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Section 5.  Authority to Section 5.  Authority to 

Restrict Food Importation Restrict Food Importation 

to Specific Ports of Entryto Specific Ports of Entry

�� FDA shall restrict the importation of food FDA shall restrict the importation of food 
to ports of entry that are located in a to ports of entry that are located in a 
metropolitan area with an FDA laboratory.  metropolitan area with an FDA laboratory.  
FDA shall phase in this restriction within 5 FDA shall phase in this restriction within 5 
years of enactment. years of enactment. 

�� FDA may waive this requirement based on FDA may waive this requirement based on 
a finding that importation of the food (or a finding that importation of the food (or 
type of food) would not cause serious, type of food) would not cause serious, 
adverse health consequences or death. adverse health consequences or death. 



AFI Concerns AFI Concerns 

Regarding  Section 5Regarding  Section 5
�� It is unnecessary to assure appropriate regulatory oversight of It is unnecessary to assure appropriate regulatory oversight of 

food imports.  Samples can be shipped to laboratories in other food imports.  Samples can be shipped to laboratories in other 
cities.  cities.  

�� It eliminates import ports of entry that are essential to the It eliminates import ports of entry that are essential to the 
smooth flow of commerce; particularly from Mexico where no smooth flow of commerce; particularly from Mexico where no 
laboratories exist at border ports and from Canada where only laboratories exist at border ports and from Canada where only 
one qualified laboratory exists along that border (in Detroit).one qualified laboratory exists along that border (in Detroit).

�� It forces traffic burdens on authorized ports of entry that It forces traffic burdens on authorized ports of entry that 
exceed port capacity, causing bottlenecks that are highly exceed port capacity, causing bottlenecks that are highly 
disruptive to business, especially for product types that disruptive to business, especially for product types that 
extensively use ingredients that must be imported, including extensively use ingredients that must be imported, including 
coffee, tea, cocoa beans, palm oil, gum coffee, tea, cocoa beans, palm oil, gum arabicarabic, vanilla, sugar , vanilla, sugar 
and coconut.and coconut.

�� This proposal is apparently based on the false assumption that This proposal is apparently based on the false assumption that 
inspection occurs at the port.  The vast majority of import inspection occurs at the port.  The vast majority of import 
inspections occur at the warehouse, which is the orderly, inspections occur at the warehouse, which is the orderly, 
practical means of accomplishing import inspection.  practical means of accomplishing import inspection.  

�� This level of statutory micromanagement is likely to result in This level of statutory micromanagement is likely to result in 
inefficient use of agency resources. inefficient use of agency resources. 



Section 3.  User FeesSection 3.  User Fees

�� H.R. 3610 would require FDA to assess and collect H.R. 3610 would require FDA to assess and collect 

user fees on food imported into the United States.  user fees on food imported into the United States.  

Fee revenues would go directly towards import Fee revenues would go directly towards import 

inspections, lab testing on import samples, and inspections, lab testing on import samples, and 

research on testing techniques for intentionally research on testing techniques for intentionally 

adulterated food imports: adulterated food imports: 

�� Not less than 90 percent of the fees shall be used for Not less than 90 percent of the fees shall be used for 

inspections.inspections.

�� Not more than 10 percent of the fees shall be used for Not more than 10 percent of the fees shall be used for 

research. research. 

�� A fee not to exceed $50 would be assessed on each line item A fee not to exceed $50 would be assessed on each line item 

of food.of food.

�� FDA is granted authority to waive or reduce fee where FDA FDA is granted authority to waive or reduce fee where FDA 

finds the fee to be paid will exceed the present and future finds the fee to be paid will exceed the present and future 

costs incurred in carrying out inspections.costs incurred in carrying out inspections.



AFI Concerns AFI Concerns 

Regarding Section 3Regarding Section 3

�� Imposes requirements that appear to violate Imposes requirements that appear to violate 
trade agreements;trade agreements;

�� Invites retaliation from trading partners;Invites retaliation from trading partners;

�� Imposes a prohibitive burden on small Imposes a prohibitive burden on small 
businesses, which would be particularly hurt by businesses, which would be particularly hurt by 
“per line item” inspection fees since relatively “per line item” inspection fees since relatively 
small import shipments would have the fee small import shipments would have the fee 
amortized across a smaller volume of product. amortized across a smaller volume of product. 

