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PER 21 C.F.R. 10.85(K), INFORMATION IN 
THIS PRESENTATION IS AN INFORMAL 

COMMUNICATION THAT REPRESENTS MY 
BEST JUDGMENT AT THAT TIME BUT DOES 
NOT CONSTITUTE AN ADVISORY OPINION, 
DOES NOT NECESSARILY REPRESENT THE 
FORMAL POSITION OF FDA, AND DOES NOT 

BIND OR OTHERWISE OBLIGATE OR 
COMMIT THE AGENCY TO THE VIEWS 

EXPRESSED.



FDA Imports Structure

Presenter
Presentation Notes
FDA is an agency within the Department of Health and Human Services, and consists of nine Center-level organizations and thirteen Headquarter (HQ) Offices.  Among the Center-level organizations is the Office of Regulatory Affairs (ORA), which includes the Office of Enforcement and Import Operations.
  



4www.fda.gov

Office of Enforcement and 
Import Operations (OEIO)

Presenter
Presentation Notes
 
The Office of Enforcement and Import Operations (OEIO) is responsible for the following cross-Center activities: 

Providing direction, assistance, management and oversight of field import operations, including conducting field investigations and compliance activities. 

Serving as the agency focal point for headquarters/field relationships on all import programs, operations, and problems. Establishes field uniformity for import activities through adherence to procedural policy and operation's automated systems. Establishes and oversees a filed import quality control program. 

Coordinating agency import activities with the U.S. Customs and Border Protection, including the development and institution of joint regulations, procedures, policies, and operations, as well as coordinating activities with other Federal agencies and foreign governments with border responsibilities through interagency agreements, memoranda of understanding, and informal working relationships. 

Providing subject matter expertise and direction for the development of import policies and new import procedures and regulations. 

Providing support and direction for designated compliance and recall operations that cut across programs. 

Within OEIO are 5 Import Program Divisions:
	Division of Northeast Imports
	Division of Northern Border Imports
	Division of Southeast Imports
	Division of Southwest Imports
	Division of West Coast Imports

I am the Program Division Director for the Division of the Southeast Imports (DSEI). The Southeast Import Division is responsible for providing coverage for all imported FDA regulated commodities entering the United States through seaports, airports, land ports, International Mail Facilities (IMF) and couriers within:
11 States: Alabama, Alaska, Arkansas, Florida, Georgia, Kentucky, Louisiana, Mississippi, North Carolina, South Carolina, and Tennessee;  
Courier ports within Indiana
The Commonwealth of Puerto Rico and Territory of the U.S. Virgin Islands 

Division Southeast Imports is currently responsible in covering 12 Courier ports, and among them the Memphis, TN port is the home base of the largest express courier hub operation in the United States. Primary products of importation are medical devices and drugs.  Miami is among the prominent ports in the nation for FDA-related cargo and requires a large presence to process more than 1,000 FDA-regulated entries daily.   

DSEI is responsible of providing coverage of three International Mail Facilities located in Miami, Florida, San Juan, Puerto Rico and the Territory of the U.S. Virgin Islands.
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Presenter
Presentation Notes
I would like to introduce the Division of Southeast Imports Management Team.
 
Investigations Branch 1:
The Commonwealth of Puerto Rico 
Territory of the U.S. Virgin Islands
Florida 
Investigations Branch 2:
10 States: Alabama, Alaska, Arkansas, Georgia, Kentucky, Louisiana, Mississippi, North Carolina, South Carolina, and Tennessee;  
Courier ports within Indiana

Compliance Branch staff are located:
Alabama, Georgia, Florida, Kentucky, Ohio, Tennessee and Commonwealth of Puerto Rico 

Contact Information:  https://www.fda.gov/about-fda/contact-ora/ora-field-leadership-contacts#Imports
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Presenter
Presentation Notes
  
 The U.S. Food and Drug Administration, along with other federal, state, and local agencies and public health officials across the country, continues critical work to protect public health during the pandemic of COVID-19. Major focus areas of the FDA’s response include increasing the availability of testing, therapeutics, and devices such as ventilators and personal protective equipment, and many other important items necessary for the response. The FDA is also monitoring the human and animal food supply and taking swift action on fraudulent COVID-19 products.
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FDA ACE Process

Presenter
Presentation Notes

ACE/ITDS is a single access point whereby industry can electronically submit all data required by various government agencies involved in international trade.  FDA systems interface with CBP’s system to facilitate the review of imported products electronically.

