(1} Repeal of the National Sheep Industry Improvement Center
. The House bill repeals the National Sheep Industry Improvement Center. (Section
12101)
The Senate amendment moves the Sheep Center from the Consolidated Farm and Rural
Development Act to the Agricultural Marketing Act of 1946. It establishes a competitive grant
program in the Agricultural Marketing Service to improve the sheep industry. It also provides
$1.500,000 in Commodity Credit Corporation funds for fiscal year 2014, to remain available
until expended. Additionally, the amendment increases the amount of funds that can be used for
administration from 3 percent to 10 percent, and it eliminates the authorization of appropriations.
(Section 12104)
The Conference substitute adopts the Senate provision. (Section 12102)

(2) Repeal of certain regulations under the Packers and Stockyards Act, 1921

The House bill repeals the requirement to promulgate regulations with respect to the
Packers and Stockyards Act; repeals the definition of additional capital investment; and prohibits
enforcement of certain already promulgated regulations. (Section 12102)

The Senate amendment contains no comparable provision,

The Conference substitute adopts the Senate provision.

(3) Country of origin labeling

The House bill requires the Secretary to conduct an economic analysis of USDA’s March
12, 2013, proposed rule on country of or1gm labeling for beef, pork, and chicken. (Section
12103)

The Senate amendment contains no comparable provision.

The Conference substitute adopts the House provision with an amendment to clarify that
the analysis should be conducted on USDA's final version of the rule. (Section 12104)

Ve c : mgram

“The House bill repeals section 11016 of the 2008 Farm Bill, thus no longer specifying
catfish as amenable species and eliminating the grading program. (Section 12107)

The Senate amendment contains no comparable provision.

The Conference substitute amends section 11016 of the 2008 Farm Bill by clarifying the
definition of “catfish.” It also requires the Food Safety and Inspection Service (FSIS) and the
- Food and Drug Administration (FDA) to enter into a memorandum of understanding to ensure
that inspections of dual jurisdiction facilities by the FSIS satisfy the requirements of the FDA,
thereby preventing duplicative inspection oversight. (Section 12106)

It is the intent of the Managers to ensure the safety of the American food supply from
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SEAFOOD SAFETY

Responsibility for Inspecting Catfish Should Not Be
Assigned to USDA

What GAO Found

In determining that Sa/monella is the primary food safety hazard in catfish, the
U.S. Department of Agriculture’s Food Safety and Inspection Service (FSIS)
officials stated that the agency focused on Salmonelia at the direction of the
Office of Management and Budget (OMB), which considered Salmonella the
most practical hazard to evaluate. However, GAO found that FSIS used outdated
and limited information in its risk assessment as its scientific basis for a catfish
inspection program that seeks to mitigate that hazard. For example, FSIS
identified a srngle outbreak of Sa!moneﬂa caused |llnesses but thls outbreak was

processmg syste pleme controls to pre\rent_E

no similar. outbreaks have: occurred since. Other federal agencres questroned if
FSIS had adequately demonstrated a Salmonelia problem in catfish. For
example, FDA does not generally have such concerns. Officials with the National
Oceanic and Atmospheric Administration’s National Marine Fisheries Service
{(NMFS) also stated that FSIS did not adequately demonstrate that Salmonella
was a problem with catfigh.

With the implementation of FSIS’s proposed catfish inspection program,
responsibility for overseeing seafood safety would be further divided and would
duplicate existing federal programs at a ¢ost. Under FSIS’s proposed program,
processers would implement written sanitation and hazard control plans; FSIS

- would conduct continuous inspections of domestic catfish processing; and for

imported catfish—which equal about 3 percent of all seafood imports—foreign
countries would need to demonstrate equivaltence to U.S. standards. According
to FSIS, implementing this program will cost the government and industry about
$14 million annually. If FSIS’s proposed program were |mplemented GAO
expects it would cause duplication and inefficient use of resources in several key
areas. First, the program requires implementation of hazard analysis plans that
are essentlally the same as F DA’s hazard ana!ysrs requ_lrements Second if the

safety and is counter to the use of FDA s hazard analysrs requrrements in whrch
systems are most efficiently monitored periodically rather than daily. Third, the
FDA Food Safety Modernization Act (FSMA) gives FDA authority to establish a
system to accredit third party auditors, including foreign governments, to certify
imported seafood meets FDA regulatory requirements. FDA officials stated that
this new authority complements FDA’s existing authority to obtain assurances
about the safety of seafood exports from countries with food safety systems FDA
determined are comparable to the United States. Under these sysiems more
than catfish could be covered. With FDA’s new authority under FSMA, the federal
government has an opportunity to enhance the safety of all imported seafood—
including catfish—and avoid the duplication of effort and cost that would result
from FSIS’s implementation of its proposed program.
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Abbreviations

Farm Bill Food, Conservation, and Energy Act of 2008
FDA Food and Drug Administration

