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MEMORANDUM FOR:
DIRECTORS, FIELD OPERATIONS

FROM:



Assistant Commissioner





Office of Field Operations

SUBJECT:



Procedures for Implementation of Enforced Compliance 





and Penalties for the Bioterrorism Act 

The Public Health Security and Bioterrorism Preparedness and Response Act of 2002, popularly known as the Bioterrorism Act (BTA), was signed into law on June 12, 2002.  The BTA is intended to protect the health and safety of the people of the United States from a potential terrorist attack on the nation’s food supply.  Under the requirements of the BTA, the Food and Drug Administration (FDA) must receive Prior Notice (PN) for all food imported or offered for import into the U.S.  Also foreign and domestic facilities that manufacture, process, pack or hold food for human or animal consumption in the U.S. must register with the FDA.  Any imported food products that are not in compliance with the PN requirements of the BTA may be held at either the Port of arrival or at a secure facility until such time that they are either brought into compliance with the BTA or exported from the U.S. or destroyed.  These requirements entered into force on December 12, 2003, through two Interim Final Rules published in the Federal Register on October 10, 2003.  

Due to the sweeping nature of the changes mandated by the BTA, FDA and 

U.S. Customs and Border Protection (CBP) agreed to an 8-month phase-in period.  The first phase lasted from December 12, 2003 to March 12, 2004.  During that phase, FDA and CBP focused their resources on educating the trade community to achieve compliance with the prior notice requirements.  The second phase of the BTA began on March 13, and concluded on June 3, 2004. Phase 3 began on June 4 and will last until August 12, 2004. The final phase will be FDA and CBP’s full enforcement of the provisions of the BTA, and will commence on August 13, 2004.
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The FDA Compliance Policy Guide (CPG) for FDA and CBP Staff identifies three categories of violations:

· Category 1 Violations - Available credible evidence or information, including information in the prior notice, if any, indicates the article presents a threat of serious adverse health consequences or death to humans and/or animals.

· Category 2 Violations - A violation which:

· Reflects a history of repeated conduct of a similar nature by a person who has been notified of such violations; or 

· Appears to be intentional or flagrant.

· Category 3 Violations - All violations other than those that fall within categories 1 or 2.

CBP will take the following actions to support compliance of the BTA.  These actions are progressive and provide an opportunity for violators to come into compliance without placing an unreasonable burden upon them.

Phase 2

During Phase 2, all types of Category 1 violations, as well as Category 2 violations involving the failure to provide prior notice could have been subject to the assessment of civil penalties.  Category 2 violations involving inaccurate or untimely prior notice, or imports from an unregistered facility, and all types of Category 3 violations, were subject to informed compliance efforts.  During Phase 2, CBP and the FDA were committed to pursuing informed compliance prior to the issuance of any BTA-related penalty action.  FDA provided information to CBP regarding those entities that failed to file PN data as required.  CBP issued informed compliance notices to those entities that the FDA identified as non-compliant. (A copy of the informed compliance notice is included as Attachment A.)

Phase 3 

As of June 4, 2004, CBP will move to Phase 3 of the BTA enforcement plan.  FDA will continue to notify CBP of violators who have committed BTA violations.  

Informed Compliance

Informed compliance will generally be offered to violators who commit a Category 3 violation involving inaccurate or untimely filing of PN, or importation from an unregistered facility.  Port Directors will issue informed compliance notices to violators.
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Enforced Compliance

CBP, in consultation with FDA, may assess civil monetary penalties for violation of 19 U.S.C. 1595a(b) against any party who aids or abets the importation of any merchandise contrary to law. 

The FDA Compliance Policy Guide for FDA and CBP Staff defines refusal as the following:

FDA, in consultation with CBP, may refuse admission of an article of food under section 801(m)(1) of the Act or place it under hold under section 801(l) of the Act for violations under sections 801(m) and 415 of the Act. If an article of food is refused or placed under hold under these provisions, 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. 21 CFR 1.283(a) and 1.285(a), (b).  For food that is carried by or otherwise accompanying an individual, and is refused, and if, before leaving the port, the individual does not arrange to have the food held at the port or exported, the article of food shall be destroyed. 21 CFR 1.283(b) and 1.285(h).  For food that arrives by international mail and is refused, if there is a return address, the parcel will be returned to sender stamped "No Prior Notice – FDA Refused." If there is no return address, or if FDA determines that the article of food in the parcel appears to present a hazard, FDA may dispose of or destroy the parcel. 21 CFR 1.283(e) and 1.285(k).

The Automated Commercial System has been programmed to reject ABI entries that are received for which no PN information is on file.  For non-ABI entries, the importer or

agent must provide a copy of the printout demonstrating that PN has been transmitted.  PN confirmation number may also be supplied by handwritten note on the import documents (e.g. manifest, invoice, bill of lading etc.)  If they are unable to do so, the port is to refuse admission to the shipment.