ACE/ITDS (Automated Commercial Environment/International Trade Data System
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FDA Import Trade Auxiliary 
Communication System (ITACS) 

• ITACS accounts can be requested via the FDA 
Unified Registration and Listing System (FURLS) 
at https://www.access.fda.gov/oaa

• Instructions included within the ITACS Account 
Management Presentation at 
https://www.fda.gov/industry/import-
systems/itacs to request an account. 

• ITACS basic functionality can be accessed at 
https://itacs.fda.gov. 

Presenter
Presentation Notes
ITACS basic functionality provides the import trade community the ability to electronically: check the status of FDA-regulated entries and lines, submit entry documentation, submit the location of goods availability for those lines targeted for examination by the FDA, check the estimated laboratory analysis completion dates for lines which have been sampled, and enables the electronic distribution of Notices of FDA Action via email and as downloads from within ITACS.  
Benefits to the trade include the ability to receive more detailed entry statuses than what is currently transmitted to filers via Customs’ Automated Broker Interface (ABI) reducing the need for phone calls inquiring about the status of entries and eliminating the need to email, mail or fax entry documentation.  Additionally, ITACS mitigates the problem of lost documents.

ITACS Account Management functionality may be used by customs brokers (entry filers), importers of record, and consignees with an approved ITACS account. Note that an ITACS account is not required to import FDA regulated goods. To be granted an ITACS account a firm must have been a party to a previously transmitted, non-disclaimed FDA entry. 

ITACS accounts can be requested via the FDA Unified Registration and Listing System (FURLS) at https://www.access.fda.gov/oaa for those who have not already created an account. 

Please follow the step by step instructions provided in the ITACS Account Management Presentation at https://www.fda.gov/industry/import-systems/itacs to request an account. Please note that approval of an account request may take 2-3 business days, or longer if additional information is needed from the requestor.

ITACS basic functionality can always be accessed at https://itacs.fda.gov. This includes checking statuses, providing requested documentation electronically, and providing location of goods for examination electronically.

Additional information on ITACS, including questions and answers, can be found on FDA’s ITACS for Industry webpage. For further questions regarding ITACS, please contact itacssupport@fda.hhs.gov.


