, the appeals process will terminate if FDA institutes a seizure or injunction action regarding the detained article of food.

The final rule revises the procedure applicable to informal hearings. The presiding officer must issue a written report of the hearing that includes a proposed decision explaining the reasoning behind the decision. In addition, all written materials presented at the hearing will be attached to the report. The hearing participant may review this report and suggest changes within 4 hours of the report’s issuance. The presiding officer will then issue the final agency decision. Confirmation of a detention order by FDA’s presiding officer is considered final agency action.

The final rule also clarifies the components of the administrative record and the record of the administrative proceeding. The presiding officer’s report of the hearing and comments by participants are part of the administrative record. The administrative record of an informal hearing consists of the exclusive record for the presiding officer’s final decision. For purposes of judicial review, the record of the administrative proceeding includes the record of the hearing and the presiding officer’s final decision.

The FDA Regional Food and Drug Director (RFDD), or other official senior to a District Director, must act as the presiding officer for an informal hearing and for an appeal of a detention order. The presiding officer, whether it is the RFDD or other official senior to a District Director, would then issue the decision on appeal. The presiding officer must issue a decision confirming or terminating the detention order within 5 calendar days after the appeal is filed.

If FDA fails to provide a hearing, or fails to terminate or confirm the detention order within the 5-day period following filing of an appeal, the detention order is deemed terminated.

The rule also allows for the appeal of a detention order without a request for an informal hearing. Where an appeal is made without a request for a hearing, the presiding officer is still required to issue a decision confirming or terminating the detention order within 5 calendar days of the date the appeal is filed. If a decision is not issued within 5 days, the detention order is deemed terminated.

Consistent with responding to bioterrorist threats, FDA expects that there may be instances where the credible evidence or information supporting a detention order consists of classified information. As such, the rule provides that FDA will not release classified information. However, in the interest of providing a fair, expeditious, and impartial hearing, the presiding officer will provide notice of the general nature of the information and an opportunity to offer opposing evidence or information, if this may be done in a manner consistent with safeguarding both the information and the source. If classified information was used to support the detention, confirmation of the detention will state whether it is based in whole or in part on that classified information.
What Is the Scope of FDA’s Detention Authority?

FDA asserted that its administrative detention authority is not limited to situations involving intentional adulteration because threats of serious adverse health consequences may arise from unintended situations. In addition, FDA interprets its administrative detention authority to reach beyond the scope of the language prescribed in the Bioterrorism Act. For example, even if the food has been voluntarily recalled, if FDA believes the food may re-enter commerce, FDA may administratively detain the recalled article of food.

Summary of Records Establishment and Maintenance Rule

Most commercial facilities, except farms and restaurants, that process, pack, transport, or hold food must maintain records that identify links in the supply chain.
Why Is This Regulation Necessary?

The records required to be established and maintained are those that are needed by FDA to identify the immediate previous sources and immediate subsequent recipients of food in order to address credible threats of serious adverse health consequences or death to humans or animals. The records are required regardless of whether the food enters interstate commerce.

Significant Changes from the Proposed Rule

The draft guidance states that FDA has the authority to access some or all records that must be kept as well as any other appropriate records maintained. The records may be related to the manufacture, processing, packing, transporting, distribution, receipt, holding, or importation of food. FDA does not have the authority to access recipes for food, financial data, pricing data, personnel data, research data, or sales data other than shipment data regarding sales and records from farms and restaurants.

FDA has omitted the requirement for including the name of a responsible individual in commercial transactions. FDA understands that individuals change jobs frequently and will probably not be available when FDA attempts traceback. FDA may also use the emergency contact person provided when facilities register as a contact person for recordkeeping purposes.

Definitions

Farm: a facility in one general physical location devoted to the growing and harvesting of crops, the raising of animals (including seafood), or both
The definition includes facilities that pack or hold food, as long as all the food used in those activities is grown or raised on that farm, or is consumed on that farm (or another farm under the same ownership). Examples of packing or holding include sorting, grading, wrapping, boxing harvested food for the sole purpose of transporting the food off the farm, and placing stickers on produce grown or consumed on a farm. Washing, trimming of outer leaves, and cooling of produce are considered part of harvesting under the farm definition.