FSIS Food Safety and Inspection Service

FSMA FDA Food Safety Modernization Act
HACCP Hazard Analysis and Critical Control Point
NMFS National Marine Fisheries Service

OMB Office of Management and Budget

USDA U.S. Department of Agriculture

This is a work of the U.S. government and is not subject to copyright protection in the
United States. The published product may be reproduced and distributed in its entirety
without further permission from GAO. However, because this work may contain
copyrighted images or other material, permission from the copyright holder may be
necessary if you wish fo reproduce this material separately.
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GAO

Accountabllity * Integrity * Rellabisty

United States Government Accountability Office

Washington, DC 20548

May 10, 2012

The Honorable John D. Rockefeller, IV

Chairman

Committee on Commerce, Science, and Transportation
United States Senate

The Honorable Olympia J. Snowe

Ranking Member

Subcommittee on Oceans, Atmosphere, Fisheries, and Coast Guard
Committee on Commerce, Science, and Transportation

United States Senate

The Honorable Maria Cantwell
United States Senate

The Honorable Daniel K. Inouye
United States Senate

Since 2007, federal oversight of food safety has remained on our list of
high-risk areas in need of broad-based transformation to achieve greater
economy, efficiency, effectiveness, accountability, and sustainability, *
largely because of fragmentation that has caused inconsistent oversight,
ineffective coordination, and inefficient use of resources. The Department
of Health and Human Services’ Food and Drug Administration (FDA) and
the U.S. Department of Agriculture’s (USDA) Food Safety and Inspection
Service (FSIS) have primary oversight responsibilities for the safety of the
domestic and imported food supply. FSIS has historically been
responsible for meat, poultry, and processed egg products, and FDA is
responsible for all other food, including seafood. In addition, the National
Oceanic and Atmospheric Administration’s National Marine Fisheries
Service (NMFS), through its fee-for-service inspection program, assesses
seafood processors’ compliance with federal regulations.

FDA has traditionally had oversight over the safety of all seafood,
including catfish. The Food, Conservation, and Energy Act of 2008 (Farm

'See GAO, High-Risk Series: An Update, GAD-11-278 (Washington, D.C.; February
2011), and High-Risk Series: An Update, GAQ-07-310 (Washington, D.C.: January 2007).
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Bill), which was enacted in June 2008 and provides for the continuation of
many agriculture programs through September 2012, assigned regulatory
responsibility for the inspection of catfish to USDA once the agency
issues final regulations for a mandatory catfish inspection program. Until
those final regulations are issued, USDA has no responsibility for catfish
safety. Specifically, among other things, the Farm Bill requires USDA,
through FSIS, to provide continuous inspection of domestic catfish,
including the processing of these fish. The Farm Bill also requires that
FSIS issue final regulations for this inspection program after providing a
period for public comments and public meetings before it implements the
catfish inspection program. Congressional committees are in the process
of considering proposals for a new Farm Bill.

In February 2011, FSIS published and sought comments on a proposed
rule outlining possible regulations for a new catfish inspection program.
Among other things, FSIS's proposed program would require processers
to implement written sanitation and hazard control pians; FSIS inspectors
to conduct continuous inspection of domestic catfish processing; and for
imported catfish, foreign countries would need to demonstrate
equivalence to U.S. standards. Specifically, FSIS would have an
inspector at the processing facility to monitor all aspects of domestic
catfish processing, and for imported catfish, review the food safety
systems of countries seeking to export catfish to the United States to
determine whether the foreign systems are equivalent to the U.S. food
safety system for catfish. FSIS sought public comments on (1) whether it
should primarily regulate a type of catfish most commonly raised in the
United States or whether the agency should regulate all catfish, including
fish commonly farmed in southeastern Asian countries, such as Vietnam,
and (2) the timing of the program’s implementation. FSIS prepared a draft
health risk assessment (risk assessment) that cited Salmonelia as the
primary food safety hazard in catfish and prepared a preliminary
regulatory impact analysis (impact analysis) to examine the costs and
benefits of the proposed regulations. FSIS is reviewing the comments it
received on the proposed regulations and the data from subsequent
catfish sampling studies from 2008 through 2011 to develop a baseline of
contamination in catfish; the agency has not seitled on a date to issue the
final regulations.

Once FSIS issues the final regulations required by the Farm Bill, FSIS,
FDA, and NMFS will all have roles in the federal oversight of seafood
products. We have reported many times that fragmentation in the nation’s
food safety system results in inconsistent oversight, ineffective
coordination, and inefficient use of resources. For example, we reported
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in February 2012 that overlap and duplication of federal programs results
in inefficient use of taxpayer funds.? We also reported that reducing or
eliminating fragmentation, overlap, or duplication could help agencies
provide more efficient and effective services. We also stated that several
duplication issues may require legislative action.

In this context, this report responds to your request that we examine
FSIS’s proposed catfish inspection program. Our objectives were to
determine (1) how FSIS determined that Salmonella presented the
primary food safety hazard in catfish and (2) the anticipated impact of
FSIS’s proposed catfish inspection program on other federal food safety
inspection programs.