1)  All Category 1 violations, and Category 2 violations involving the failure to provide PN, will be subject to refusal of admission for the merchandise and possible civil monetary penalties. Any category 3 violations involving failure to provide prior notice will be subject to refusal of admission but will not be subject to civil monetary penalties. 

2)  Category 2 violations involving inaccurate or untimely prior notice or importation from unregistered facility will also be subject to civil monetary penalties, but will not be subject to refusal of admission.

In either of the above cases, Port Directors will initiate an Option 1 enforcement scheme, whereby the violator is offered the opportunity to pay.  The violator is not 
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required to accept this Option 1 settlement amount, but may petition for relief pursuant to 19 CFR Part 171.  If Option 1 settlement amount is not accepted and the violator fails to show that the violation did not occur, or that it occurred solely because of Government error, the violator will have to pay an amount that is higher than the Option 1 amount in order to settle the case.

Phase 4
Phase 4 will mark the completion of the BTA enforcement implementation plan.  Phase 4 will take effect August 13, 2004.  All violations, regardless of category or type, may be subject to civil monetary penalties, and the associated merchandise will be refused admission into the U.S.

Copies of this memorandum should be made available to Port Directors; Assistant Port Directors, Trade; Import and Entry Specialists; Inspectors; importers, Brokers and other interested parties.

If you have questions regarding this memorandum, please contact the Director, Special Trade Enforcement Division, at (202) 927-0300.

Jayson P. Ahern

Attachments 
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TO

:
Assistant Commissioner 




Office of Field Operations

FROM

:
Acting Assistant Commissioner




Office of Regulations and Rulings

SUBJECT
:
Penalty Assessment and Mitigation Guidelines;

Prior Notice Under Bioterrorism Act (21 USC 381(m) and 19 USC 1595a(b))

Pursuant to section 307 of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the Act), which can be found at 21 USC 381(m), the U.S. Food and Drug Administration (FDA) is required to receive prior notification of food that is imported or offered for import into the United States.  On October 10, 2003, an interim final rule was published in the Federal Register (68 FR 58974) which implemented this provision of the Act, requiring that prior notice of arriving food and food products be submitted to FDA.  The provisions of that interim rule went into effect on December 12, 2003.

Also in December 2003, after consultation with CBP, FDA issued a Compliance Policy Guide (PN CPG) providing for compliance policies regarding enforcement of the prior notice provisions of the Act.  In particular, the PN CPG provided that CBP, in consultation with FDA, may assess civil monetary penalties for violation of 19 U.S.C. 1595a(b), for introduction or attempted introduction of any article into the United States contrary to law, against any party who aids or abets a violation of prior notice requirements under 21 USC 381(m).

In support of this guidance, this Office has prepared the attached guidelines for assessment and mitigation of these penalties.

Sandra L. Bell

Attachment

Guidelines for Penalty Assessment and Mitigation for Bioterrorism Act Violations Involving Prior Notice (PN) for Food and Food Products

In General

The requirements for submitting prior notice (PN) to FDA became effective beginning December 12, 2003. Concurrent with the publication of the interim final rule promulgating PN requirements, FDA after consultation with CBP published a prior notice compliance policy guide (PN CPG).  See, http://www.cfsan.fda.gov.  

The PN CPG indicated that during the first eight months following this effective date, FDA and CBP will focus their resources on education to achieve compliance with the PN requirements.  FDA will provide information to Customs and Border Protection (CBP) regarding those entities that have failed to file PN data as required.  CBP will continue to be issuing informed compliance notices to those entities that the FDA has identified as non-compliant.  

The PN CPG described three categories of violations; 

Category 1 Violations - Available credible evidence or information, including information in the prior notice, if any, indicates that the article presents a threat of serious adverse health consequences or death to humans or animals.

Category 2 Violations - The violation:

(a) Reflects a history of repeated conduct of a similar nature by a person who has been notified of such violations; or 

(b) Appears to be intentional or flagrant. 

Category 3 Violations - All violations other than those that fall within Category 1 or 2.

The PN CPG recommends that FDA and CBP staff give consideration to assessment of civil monetary penalties in situations described as Category 1 and Category 2 violations.  We have now reached a stage where implementation of the next enforcement phase may result in assessment of monetary penalties for failing to provide PN, providing untimely PN or providing inaccurate PN. 
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In furtherance of the policy guidance, this document sets out guidelines for the assessment and mitigation of those penalties.