In addition, the definition includes facilities that manufacture or process food provided that all the food used in such activities is consumed on that farm (or on another farm under the same ownership). Some examples of manufacturing/processing set forth in the rule include cutting, peeling, trimming, washing, waxing, milling, and grinding. A farm that places a raw agricultural commodity into containers (such as clamshells, baskets, mesh bags, or plastic bags) is not manufacturing/processing but more like packing, even if the containers are received by consumers. FDA considers application of a pesticide to be an integral part of growing and harvesting crops, so this activity comes under the definition of farm.

Restaurant: a facility that prepares and sells food directly to consumers for immediate consumption
Immediate consumption includes activities such as selling food to a consumer that will be consumed at a later time, if the food is capable of being consumed without further preparation or processing (i.e., take home for later consumption). Restaurants qualify for the exemption if at least 90% of their sales are to consumers for immediate consumption. This takes into account the fact that many restaurants have small packaged goods gift shop areas that sell food. Restaurants include cafeterias, fast food establishments, food stands, catering facilities, and hospital kitchens. Facilities that provide food to airplanes, passenger trains, and cruise ships rather than directly to consumers are not considered restaurants. Facilities that provide food to interstate conveyances, central kitchens, and other similar facilities that do not prepare and serve food directly to consumers are not considered restaurants.

Nontransporter: an entity that owns food or who holds, processes, packs, imports, receives, or distributes food for purposes other than transportation
Transporter: an entity that has possession, custody, or control of an article of food for the sole purpose of transporting the food, whether by road, rail, water, or air
Transporters also include foreign entities that transport food into the United States even if they do not have possession, custody, or control of the food for the sole purpose of transporting the food. So, if a foreign manufacturer transports its own food it is considered a transporter.

Nontransporter immediate previous source: an entity that last had food before transferring it to another nontransporter
Nontransporter immediate subsequent recipient: a nontransporter that acquires food from another nontransporter
The rule also requires nontransporters to keep records of the transporters they receive food from and send food with. As a result, nontransporters must keep records on both transporters and nontransporters for both the previous source and subsequent recipient.

Transporter immediate previous source: another transporter or a nontransporter from whom a transporter received food
Transporter immediate subsequent source: another transporter or a nontransporter to whom a transporter delivered food
Recipe: the formula (including ingredients, quantities, and instructions) necessary to manufacture a food product
FDA does not have access to recipes, but FDA does have access to the list of ingredients used to manufacture a product; this is not alone considered a recipe. FDA stresses that it is critical to have access to the ingredients and the source of the ingredients of food.

Am I Covered By this Rule?

You are covered by the recordkeeping rule if you –

· Manufacture, process, pack, transport, distribute, receive, hold, or import food within the United States (including food intended for export) 

· Are a foreign facility that transports food for animal or human consumption in the United States 

· Are a retail food establishment that distributes food to non-consumers (immediate subsequent recipient information only required if reasonably available) 

· Place food directly in contact with its finished container (you must maintain records as to the finished container that directly contacts the food) 

You are excluded entirely from the recordkeeping rule if you –

· Are a farm or restaurant 

· Manufacture, process, pack, transport, distribute, receive, hold, or import food that is regulated exclusively by USDA 

· Manufacture, process, pack, transport, distribute, receive, hold, or import food for personal consumption 

· Manufacture, process, pack, transport, distribute, receive, hold, or import packaging (outer packaging of food that bears the label and does not contact the food) 

· Manufacture, process, pack, distribute, receive, hold, or import food outside of the United States (unless you transport food into the United States) 

· Receive or hold food on behalf of specific individual consumers who are not party to the transaction and who are not in the business of distributing food (e.g., hotel concierge, reception desk in residential or office building) 

· Manufacture, process, pack, transport, distribute, receive, hold, or import food samples for quality assurance, research, or analysis purposes when the food is not for consumption 

You are excluded from the recordkeeping requirements but must adhere to record availability requirements if you –

