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The Federal Food, Drug, and Cosmetic (FD&C) Act, as amended by the FDA Food Safety Modernization Act (FSMA)
(P.L. 111-353), authorizes FDA to collect and use fees to cover 100 percent of FDA's costs for: (1) certain reinspections of
domestic and foreign facilities; and (2) certain food and feed recall activities beginning in the current fiscal year (FY) and
each subsequent fiscal year. For more detailed information on fee setting for the reinspection and recall user fees for the
current FY rates and to obtain answers to frequently asked questions about FSMA, please go to the following FDA
website: http://www.fda.gov/Food/GuidanceRegulation/FSMA/ucM247559.htm

When will the Fee be assessed by the FDA?

For the current Fiscal year User Fees will be assessed by the FDA under the following circumstances:

(1) Eee for Reinspection of Domestic and Foreign Facilities: The fee will be assessed for a reinspection of domestic
and foreign facilities conducted under the Federal Food, Drug, and Cosmetic (FD&C) Act to determine whether
corrective actions have been implemented and are effective and compliance has been achieved to FDA'’s satisfaction,
as a result of a previous inspection of this facility that had a final classification of Official Action Indicated (OAI)
conducted by or on behalf of FDA, when FDA determined the noncompliance was materially related to food safety
requirements of the FD&C Act. .

a. Section 743(a)(2)(A)(i) of the FD&C Act defines the term ‘reinspection” with respect to domestic facilities as “1 or
more inspections conducted under section 704 subsequent to an inspection conducted under such provision
which identified non-compliance materially related to a food safety requirement of the Act, specifically to
determine whether compliance has been achieved to the Secretary's satisfaction.”

b. The FD&C Act does not contain a definition of ‘reinspection” with respect to foreign facilities. In order to give
meaning to section 743(a)(1)(A) of the FD&C Act, FDA defines the term ‘reinspection,” for the purposes of section
743(a)(1)(A) of the FD&C Act, with respect to foreign facilities as “1 or more inspections conducted by officers or
employees duly designated by the Secretary subsequent to such an inspection which identified non-compliance
materially related to a food safety requirement for the FD&C Act, specifically to determine whether compliance
has been achieved to the Secretary’s (and, by delegation, FDA'’s) satisfaction.”

The fee charged by FDA will be based on the number of direct hours spent on such reinspections, including time spent
conducting the physical surveillance and/or compliance reinspection at the facility, or whatever components of such an
inspection are deemed necessary, making preparations and arrangements for the reinspection, traveling to and from the
facility, preparing any reports, analyzing any samples or examining any labels if required, and performing other activities
as part of the OAI reinspection until the facility is again determined to be in compliance. The direct hours spent on each
such reinspection will be billed at the appropriate hourly rate which can be found at the following link:
http://www .fda.gov/Food/GuidanceRegulation/F SMA/ucm247559. htm#Fees

The Federal Register announcement for the Food Safety Modernization Act Domestic and Foreign Facility Reinspection,
Recall, and Importer Reinspection Fee Rates for Fiscal Year 2016 may be found at the following link:
http://www.regulations.gov/#!documentDetail;D=F DA-2015-N-0007-0008

(2) Eee for Non-compliance with a Recall Order: FDA will assess a fee for non-compliance with a recall order under

Section 423(d) or 412(f) of the FD&C Act to cover food recall activities associated with such order. Non-compliance
may include (1) not initiating a recall as ordered by FDA; (2) not conducting the recall in the manner specified by FDA
in the recall order; or (3) not providing FDA with requested information regarding the recall, as ordered by the FDA.
a. Section 743(a)(1)(B) of the FD&C Act states that the fee is to be paid by the responsible party for domestic
facilities and an importer who does not comply with a recall order under Section 423(d) or 412(f) of the FD&C Act.
In other words, the party paying the fee would be the party that received the recall order.
The fee is based on the number of direct hours spent on taking action in response to the firm’s failure to comply with a
recall order. Types of activities could include conducting recall audit checks, reviewing periodic status reports, analyzing
the status reports and the results of the audit checks, conducting inspections, traveling to and from locations, and
monitoring product disposition. The direct hours spent on each such recall will be billed by the FDA at the appropriate
hourly rate which can be found: http://www.fda.gov/Food/GuidanceRegulation/F SMA/ucm247559. htm#F ees
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FSMA Technical Assistance Network e—

The FDA Food Safety Modernization Act (FSMA) Technical Assistance Network (TAN) is now operational and
providing technical assistance to industry, regulators, academia, consumers and others regarding FSMA
implementation. The TAN will address questions related to the FSMA rules, FSMA programs, and
implementation strategies after the rules are final. We encourage stakeholders to first visit FDA's FSMA
webpage at www.fda.gov/fsma, which contains detailed information on all aspects of FSMA, including
implementation. The webpage includes Frequently Asked Questions about FSMA by topic area. FDA is
implementing the TAN in two phases:

¢ Phase 1 addresses inquiries related to the publication of FSMA rules and is operational.

¢ Phase 2 will provide technical assistance to FDA and State staff performing inspections and
supporting compliance activities; it will be implemented by 2017 when preventive controls
inspections are targeted to begin.

Below are the key features of the TAN:

e Inquiries may be submitted through a web form. The web form can be accessed at www.fda.gov/fsma.
Go to Contact Us and then How to Contact FDA on FSMA.

¢ Inquiries may also be submitted by mail if the Internet is not available at the following address:

Food and Drug Administration

5100 Paint Branch Pkwy Note: the FSMA related mailboxes
Wiley Building, HFS-009 (e.g. FSMA®@fda.hhs.gov and FSMAfags@fda.hhs.gov)
Attn: FSMA Outreach are no longer active.

College Park, MD 20740

* Inquiries are answered by FDA Information Specialists or Subject Matter Experts, based on the
complexity of the question. Complicated questions may require more time for a response. FDA will
respond to inquiries received as soon as possible. However, response times may vary, due to complexity
of question and the volume of inquiries we receive.

¢ Once a question is submitted, the inquirer will receive notification of receipt and a case humber to be
referenced in future correspondence. ‘

e Questions will be tracked and trended using a Knowledge Management System (KMS) to assist FDA
in prioritizing, in part, FSMA policy, guidance, and training. Additionally, repeat questions will be
addressed in Frequently Asked Question or guidance documents posted on FDA's website.

¢ Routine communication and data-sharing protocols with external TANs, e.g. Alliances
(such as the Food Safety Preventive Controls Alliance), are vital for coordination and success.
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