�� The “per line item” based fees could grossly The “per line item” based fees could grossly 
increase the cost of importing some products.  increase the cost of importing some products.  
Some containers include hundreds of line items.Some containers include hundreds of line items.



Section 11.  FDA Certification Section 11.  FDA Certification 

Required to Export Food to USRequired to Export Food to US

�� H.R. 3610 would require: H.R. 3610 would require: 
�� Beginning 5 years after enactment, each foreign facility Beginning 5 years after enactment, each foreign facility 

from which food is imported into the United States must from which food is imported into the United States must 
obtain a certification issued by FDA stating that the obtain a certification issued by FDA stating that the 
facility maintains a program to ensure compliance with facility maintains a program to ensure compliance with 
all U.S. standards; all U.S. standards; 

�� Certification is to be periodically reviewed;Certification is to be periodically reviewed;

�� FDA is required to revoke any foreign facility’s FDA is required to revoke any foreign facility’s 
certification should FDA determine that the facility certification should FDA determine that the facility 
involved is not maintaining a program that uses reliable involved is not maintaining a program that uses reliable 
analytical methods to ensure compliance with all U.S. analytical methods to ensure compliance with all U.S. 
standards; and standards; and 

�� The review of any such certification by FDA may include The review of any such certification by FDA may include 
the inspection of foreign facilities.the inspection of foreign facilities.



AFI Concerns AFI Concerns 

Regarding Section 11Regarding Section 11

�� Imposes requirements that appear to violate Imposes requirements that appear to violate 
trade agreements, trade agreements, 

�� Invites retaliation by trading partners, Invites retaliation by trading partners, 

�� Would prohibit export from facilities even if FDA, Would prohibit export from facilities even if FDA, 
through no fault of the facility, fails to timely through no fault of the facility, fails to timely 
inspect and certify otherwise compliant facilities. inspect and certify otherwise compliant facilities. 

�� FDA likely not have sufficient resourcesFDA likely not have sufficient resources

�� This concept would be more workable if it This concept would be more workable if it 
permitted third party certifications.permitted third party certifications.



Section 13.  Records of Section 13.  Records of 

Interstate ShipmentInterstate Shipment

�� Amends section 703(a) of the Federal Amends section 703(a) of the Federal 
Food, Drug, and Cosmetic Act to provide Food, Drug, and Cosmetic Act to provide 
that FDA may obtain access to records of that FDA may obtain access to records of 
interstate shipment without submitting a interstate shipment without submitting a 
written request for such records.  The written request for such records.  The 
amendment would also remove existing amendment would also remove existing 
language which provides that, when FDA language which provides that, when FDA 
makes a written request for records of makes a written request for records of 
interstate shipment, such information may interstate shipment, such information may 
not be used as evidence in a criminal not be used as evidence in a criminal 
prosecution.prosecution.



AFI Concerns AFI Concerns 

Regarding Section 13Regarding Section 13

�� Unnecessary; no demonstration that Unnecessary; no demonstration that 
current records access authority is current records access authority is 
inadequate.inadequate.

�� Written request is appropriate where Written request is appropriate where 
requested information is likely to be requested information is likely to be 
commercially sensitive or trade secret and commercially sensitive or trade secret and 
where failure to comply may trigger where failure to comply may trigger 
significant penalties.significant penalties.



Section 6.  Country of Section 6.  Country of 

Origin LabelingOrigin Labeling

�� FDA shall promulgate regulations within FDA shall promulgate regulations within 

180 days of enactment to require the 180 days of enactment to require the 

labeling of food to identify the country of labeling of food to identify the country of 

origin.origin.



AFI Concerns AFI Concerns 

Regarding Section 6Regarding Section 6

�� Unnecessary; no need for additional Unnecessary; no need for additional 
country of origin labeling requirements country of origin labeling requirements 
has been demonstrated;has been demonstrated;

�� No benefit with respect to food safety;No benefit with respect to food safety;

�� Significant burden with no meaningful Significant burden with no meaningful 
consumer benefit due to product consumer benefit due to product 
segregation and recordkeeping.segregation and recordkeeping.