https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDAsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMDA0MDMuMTk3MDk0NzEiLCJ1cmwiOiJodHRwczovL2xua3MuZ2QvbC9leUpoYkdjaU9pSklVekkxTmlKOS5leUppZFd4c1pYUnBibDlzYVc1clgybGtJam94TURBc0luVnlhU0k2SW1Kd01qcGpiR2xqYXlJc0ltSjFiR3hsZEdsdVgybGtJam9pTWpBeU1EQXpNak11TVRreE5EYzJPREVpTENKMWNtd2lPaUpvZEhSd2N6b3ZMM2QzZHk1aFkyTmxjM011Wm1SaExtZHZkaTl2WVdFaWZRLnE1VUwyeENXYk4yVnBlSHpYekM5NENfWkVpaW5CT2ZuYXlwbUFzMW5zZEkvYnIvNzY0ODI3ODk3MTQtbCJ9.RBVsmuImkEEymM1rq5lgJ1O3ZN3hbvOs7WYnF-jrz5Q/br/77002423414-l
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDEsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMDA0MDMuMTk3MDk0NzEiLCJ1cmwiOiJodHRwczovL2xua3MuZ2QvbC9leUpoYkdjaU9pSklVekkxTmlKOS5leUppZFd4c1pYUnBibDlzYVc1clgybGtJam94TURFc0luVnlhU0k2SW1Kd01qcGpiR2xqYXlJc0ltSjFiR3hsZEdsdVgybGtJam9pTWpBeU1EQXpNak11TVRreE5EYzJPREVpTENKMWNtd2lPaUpvZEhSd2N6b3ZMM2QzZHk1bVpHRXVaMjkyTDJsdVpIVnpkSEo1TDJsdGNHOXlkQzF6ZVhOMFpXMXpMMmwwWVdOekluMC5RUVBIQVpyZ2R3cUwwNUhlZ0FRVE9UYlhTX2hpVFVycVJra2p3dW5IOFZzL2JyLzc2NDgyNzg5NzE0LWwifQ.kS_FEADjFwpgG8cvV4Wh_66uxvCCjAQx2XKHIGJB4KY/br/77002423414-l
https://lnks.gd/l/eyJhbGciOiJIUzI1NiJ9.eyJidWxsZXRpbl9saW5rX2lkIjoxMDIsInVyaSI6ImJwMjpjbGljayIsImJ1bGxldGluX2lkIjoiMjAyMDA0MDMuMTk3MDk0NzEiLCJ1cmwiOiJodHRwczovL2xua3MuZ2QvbC9leUpoYkdjaU9pSklVekkxTmlKOS5leUppZFd4c1pYUnBibDlzYVc1clgybGtJam94TURJc0luVnlhU0k2SW1Kd01qcGpiR2xqYXlJc0ltSjFiR3hsZEdsdVgybGtJam9pTWpBeU1EQXpNak11TVRreE5EYzJPREVpTENKMWNtd2lPaUpvZEhSd2N6b3ZMMmwwWVdOekxtWmtZUzVuYjNZaWZRLm1PQ1BOSzVEbWs2VDkzQXI4WXYzcGNDLWJuUlVqRWNMeEVXXzRvSGNMU0UvYnIvNzY0ODI3ODk3MTQtbCJ9.O_fPLs47z2OSsWW5Oc9WXIAZpXDTBMDgm96WL93c3Bo/br/77002423414-l


Foreign Supplier Verification 
Programs (FSVP)
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FDA Authority
• The Foreign Supplier Verification Programs (FSVP) 

regulation is mandated by the FDA Food Safety 
Modernization Act (FSMA)

• FDA’s inspectional authority for FSVP comes from 
section 805 of the FD&C Act (21 U.S.C. § 384a)

• Foreign Supplier Verification Programs (FSVP)
– 21 C.F.R. §§ 1.500-1.514

Presenter
Presentation Notes
The Foreign Supplier Verification Programs (FSVP) is part of the Food Safety Modernization Act (FSMA).

The program does not have inspectional authority under section 704; rather, FDA authority is under section 805 of the FD&C Act.

Section 805 of the FD&C Act provides FDA with the authority to request, obtain, and review an importer’s FSVP records.

The FSVP regulations are covered by  Chapter 21, Part 1, Subpart L sections 1.500-1.514 of the Code of Federal Regulations.
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Purpose of FSVP
• To provide adequate assurances that:

– Foreign suppliers produce food using processes and 
procedures providing same level of public health 
protection as FSMA preventive controls or produce 
safety provisions

– Food is not adulterated or misbranded (as it relates 
to allergen labeling)

• FSVP creates a level of parity between U.S. food 
producers and foreign food producers

Presenter
Presentation Notes
FSMA builds quality and safety steps into the supply chain with rules like the Preventive Controls Rule for human and animal foods and the Produce Safety Rule.

FSVP is the means of ensuring that quality steps are also built into the foreign supply chain by requiring FSVP importers to verify that their foreign suppliers of food for human and animal consumption meet applicable FDA safety standards. 

FSVP ensures that foreign suppliers produce food using processes and procedures that provide the same level of public health protection as FSMA’s preventive controls or produce safety provisions.