· Are a fishing vessel not involved with processing 

· Are a retail food establishment that distributes to non-consumers with 10 or fewer full-time employees 

· Are a nonprofit food establishment 

· Manufacture, process, pack, transport, distribute, receive, hold, or import food contact substances other than the food container that directly contacts food 

· Manufacture, process, pack, transport, distribute, receive, hold, or import the finished container that directly contacts food as to the finished container 

The final rule does not limit recordkeeping requirements to food that is intended for consumption in the United States. If you handle food in the United States but export the food for consumption abroad, you must also establish and maintain records. FDA felt that food intended for export could be easily diverted into domestic commerce and not everyone in the supply chain may know whether the food is intended for consumption in the United States or for export. FDA felt that exempting food for export would provide a hole in tracing investigations and a potential target for terrorist activity.

Retail food establishments that distribute food to non-consumers are subject to recordkeeping requirements, but the final rule clarifies that they only have to establish and maintain records of non-consumer immediate subsequent recipients if the information is reasonably available. Information is considered “reasonably available” if there is a system in place to capture the information. For example, information is reasonably available if the purchaser has a commercial account to which purchases are charged in an identifiable way.

Similar to the other bioterrorism rules, qualifying for one of the exclusions will not alleviate the necessity of complying with this rule if a non-exempt activity is also conducted at that location.

Record-keeping Required of the Nontransporter

The rule requires that companies be able to identify the source of each ingredient that was used to make every lot of finished product, so that incoming ingredients can be linked to the outgoing finished products. FDA is aware that it is common practice to commingle ingredients from different sources and acknowledges that requiring dedicated supplier storage would involve substantial costs. FDA understands that as a result of commingling, in many instances a manufacturer may only be able to identify all potential sources that could have provided an ingredient, rather than provide the identity of the actual supplier.

Therefore, you are required to capture the information reasonably available to you to link the finished products with the immediate previous source of each of the food products or ingredients used to make the finished product. Information is considered “reasonably available” if there is a system in place to capture the information. For example, if a cookie manufacturer uses flour from several suppliers and does not have a system in place to track which flour source is used in a particular lot of cookies, then the only information that is reasonably available is the identity of all potential suppliers — not the identity of the exact supplier whose flour was used to make the cookies.

The establishment and maintenance requirements to identify the immediate previous source and the immediate subsequent recipient are similar. In particular, the following information is required to identify the nontransporter and transporter immediate previous source and immediate subsequent recipient:

· Name of the firm, address, phone number, and if available fax number and e-mail address of the nontransporter immediate previous source or immediate subsequent recipient, whether domestic or foreign 

· An adequate description of the type of food received, to include the brand name and variety (FDA will allow the use of existing abbreviations or code systems to identify the variety if the abbreviations or codes can be deciphered following the agency’s request for the records) 

· The date the food was received (for immediate previous source) or released (for immediate subsequent recipient) 

· If you manufacture, process, or pack food, the lot or code number or other identifier of the food (if this information exists) 

· The quantity and how the food is packaged (e.g., 25 lb carton, 12 oz bottle) 

· Name of the firm, address, phone number, and if available the fax number and e-mail address of the transporters who transported the food to you or from you 

Record-keeping Required of the Transporter

Transporters have five ways to fulfill the recordkeeping requirements in the regulations. One major difference between the records that must be established and maintained by transporters as opposed to nontransporters is that there is no need for transporters to maintain information on lot/code numbers or other identifiers.

The first way transporter may comply with the recordkeeping rules is to establish and maintain the following records:

· Name of immediate previous source and immediate subsequent recipient 

· Origin and destination points 

· Date shipment received and date released 

· Number of packages 

· Description of freight 

· Route of movement during the time the food was transported 

· Transfer points through which the shipment moved 

The transporter may also elect to maintain the information currently required by the Department of Transportation’s Federal Motor Carrier Safety Administration (FMCSA) to comply with these recordkeeping requirements. Records that must be maintained include:

· Names of consignor and consignee 

· Origin and destination points 

· Date of shipment 

· Number of packages 

· Description of freight 

· Route of movement and name of each carrier participating in transportation 

· Transfer points through which shipment is moved 

A third way the transporter may satisfy the recordkeeping requirements is to maintain the information currently required by the Department of Transportation’s Surface Transportation Board (STB) of rail and water interstate transporters. Records to be maintained include:

· Date received 

· Received from 

· Consigned to 

· Destination 

· State of 

· Country of 

· Route 

· Delivering carrier 

· Car initial 

· Car number 

· Trailer initials/numbers 

· Container initials/number 

· Number of packages 

· Description of articles 

The transporter may also maintain the information required by the Warsaw Convention of International Air Transporters on air waybills. Records should include:

· Shipper’s name and address 

· Consignee’s name and address 

· Customs reference/status 

· Airport of departure and destination 

· First carrier 

· Description of goods 

Finally, the transporter may enter into an agreement with the nontransporter (either immediate previous source or immediate subsequent recipient) in the United States to establish and maintain the necessary records. The agreement between the transporter and the nontransporter must contain:

· Effective date 

· Printed names and signatures of authorized officials 

· Description of the records to be established and/or maintained 

· Provision for the records to be maintained in compliance with the regulations 

· Provisions that the records be made available to FDA 

· Acknowledgement that the nontransporter assumes legal responsibility 

· Provision that if the agreement is terminated responsibility for compliance with the recordkeeping requirements reverts back to the transporter. 

Please note that options two and three (based on the FMCSA and STB regulations) are only available to interstate transporters.

How Long Should I Retain Records?

The records required by the rule must be created when the food is received and released, unless the information is already in existing records. The record retention period depends on the food’s shelf life and whether you are a transporter or nontransporter.

The record retention period depends upon the status of the food when it is released to the immediate subsequent recipient regardless of what will become of the food. For example, if the food is released as a perishable food, such as fresh packed fruit, but is then processed into a nonperishable food, such as canned fruit, you should follow the record retention period for perishable foods because that is the form the food was in when released.

The periods of record retention are as follows:

	Category of Entity
	Shelf Life 
(Significant risk of spoilage, loss of value, or loss of palatability)
	Record Retention Period

	Nontransporter
	Within 60 days after date of receipt or release of the food
	6 months

	Nontransporter
	60 days to 6 months after date of receipt or release of the food
	1 year

	Nontransporter
	More than 6 months after date of receipt or release of the food (includes foods preserved by freezing, dehydrating, or in hermetically sealed containers)
	2 years

	Transporter
	Within 60 days after date of receipt or release of the food
	6 months

	Transporter
	More than 60 days after date of receipt or release of the food
	1 year


Where and How Should I Keep the Records?

The records may be maintained at any appropriate location where the records can be accessed in time to comply with the availability requirements. FDA stresses that there is no specified method of maintaining records. Any form or type of system may be used to comply with the rule and the information does not have to be kept in one set of records.

The regulations highlight that there is no need to duplicate existing records to comply with the bioterrorism recordkeeping rules. Examples of existing records include but are not limited to purchase orders, bills of lading, invoices, and shipping documents.

When requested in writing by FDA, records may be provided electronically, by facsimile, or by other appropriate means.

The records required to be established and maintained by the rule must be readily available for inspection and photocopying by FDA when the Agency has a reasonable belief that an article of food is adulterated and presents a threat of serious adverse health consequences or death to humans or animals. The records must be made available as soon as possible not to exceed 24 hours from the time of receipt of the official request.

If the FDA finds need to access records of a foreign transporter they will work with the relevant competent authorities in that country to do so.

Consequences of Failing to Establish or Maintain Records or Make Them Available to FDA

As set forth in the Bioterrorism Act, the failure to establish and maintain records in conformance with this rule is a prohibited act under section 301 of the FD&C Act. In addition, it is also a prohibited act to refuse to permit access to or verification or copying of any required record. It is also now a prohibited act for any person to use to his own advantage any information or to reveal any information acquired under the authority of section 414 of the FD&C Act.