�� Significant potential for very burdensome Significant potential for very burdensome 
requirements requirements –– ingredient source labeling ingredient source labeling 
can make alternate sourcing expensive.can make alternate sourcing expensive.



Section 10.  Mandatory Section 10.  Mandatory 

Recall AuthorityRecall Authority

�� If FDA finds that there is a reasonable probability If FDA finds that there is a reasonable probability 
that a food would cause serious adverse health that a food would cause serious adverse health 
consequences or death, FDA may issue an order consequences or death, FDA may issue an order 
requiring the appropriate person to cease requiring the appropriate person to cease 
distribution.distribution.

�� After providing an opportunity for an informal After providing an opportunity for an informal 
hearing within 10 days of the order to cease hearing within 10 days of the order to cease 
distribution, FDA may amend the order to require distribution, FDA may amend the order to require 
a recall. FDA will determine a timetable in which a recall. FDA will determine a timetable in which 
the food recall will occur and requires periodic the food recall will occur and requires periodic 
reporting describing the recall progress.reporting describing the recall progress.

�� Mandatory recall authority does not include recall Mandatory recall authority does not include recall 
of a food from individual consumers. of a food from individual consumers. 



AFI Concerns AFI Concerns 

Regarding Section 10Regarding Section 10

�� It is unnecessary; andIt is unnecessary; and

�� Would impose upon a private person the Would impose upon a private person the 

cost of a food recall wrongfully ordered by cost of a food recall wrongfully ordered by 

FDA.FDA.



Section 8.  Enhanced Civil Section 8.  Enhanced Civil 

Monetary PenaltiesMonetary Penalties

�� Civil penalties for unlawful pesticide Civil penalties for unlawful pesticide 

residues in food are increased, doubling residues in food are increased, doubling 

the maximum penalty for a manufacturer the maximum penalty for a manufacturer 

or importer.or importer.



AFI Concerns AFI Concerns 

Regarding Section 8Regarding Section 8

�� Unnecessary; no demonstration that Unnecessary; no demonstration that 
current Civil Money Penalties are current Civil Money Penalties are 
inadequate to establish an effective inadequate to establish an effective 
deterrent.deterrent.

�� Violations penalized are most likely to be Violations penalized are most likely to be 
technical violations without public health technical violations without public health 
significance, such as trace residues of significance, such as trace residues of 
pesticides that are not registered for use pesticides that are not registered for use 
in U.S. on the commodity at issue.in U.S. on the commodity at issue.



Section 9.  Restrictions on Section 9.  Restrictions on 

FDA DownsizingFDA Downsizing
�� FDA is barred from terminating or consolidating any of the FDA is barred from terminating or consolidating any of the 

current 13 FDA field laboratories. current 13 FDA field laboratories. 

�� FDA is barred from terminating or consolidating any of the FDA is barred from terminating or consolidating any of the 
current 20 FDA District Offices or any of the inspection or current 20 FDA District Offices or any of the inspection or 
compliance functions of any of those offices.compliance functions of any of those offices.

�� In preparing any reorganization plan, the Secretary shall In preparing any reorganization plan, the Secretary shall 
consult with personnel and unions to be affected by the plan consult with personnel and unions to be affected by the plan 
and submit a report detailing the reorganization to the and submit a report detailing the reorganization to the 
Comptroller General, the House Committee on Energy and Comptroller General, the House Committee on Energy and 
Commerce, and the Senate Committee on Health, Education, Commerce, and the Senate Committee on Health, Education, 
Labor, and Pensions.  The Government Accountability Office Labor, and Pensions.  The Government Accountability Office 
shall study the cost effectiveness of such a plan and its shall study the cost effectiveness of such a plan and its 
impact on food, drug, and other products regulated by FDA. impact on food, drug, and other products regulated by FDA. 
GAO shall provide the study to the Committee on Energy and GAO shall provide the study to the Committee on Energy and 
Commerce and the Senate Committee on Health, Education, Commerce and the Senate Committee on Health, Education, 
Labor, and Pensions. Within 180 days of receipt of the GAO Labor, and Pensions. Within 180 days of receipt of the GAO 
study, Congress may disapprove of the field organization study, Congress may disapprove of the field organization 
plan. plan. 