FSVP creates a level of parity between US Food Producers and Foreign food producer
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Standard FSVP requirements
• Develop FSVP 
• Use of a qualified individual/auditor
• Conduct Hazard Analysis
• Evaluate Risks Posed by a Food and Performance of the 

Foreign Supplier for Approval
• Foreign Supplier Verification Activities
• Corrective Actions
• Identification of importer at the time of entry
• Maintenance of Record 

Presenter
Presentation Notes
Depending on the foods that are imported by the importer, the FSVP requirements will vary. Most importers will be required to comply with the standard FSVP requirements, which requires that the importer perform a more extensive list of responsibilities versus those that are necessary for the modified requirements.   The applicable modified requirements sections will be covered in the next slide. 
 
Importer responsibilities associated with the standard requirements include the development of an FSVP, conducting a hazard analysis, evaluating the risks posed by a food and for the performance of the foreign supplier, approving their foreign suppliers, performing appropriate foreign supplier verification activities, implementing corrective actions, providing identification at the time of entry, and maintaining records.
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Modified Requirements
• Depending on circumstance, certain importers must or 

may choose to comply with the modified FSVP 
requirements

• Requirements are modified for specific foods or 
specific importers; only certain activities must be 
conducted

• Applies to sections 1.507, 1.511, 1.512, and 1.513

Presenter
Presentation Notes
That wraps up the standard requirements, so now we can move on to the modified requirements. Depending on the circumstance, certain importers must or may choose to comply with the modified requirements. This meaning, the requirements are modified for specific foods or specific importers, so only certain activities will need to be conducted. 

These requirements apply to sections 
-1.507: This section applies to importers of foods that cannot be consumed without the hazards being controlled or for which the hazards will be controlled after importation. This can include foods intended for further manufacturing or processing and for foods imported in their raw state, but cannot be consumed raw. (example: coffee beans)
 
The importer is not required to conduct an evaluation of the food and foreign supplier or perform supplier verification activities if a hazard requiring a control is identified in a food and any of the circumstances as stated in section 1.507 apply.

-1.511: applies to importers of dietary supplements and dietary supplement components that are intended for further manufacturing, processing, or packaging as a dietary supplement. Most standard requirements do not apply when an imported dietary supplement component or packaging meets specifications established in accordance with certain dietary supplement cGMPs. However, other importers that do not meet this criteria, such as in the case of imported finished dietary supplements, the importer must comply with the requirements similar to the standard requirements, but with the exception of conducting a hazard analysis. 

 1.512: Section 1.512 includes two different types of importers; the first being a very small importer.
 
If an importer chooses to comply with the requirements as a very small importer, they must meet the definition of a very small importer prior to importing the food. This is a sales ceiling of $1 million dollars per year for human food and $2.5 million dollars per year for animal food. A very small importer must obtain documentation of eligibility to maintain their status as a very small importer on an annual basis. 

The second type of importer included in section 1.512 applies to importers of certain foods from certain small foreign suppliers. Three types of small foreign suppliers are stated within the regulation. The first is a qualified facility which can be a facility that is subject to modified requirements under the preventive controls rules because they are qualified facilities. The next are farms that are not covered under the produce safety rule because they average $25,000 or less in annual produce sales or because they meet requirements for a qualified exemption. The third and last small foreign suppliers are shell egg producers with fewer than 3,000 laying hens.