Penalty Assessment 
In General

Pursuant to the provisions of 21 U.S.C. 381(m), and the regulations promulgated thereunder (21 CFR 1.276, et. seq.), prior notice of the arrival of any food or food products must be provided electronically to FDA through the Automated Broker Interface (ABI) or the FDA Prior Notice System Interface (PNSI).  The information must be submitted and confirmed for FDA review no less than 2 hours prior to arrival by land via road, no less than 4 hours prior to arrival by air or by land via rail, and no less than 8 hours before arrival by water (21 CFR 1.279).  

The agency always has the discretion to refrain from taking any enforcement action if it does not believe it to be in the best interest of the Government.  Before any of the following penalty assessments are made, consideration may be given to the level of cooperation received regarding cargo security from the party to be charged.

Option 1 Penalty Assessment

These guidelines will initiate an Option 1 enforcement plan, whereby the violator is offered the opportunity to pay a pre-set mitigated amount in full settlement of the penalty.  The violator is not required to accept this Option 1 settlement amount, but may petition for relief pursuant to 19 CFR Part 171.  If the violator fails to show that the violation did not occur, or that it occurred solely because of Government error, the violator will have to pay an amount that is higher than the Option 1 amount in order to settle the case. 

Failure to Provide Prior Notice 

The port director, after consultation with FDA, may issue a civil monetary penalty equal to the domestic value of the cargo for which prior notice is not given.  The penalty notice should cite 19 USC 1595a(b) as the statute violated because the failure to provide prior notice aids in or facilitates the attempted introduction of merchandise into the United States contrary to law, particularly the failure to provide prior notice as required by 21 USC 381(m) and 21 CFR 1.280.  The penalty should be assessed against the 
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party having the information necessary to submit prior notice, but who fails to submit that prior notice (which could be the owner, importer or consignee).  The penalty may be assessed against multiple parties for the same failure if those parties aided or facilitated the violation.

Untimely Presentation of Prior Notice

The port director, after consultation with FDA, may issue a civil monetary penalty equal to the domestic value of the cargo when prior notice is untimely. The penalty notice should cite 19 USC 1595a(b) as the statute violated for aiding or facilitating the introduction or attempted introduction of merchandise into the United States contrary to law, particularly the untimely presentation of prior notice as required by 21 USC 381(m) and 21 CFR 1.279.  The penalty should be assessed against the party who submits or transmits prior notice in an untimely manner.  

EXCEPTION: However, as set out in 21 CFR 1.283(a)(1)(iii), there may be instances where prior notice is not given in accordance with PN time frames but FDA conducts its review, has determined its response to the prior notice and has advised CBP of that response prior to arrival of the merchandise.  Penalty assessment would not be appropriate in these instances.  

Inaccurate Information in a Prior Notice

The port director, after consultation with FDA, may issue a civil monetary penalty equal to the domestic value of the cargo for which inaccurate prior notice is given.  The penalty notice should cite 19 USC 1595a(b) as the statute violated for aiding or facilitating the introduction or attempted introduction of merchandise into the United States contrary to law, particularly the inaccurate submission of prior notice in violation of 21 USC 381(m) and 21 CFR 1.281.  The penalty should be assessed against the party who submits inaccurate prior notice.  

Second or Subsequent Violations

For second or subsequent violations, the penalties are still assessed in amounts equal to the domestic value of the merchandise for which prior notice is not provided, is provided untimely or is inaccurate.  Less favorable mitigation terms or denial of mitigation may occur for second and subsequent violations.
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Mitigation Guidelines

In General

When considering any petition for mitigation, the fines, penalties and forfeitures officer (FPFO) may consider whether the party is a participant in C-TPAT and may weigh the level of cooperation received regarding cargo security as a mitigating factor in any case.  The FPFO may exercise the discretion to mitigate a second or subsequent violation as a first violation in the case of a penalty assessed against a cooperating party.  

Option 1 Mitigation Amounts
Customs may offer Option 1 settlement in accordance with these guidelines.

Failure to Submit Prior Notice

1.
Modified CF-5955A.  Notices of penalty incurred for failure to submit prior notice may be issued on a modified CF-5955A.  If a modified form is issued it shall specify two options from which the petitioner may choose to resolve the demand.

a. Option 1.  The charged party may pay a specified sum within 60 days and the case will be closed.  By electing this option in lieu of filing a petition for relief, the charged party waives the right to file a petition.  He or she may file a supplemental petition if he or she does so in accordance with the CBP Regulations and has some new fact or information which merits consideration in accordance with these guidelines. 

b. Option 2.  The charged party may file a petition for relief.  By filing a petition for relief, the petitioner will no longer be afforded the Option 1 mitigation amount.  The FPFO will grant full relief when the petitioner demonstrates that the violation did not occur or that the violation occurred solely as a result of Government error.  If the petitioner fails to demonstrate that the violation did not occur or that the 

 - 5 -

violation occurred solely as a result of Government error, the FPFO may cancel the claim upon payment of a higher amount than that afforded under Option 1.