By When Do I Need to Comply?
Firms that do not qualify as a small business must comply with these regulations within 12 months after the publication of the final rule, i.e., December 9, 2005.

Small businesses employing fewer than 500, but more than 10 full-time equivalent employees (FTEs), must comply with the regulations within 18 months after the publication of the final rule, i.e., June 9, 2006.

Very small businesses, defined as those employing 10 or fewer FTEs, must comply with the regulations within 24 months after the publication of the final rule, i.e., December 11, 2006.

The timeframes for compliance have been extended as compared to the timeframes set in the proposal.

Records do not have to be maintained for food ingredients received before the compliance date. However, records must be established and maintained for food that is released after the relevant compliance date. For example, in cases where food was received before the compliance date but released after the compliance date the person must record the identity of the immediate subsequent recipient of the food.
Conclusion and Recommendations
Consequences for noncompliance could range from delays in shipping your product to personal criminal liability. Although the FDA has indicated it will focus on education and guidance more than heavy-handed enforcement, PMA encourages you to be diligent in learning about and complying with these regulations thoroughly.

If you have not already done so, PMA suggests you take the following steps immediately.
· Determine which rules apply to your business. Carefully review the exceptions for each regulation. Contact the FDA if you are unsure.

· Designate a responsible party within your organization — and a U.S. agent if one is required for registration — for each element of compliance.

· Revise your emergency plans to account for the possibility of imported product being refused for faulty prior notice or detained due to credible threats.

· Gather the required information for registration and submit it at https://www.access.fda.gov. Review the information on a regular basis and update as needed (remember that changes must be filed within 60 days).

· Determine if your prior notice obligations can be met through your current data submission to ABI/ACS. If not, become familiar with the FDA PN System Interface.

· Ensure that your business procedures provide prior notice to the FDA in the appropriate time frame and confirmation of prior notice to your carrier at the port. 
· Audit your record-keeping system to ensure it complies with the regulation in terms of the type of information stored and the length of time it is kept.

· Review the FDA resources included in Appendix A for more information. If you have questions, contact the FDA or PMA.
Appendix A: More Resources

All of these links and more can be found at http://www.pma.com/BioterrorismAct.

Prior Notice

Compliance Policy Guide for Prior Notice
http://www.cfsan.fda.gov/~pn/cpgpn4.html
Fact Sheet on Prior Notice
http://www.cfsan.fda.gov/~dms/fsbtac13.html
Q&A: Prior Notice of Imported Foods
http://www.cfsan.fda.gov/~pn/pnqagui2.html
Submit Prior Notice of Imported Foods Online
xxxx

Interim Final Rule for Prior Notice
http://www.cfsan.fda.gov/~lrd/fr040202.html
Registration

Compliance Policy Guide for Registration
http://www.cfsan.fda.gov/~furls/cpgreg2.html
Fact Sheet on Registration of Food Facilities
http://www.cfsan.fda.gov/~dms/fsbtac12.html
Q&A: Registration of Food Facilities
http://www.cfsan.fda.gov/~dms/ffregui4.html
Submit Registration of Food Facilities Online
xxxx

Interim Final Rule Registration
http://www.cfsan.fda.gov/~lrd/fr03o10a.html
Administrative Detention

Fact Sheet on Administrative Detention
http://www.cfsan.fda.gov/~dms/fsbtac21.html
Final Rule for Administrative Detention
http://www.cfsan.fda.gov/~lrd/fr040604.html
Record-keeping

Fact Sheet on the Record-keeping Rule
http://www.cfsan.fda.gov/%7Edms/fsbtac23.html
Final Rule for Record-keeping
http://www.cfsan.fda.gov/~lrd/fr04d09a.html
Preventive Measures Guidance

For Importers and Filers
http://www.cfsan.fda.gov/~dms/secguid7.html
For Producers, Processors, and Transporters
http://www.cfsan.fda.gov/~dms/secguid6.html
For Retail Food Stores and Food Service Establishments
http://www.cfsan.fda.gov/~dms/secgui11.html
Legislation

The Bioterrorism Act of 2002
http://www.fda.gov/oc/bioterrorism/bioact.html
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