-1.513: This section applies to importers that import foods from a systems recognized country and for which the foods are not intended for further manufacturing or processing. This includes packaged food and raw agricultural commodities, which will not be commercially processed further prior to consumption
 
At this time, Australia, New Zealand and Canada are the only countries that have food safety systems that FDA has “officially recognized” as comparable to that of the U.S. However, we are currently evaluating the food safety systems of Australia and the European Union (EU) for “systems recognition”.
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FSVP Implementation
• The Agency will take enforcement action to 

protect the public health or to address egregious, 
continued non-compliance

• FSVP inspections began in 2017 
• “Educate while we regulate” approach will continue, 

but enforcement action has been taken
• Additional enforcement steps to ensure compliance 

include re-inspections and immediate action for 
deficiencies posing public health risk

Presenter
Presentation Notes
While FDA is still in an “educate while we regulate” mode, the Agency will take enforcement action to protect the public health or to address egregious, continued non-compliance

FDA began inspections in 2017 following an “educate while regulate” approach 
Educate while we regulate means to take a softer approach while working with importers to achieve compliance. FDA has been conducting FSVP inspections, with a primary focus on helping importers understand the requirements and how to take corrective actions if deficiencies are observed.
Educate while we regulate will continue, BUT, we have moved forward with enforcement.

While educate while we regulate will continue, we will take more steps to ensure compliance with FSVP, including re-inspecting importers that had deficiencies in previous inspections and by acting immediately when FSVP deficiencies are found that pose an imminent public health risk.
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FSVP Implementation
• Issuance of 1st FSVP Warning Letter July 30, 2019.

– caused a Salmonella outbreak and recall in May 2019
– Importer was in violation of the FSVP regulation and placed on 

Import Alert 99-41
– identified at time of or post entry, a “for cause” inspection may be 

initiated
• Beginning to conduct re-inspections

– To verify if corrective actions have been taken based on issues 
identified during the previous inspection

Presenter
Presentation Notes

FSVP Warning Letter
We determined this step was necessary because the importers product caused a Salmonella outbreak and the importer took no steps to comply with FSVP 
We expect to follow this same path if we encounter a similar situation
The “warning” part of the Warning Letter for FSVP includes actions FDA will take if the Importer does not get themselves into compliance such as placing them on Import Alert.
Were initiating more “for cause” FSVP inspections. 
If we find a problem with the food at the time of entry or post entry, the importer can expect a visit from FDA to check their FSVP.
We’ve began conducting re-inspections – FSVP importers who we’ve already inspected.
If an importer had issues with their FSVP on their first inspection, we’ll expect those issues have been corrected


https://www.fda.gov/news-events/fda-brief/fda-brief-fda-issues-first-warning-letter-importer-tahini-implicated-recent-salmonella-outbreak
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Import Alert 99-41

• Import Alert 99-41 was published on July 31, 2019.
– This is a firm alert and is specific to the importer, foreign 

supplier, and the food(s) they import
– As of August 10, 2020, there are four importers subject to 

detention without physical examination (DWPE)

• The basis of the Import Alert is non- compliance with 
FSVP
– Only through demonstration of compliance with their 

responsibilities under FSVP can an importer gain removal 
from IA and begin importing foods again

Presenter
Presentation Notes
Import Alert:
"Detention Without Physical Examination of Human and Animal Foods Imported from Foreign Suppliers by Importers Who Are Not in Compliance with the Requirements of the Foreign Supplier Verification Program (FSVP) Regulation"

The “warning” part of the Warning Letter for FSVP includes actions FDA will take if the Importer does not get themselves into compliance.
This means placing the Importer on Import Alert.
Import Alert 99-41 was published on July 31, 2019.
As of August 10, 2020, there are four importers subject to detention without physical examination
The IA is specific to the Importer, foreign supplier, and the food(s) they import.
The basis of the Import Alert is non- compliance with FSVP. To be clear on what this means: 
There is no lab testing that can show compliance with FSVP, so private labs will not get the products released. 
There is no 5 cleared shipments for removal from the IA.
Only through demonstration of compliance with their responsibilities under FSVP can an FSVP Importer gain removal from IA and begin importing foods again.
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FSVP Remote Inspections

www.fda.gov

April 3, 2020 –
FDA announced the agency would start remote 
inspections of FSVP importers.

In rare situations, such as in response to an outbreak of foodborne 
illness, FDA may still choose to conduct an onsite FSVP inspection. 