2. 
Mitigation.

a. First violation.  If prior notice is not submitted, the penalty may be mitigated upon payment of an Option 1 amount of $750. 

b. Second or subsequent violation.  If prior notice is not submitted, the penalty may be mitigated upon payment of an amount between $1,000 and $5,000.  If the violating party is a participant in C-TPAT and has cooperated with CBP on transport and supply chain security issues, that may be considered a mitigating factor and the claim may be mitigated on the lower end of the mitigation range.  Option 1 amounts will not be afforded for second or subsequent violations.

c. In no case can a mitigated amount exceed the penalty amount.

d. If a petition for relief is filed in a case where an Option 1 amount is offered, and the petitioner fails to demonstrate that the violation did not occur or that it occurred solely as a result of Government error, the penalty will be mitigated to an amount equal to no less than $500 more than the Option 1 amount afforded.

Untimely Submission of Prior Notice

1. Modified CF-5955A.  Notices of penalty incurred for untimely submission of prior notice may be issued on a modified CF-5955A.  If a modified form is issued it shall specify two options from which the petitioner may choose to resolve the demand.
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a. Option 1.  The charged party may pay a specified sum within 60 days and the case will be closed.  By electing this option in lieu of filing a petition for relief, the charged party waives the right to file a petition.  He or she may file a supplemental petition if he or she does so in accordance with the CBP Regulations and has some new fact or information which merits consideration in accordance with these guidelines. 

b. Option 2.  The charged party may file a petition for relief.  By filing a petition for relief, the petitioner will no longer be afforded the Option 1 mitigation amount.  The FPFO will grant full relief when the petitioner demonstrates that the violation did not occur or that the violation occurred solely as a result of Government error.  If the petitioner fails to demonstrate that the violation did not occur or that the violation occurred solely as a result of Government error, the FPFO may cancel the claim upon payment of a higher amount than that afforded under Option 1.

2. 
Mitigation.

a. First violation.  If prior notice is presented in an untimely fashion, the penalty may be mitigated upon payment of an Option 1 amount of $250.

b. Second or subsequent violation.  If prior notice is presented in an untimely fashion, the penalty may be mitigated upon payment of an amount between $500 and $2,000.  If the violating party is a participant in C-TPAT and has cooperated with CBP on transport and supply chain security issues, this may be considered a mitigating factor and the claim may be mitigated on the lower end of the mitigation range. Option 1 amounts will not be afforded for second or subsequent violations.

c. In no case can a mitigated amount exceed the penalty amount.
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d.
If a petition for relief is filed in a case where an Option 1 amount is offered, and the petitioner fails to demonstrate that the violation did not occur or that it occurred solely as a result of Government error, the penalty will be mitigated to an amount equal to no less than $250 more than the Option 1 amount afforded

Inaccurate Information on a Prior Notice

1. Modified CF-5955A.  Notices of penalty incurred for inaccurate submission of prior notice may be issued on a modified CF-5955A.  If a modified form is issued it shall specify two options from which the petitioner may choose to resolve the demand.

a. Option 1.  The charged party may pay a specified sum within 60 days and the case will be closed.  By electing this option in lieu of filing a petition for relief, the charged party waives the right to file a petition.  He or she may file a supplemental petition if he or she does so in accordance with the CBP Regulations and has some new fact or information which merits consideration in accordance with these guidelines. 

b. Option 2.  The charged party may file a petition for relief.  By filing a petition for relief, the petitioner will no longer be afforded the Option 1 mitigation amount.  The FPFO will grant full relief when the petitioner demonstrates that the violation did not occur or that the violation occurred solely as a result of Government error.  If the petitioner fails to demonstrate that the violation did not occur or that the violation occurred solely as a result of Government error, the FPFO may cancel the claim upon payment of a higher amount than that afforded under Option 1.

2. 
Mitigation.

a. First violation.  If prior notice is inaccurate, the penalty may be mitigated upon payment of an Option 1 amount of $500. 

b. Second or subsequent violation.  If prior notice is inaccurate, the penalty may be mitigated upon payment of an amount between $750 and $3,000. If the violating party 
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is a participant in C-TPAT and has cooperated with CBP on transport and supply chain security issues, this may be considered a mitigating factor and the claim may be mitigated on the lower end of the mitigation range. Option 1 amounts will not be afforded for second or subsequent violations.

c. In no case can a mitigated amount exceed the penalty amount.

d. If a petition for relief is filed in a case where an Option 1 amount is offered, and the petitioner fails to demonstrate that the violation did not occur or that it occurred solely as a result of Government error, the penalty will be mitigated to an amount equal to no less than $500 more than the Option 1 amount afforded.
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