AFI ConcernsAFI Concerns

Regarding Section 9Regarding Section 9

�� Denies flexibility to manage for enhanced Denies flexibility to manage for enhanced 

productivity in FDA field labs.productivity in FDA field labs.

�� However, if this provision is pursued, then However, if this provision is pursued, then 

FDA should recognize lab results of FDA should recognize lab results of 

certified 3rd party private laboratories. certified 3rd party private laboratories. 



Section 12.  Regulations on Section 12.  Regulations on 

Adequate Testing of Adequate Testing of 

Processed FoodProcessed Food

�� Within 2 years of enactment, FDA shall Within 2 years of enactment, FDA shall 
require by regulation that, as part of good require by regulation that, as part of good 
manufacturing practice, processed food manufacturing practice, processed food 
undergo testing to detect substances in the undergo testing to detect substances in the 
food that may render the food adulterated. food that may render the food adulterated. 

�� Review of test results must be provided to Review of test results must be provided to 
FDA upon demand.FDA upon demand.



AFI  ConcernsAFI  Concerns

Regarding Section 12Regarding Section 12

�� Unnecessary; no demonstration that such Unnecessary; no demonstration that such 

elaborate additional testing would elaborate additional testing would 

meaningfully improve food safety.meaningfully improve food safety.

�� Costs would be substantial, increasing Costs would be substantial, increasing 

product costs to consumers. product costs to consumers. 



Section 7.  Import InspectionSection 7.  Import Inspection

�� H.R. 3610 would add a new Section 805 to the Federal H.R. 3610 would add a new Section 805 to the Federal 
Food, Drug, and Cosmetic Act (FD&C Act), providing:Food, Drug, and Cosmetic Act (FD&C Act), providing:

�� Not later than 2 years after the date of enactment, FDA is requiNot later than 2 years after the date of enactment, FDA is required red 
to create a voluntary program for companies that import food andto create a voluntary program for companies that import food and
agree to abide by specific food safety and security guidelines tagree to abide by specific food safety and security guidelines to o 
receive expedited movement of their imports through the inspectireceive expedited movement of their imports through the inspection on 
process.process.

�� The factors that FDA is required to consider include: 1) The The factors that FDA is required to consider include: 1) The 
company’s personnel importing the food; 2) The physical and company’s personnel importing the food; 2) The physical and 
procedural safety and security of a company’s food supply chain;procedural safety and security of a company’s food supply chain; 3) 3) 
Sufficiency of access controls for food and ingredients purchaseSufficiency of access controls for food and ingredients purchased by d by 
a company; 4) Need for tracking and maintaining records on food a company; 4) Need for tracking and maintaining records on food 
and ingredients purchased by such a person or moved through the and ingredients purchased by such a person or moved through the 
supply chain; 5) Documentation processing through a company’s supply chain; 5) Documentation processing through a company’s 
supply chain; 6) Access by FDA to a company’s business records fsupply chain; 6) Access by FDA to a company’s business records for or 
review; and 7) A company’s vendor and supplier information. review; and 7) A company’s vendor and supplier information. 



AFI Concerns AFI Concerns 

Regarding Section 7Regarding Section 7

�� AFI has no objection to Section 7 at this time, but AFI has no objection to Section 7 at this time, but 
urges statements of legislative history that urges statements of legislative history that 
emphasize the importance of program requirements emphasize the importance of program requirements 
that are no more burdensome than necessary to that are no more burdensome than necessary to 
achieve objectives, thereby securing broader achieve objectives, thereby securing broader 
participation and assuring access by small participation and assuring access by small 
businesses.  As many of our inputs are tropical businesses.  As many of our inputs are tropical 
commodity imports, this provision is one we could commodity imports, this provision is one we could 
object to if it becomes unnecessarily burdensome or object to if it becomes unnecessarily burdensome or 
the reach extends to field practices or records in the reach extends to field practices or records in 
foreign facilities, which could become foreign facilities, which could become 
unmanageable for our industry.unmanageable for our industry.



QUESTIONSQUESTIONS