In these instances, an FDA investigator will make arrangements to 
conduct the inspection while practicing the social distancing 
recommendations provided by the Centers for Disease Control and 
Prevention.

Presenter
Presentation Notes
FSVP provides FDA the authority to conduct inspections remote (21 CFR 1.510 (b) (3)) .  In response to COVID-19, FDA began conducting inspections of FSVP Importers remotely.  These inspections are currently being conducted remotely via email and phone.  Moving forward, FDA will continue working with industry in ensuring ease of communication during these remote inspections.
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Compliant Importers
• Vast majority of importers want to comply
• The compliance history of these importers and

foreign suppliers will be considered to 
determine entry screening and targeting for 
inspection

• Compliance helps avoid recalls, product 
withdrawals, and liability.

Presenter
Presentation Notes
The vast majority of importers want to do well and import safe products and make an effort to comply with US requirements.   
For those importers, we’ll take their compliance into account for our entry screening and targeting.
Those Importers will also see benefits from having less risk of problems with their products by avoiding issues that can lead to recalls, product withdrawals and liability 
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Questions 

• FDA Imports Inquiries
FDAImportsInquiry@fda.hhs.gov

Presenter
Presentation Notes
FSVP questions may be directed to the FDA Imports Inquiries email.

mailto:FDAImportsInquiry@fda.hhs.gov


Voluntary Qualified Importer 
Program (VQIP)
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What is VQIP?
• FDA required to establish a program to provide for 

the expedited review of food imported by 
voluntary participants.

• Eligibility is limited to importers who demonstrate 
a high level of control over the safety and security 
of their supply chains.  

• VQIP Importer is “the person that brings food, or 
causes food to be brought, from a foreign country 
into the customs territory of the United States.”

Presenter
Presentation Notes
FSMA section 302 adds section 806 to the FD&C Act to create the VQIP program.
As noted, this is a voluntary program that is intended for those importers who are willing to go “above and beyond” what is required in FSVP, in order to provide us with added assurance about the safety and security of their supply chains and the imported food. 
Participation is limited to importers who meet all eligibility criteria, including offering food from a facility certified under FDA’s accredited third party program.

A “VQIP Importer” may be a manufacturers consignee or importer of record
May or may not be the FSVP importer
One additional thing to note is that, unlike the FSVP importer, the VQIP importer does not necessarily have to be in the U.S.
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Elements of the Guidance
• Benefits
• Eligibility Criteria
• Application (e.g., submission, timing, 

amendments, FDA review)
• User Fees
• Revocation Process
• Reinstatement Process

Presenter
Presentation Notes
The VQIP guidance for industry contains additional information about benefits, eligibility, the application process, user fees, the revocation process and reinstatement process. I’ll be going through each of these items. 
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Benefits of VQIP
• Expedited entry into the U.S. 
• Examination and/or sampling generally limited 

to “for cause” situations
• Any sampling or examination done at location 

chosen by the importer
• Expedited laboratory analysis if sampled 
• VQIP Importers Help Desk 
• FDA will post approved VQIP importers, if 

desired 
23

Presenter
Presentation Notes
Benefits:
There a number of benefits to participating in this program.
The FDA will expedite entry into the U.S. for all foods included in an approved VQIP application.
This means that the FDA will set up its import screening system to recognize shipments of food that are the subject of an approved VQIP application and immediately release the shipment, unless examination and sampling are necessary.
The FDA will generally limit examination and/or sampling of VQIP food entries to “for cause” situations in which there is a potential threat to public health.
Location of such sampling or examination would be at VQIP foods destination or another location chosen by the importer.
If sampling does occur, the sample will be prioritized.
We have also established a Help desk for prospective importers, should they have questions about the VQIP application process, and participating importers, to provide access to FDA personnel if there are questions about a VQIP shipment.
Finally, participating importers will have the option of having their names posted on a public list.  
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Should you apply? 

VQIP offers importers speed and predictability 
when bringing food into the United States. This 
will help importers meet customer demands, and 
will be particularly helpful for those importing:

– perishable products 
– foods for “just in time” processing, in which 

ingredients must be at a food facility at a certain 
time in the manufacturing process

Presenter
Presentation Notes
Many companies/importers are already doing much of what is required to participate in VQIP.  
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Presenter
Presentation Notes
The timeframes are average timeframes for HAFs, however each entity will experience different timeframes for FDA determining admissibility for their articles.  

When additional documents, examinations or samples are needed, decisions are processed in an average of 6.7 days. 

When manual review but no additional documentation is required, human and animal foods receive a manual “may proceed” in an average of 14.5 hours.

When no manual review is needed, automated “may proceeds” of human and animal foods are processed in an average of 10 minutes.
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Eligibility Criteria
• 3-year history of importing food into the U.S.
• DUNS Number
• Paperless filers/brokers with acceptable FDA Filer 

Evaluation results
• Assurance of compliance with FSVP or HACCP 

regulations
• Current facility certification issued in accordance with 

FDA’s third party accredited certification program for 
each foreign supplier of food 

• Quality Assurance Program (QAP)
• Annual VQIP user fee

26

Presenter
Presentation Notes
Criteria:
At least a 3-year history of importing food into the United States. 
A Dun & Bradstreet (D&B) Data Universal Numbering System (DUNS) number. 
Use paperless filers/brokers who received acceptable results during their last FDA Filer Evaluation.
Assurance of compliance with the supplier verification and other importer responsibilities under the applicable FSVP, juice HACCP, or seafood HACCP regulations. 
A current facility certification issued in accordance with FDA’s third party certification program for each foreign supplier of food 
A VQIP Quality Assurance Program (QAP). 
Pay the annual VQIP user fee before October 1
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Eligibility Criteria, cont.

• No food subject to DWPE under an Import 
Alert or a Class 1 recall at the time of 
application

• No ongoing FDA administrative or judicial 
action, or history of significant non-
compliances relating to food safety 

• No CBP penalties, forfeitures, or sanctions 
that are related to the safety or security of any 
FDA regulated product within the last 3 years

27

Presenter
Presentation Notes
Criteria:
No food, including a food not intended to include under VQIP, is subject to detention without physical examination under an Import Alert or a Class 1 recall at the time of application.
No ongoing FDA administrative or judicial action (e.g., Import Alert, injunction, debarment), or have a history of significant non-compliances relating to food safety (e.g., an “Official Action Indicated” (OAI) FDA inspection classification with no documentation of appropriate corrective actions; one or more voluntary Class 1 recalls relating to food safety). 
“Non-applicant entities” are those entities associated with a VQIP food that conduct activities throughout the supply chain necessary for ensuring that the eligibility requirements of VQIP are met. Non-applicant entities associated with a VQIP food include, but are not limited to, the FSVP or HACCP importer of the food (if other than you), the foreign supplier of the food, and the filer/broker. 
No CBP penalties, forfeitures, or sanctions that are related to the safety or security of any FDA regulated product that you imported or offered for import within the last 3 years 
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Accredited Third-Party Certification Program

• FDA recognizes “Accreditation Bodies” 
• Accreditation Bodies accredit third-party 

“Certification Bodies”
• Certification Bodies conduct food safety audits 

& issue certifications of foreign food facilities
• Public Registry, as of 10/30/19

– 4 Recognized Accreditation Bodies
– 8 Accredited Third-Party Certification Bodies

Presenter
Presentation Notes
Accredited Third-Party Certification is a voluntary program in which FDA recognizes “accreditation bodies” that will have the responsibility of accrediting third-party “certification bodies.” The certification bodies will conduct food safety audits and issue certifications of foreign food facilities. 

Recognized Accreditation Bodies and their Certification Bodies are posted on a public registry on fda.gov. 

At this time, Certification Bodies have issued five certificates/regulatory audit reports. Note that these are not publicly available�
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Application
• Notice of Intent to Participate
• Applicant & Firm Information
• FSVP and/or HACCP importer information
• Quality Assurance Program (QAP)
• Filer/Broker information
• Foreign Supplier information
• Summary
• E-Signature

Presenter
Presentation Notes
User Guide covers it all!
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How do importers apply for VQIP?
• Importers will be able to apply online at the FDA 

Industry Systems website January 1st, 2020.   

• An account will need to be established and a Notice of 
Intent to Participate in VQIP must be submitted before 
submitting an application.

• The VQIP Application User Guide covers all of this. 

https://www.access.fda.gov/
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VQIP User Fee Status
• User fee rates announced July 24, 2019 
• Annual fee finalized at $16,681 for FY20

– User fee previously estimated to be ~$16,400
– FY21 fees will be published around August 2020

• Fee assessed after application is approved
• Provides benefits for all foods covered under 

VQIP

Presenter
Presentation Notes
This program will be funded by user fees paid by participants.  The final user fee rates for VQIP were announced July 24, 2019, finalizing the fee for the first year at $16,681. The fee was previously estimated to be 16,400, so this finalized fee is just 281 more than developed 4 years ago. 

The fee will be assessed to VQIP importers after review and approval of their application, and provides benefits for all covered foods they include within their program. 

There was no adjusted fee for small businesses and the agency will continue to review and consider a small business discount for the future.
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Resources for VQIP
• VQIP Website: https://www.fda.gov/food/importing-food-products-united-

states/voluntary-qualified-importer-program-vqip
• VQIP Guidance for Industry (translations available): 

https://www.fda.gov/regulatory-information/search-fda-guidance-
documents/guidance-industry-fdas-voluntary-qualified-importer-program

• VQIP Fact Sheet (translations available): https://www.fda.gov/food/food-
safety-modernization-act-fsma/fact-sheet-final-guidance-industry-fdas-
voluntary-qualified-importer-program

• Accredited Third-Party Certification Program (TPP) Website: 
https://www.fda.gov/food/guidanceregulation/importsexports/importing/uc
m558461.htm

• VQIP Application User Guide: 
https://www.fda.gov/media/113346/download

https://www.fda.gov/food/importing-food-products-united-states/voluntary-qualified-importer-program-vqip
https://www.fda.gov/regulatory-information/search-fda-guidance-documents/guidance-industry-fdas-voluntary-qualified-importer-program
https://www.fda.gov/food/food-safety-modernization-act-fsma/fact-sheet-final-guidance-industry-fdas-voluntary-qualified-importer-program
https://www.fda.gov/food/guidanceregulation/importsexports/importing/ucm558461.htm
https://www.fda.gov/media/113346/download
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Questions 

• VQIP Importer’s Help Desk
– M-F 8am – 8pm EST
– FSMAVQIP@fda.hhs.gov
– 1-301-796-8745

Presenter
Presentation Notes
VQIP questions (whether external from the import Trade community or internal from FDA staff) may be directed to the VQIP Importers Help Desk, as the Help Desk is available to answer questions and/or assist with the application process via phone at 1-301-796-8745 or email FSMAVQIP@fda.hhs.gov.  

mailto:FSMAVQIP@fda.hhs.gov
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“FDA Import Offices and Ports of Entry” link: 
https://www.fda.gov/industry/import-program-food-and-drug-

administration-fda/import-offices-and-ports-entry
Specific Import Entry inquiries

Presenter
Presentation Notes
Inquiries related to a specific import entry are most appropriately routed to the import division handling the entry. Each FDA import division contains a main office and resident posts, please select the division in which you are making entry and the contact information for the division and resident posts will be listed per State.  Also within this same link the contact information for the ORA/OEIO/ Import Program Division Management Teams could be found. 

https://www.fda.gov/industry/import-program-food-and-drug-administration-fda/import-offices-and-ports-entry
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Thank You

www.fda.gov

Questions and Discussion

Presenter
Presentation Notes
Thank you for allowing me to participate in this prominent program.
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