To address these objectives, we reviewed FSIS’s proposed catfish
inspection program and related documents, including the risk assessment
and impact analysis. In addition, we reviewed written public comments on
the proposed regulations provided by industry and consumer groups. We
interviewed officials from FSIS involved in the development of the
proposed regulations and officials from FDA, NMFS, and other federal
agencies, as well as representatives from industry and consumer
advocacy groups. We conducted site visits of two domestic processing
facilities that process catfish and other seafood. We reviewed
components and costs of FSIS’s proposed catfish inspection program,
FDA’s seafood inspection program, and NMFS’s fee-for-service seafood
inspection program. Appendix | provides additional information on our
scope and methodology.

We conducted this performance audit from June 2011 to May 2012 in
accordance with generally accepted government auditing standards.
Those standards require that we plan and perform the audit to obtain
sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe that
the evidence obtained provides a reasonable basis for our findings and
conclusions based on our audit objectives.

2GAO, 2012 Annual Report: Opportunities to Reduce Duplication, Overlap and
Fragmentatfon Achieve Savings, and Enhance Revenue, GAQ-12-3428P (Washington,
D.C.: Feb. 28, 2012).
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Background

FSIS and FDA are the two primary food safety agencies. FSIS is
responsible for the safety of meat, poultry, and processed egg products,
and, pursuant to the Farm Bill, is given authority to inspect catfish as soon
as it issues final regulations to carry out a caffish inspection program.
FDA is responsible for virtually all other food, including seafood. Under
the Federal Food, Drug, and Cosmetic Act, FDA is responsible for
ensuring that the nation’s food supply, including seafood, is safe,
wholesome, sanitary, and properly labeled. Since 1997, FDA has used
the internationally recognized Hazard Analysis and Critical Control Point
(HACCP) system as its main oversight tool for seafood safety. FDA
requires seafood processing firms—those that, among other things,
manufacture, pack, or label seafood products—to use a HACCP system.
Under this system, processors are primarily responsible for the safety of
the seafood they process. That is, processors are responsible for
identifying where in their processing system one or more hazards are
reasonably likely to occur (hazard analysis) and implementing control
techniques to prevent or mitigate these hazards. Processors are to lay out
their hazard analysis and control techniques in HACCP plans. FDA
verifies through inspections that the techniques are adequate to control
the identified significant hazards and are being effectively implemented.
FDA inspects domestic and foreign seafood processors in an effort to
ensure their compliance with HACCP regulations. FDA supplements its
HACCP oversight activities with an import oversight program that includes
examination and testing of some imported seafood at ports of entry to
ensure the products meet U.S. requirements, including the absence of
residues of drugs that are unapproved for use in the United States and
would render the seafood adulterated under the Federal Food, Drug, and
Cosmetic Act; FDA also maintains data on the shipments of seafood that
it has refused to allow into the United States.

The FDA Food Safety Modernization Act (FSMA), enacted in January
2011, gives FDA new authorities to improve its ability to oversee the
safety of imported foods. As described in FSMA, FDA must establish a
system for recognizing accreditation bodies to accredit third-party
auditors, including foreign governments, to conduct food safety audits to
determine compliance with the Federal Food, Drug, and Cosmetic Act
and to certify that eligible foreign entities, including seafood processors,
meet applicable requirements. FDA may directly accredit third-party
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auditors under certain circumstances.® FSMA also contains provisions on
laboratory accreditation that enable FDA to leverage state, foreign
government, and private laboratory resources for food testing.
Furthermore, these laboratories must meet model standards developed
by FDA that ensure quality and reliability of the test resuits used to verify
the safety of any food product, including imports. In April 2011, we stated
that FDA’s current program to ensure the safety of imported seafood is
limited because the agency relies on document review at individual
foreign processing facilities and on importers for HACCP compliance,
conducts only a few inspections of foreign facilities, samples a limited
number of imports at the U.S. border, and does not make effective use of
taboratory resources.” For example, in fiscal year 2011, FDA examined
about 3.4 percent of all seafood entries and performed laboratory analysis
on 0.7 percent of these entries. We recommended, in part, that FDA
study the feasibility of adopting practices that the European Union
employs to ensure the safety of imported seafood products, such as
requiring foreign countries that want to export seafood to the United
States to develop a national residues monitoring pian to control the use of
drugs used in aquaculture (fish farming). Because fish grown in confined
aquacultured areas can have high rates of bacterial infections, farmers
may treat them with drugs, such as antibiotics and antifungal agents, to
increase fish survival rates. According to a 2008 FDA report, the residues
of some of these drugs can cause cancer, allergic reactions, and
antibiotic resistance when consumed by humans. As imports of
aquacultured seafood products increase, so do the concerns over the
presence of drug residues.

NMFS’s Seafood Inspection Program provides fee-for-service
inspections, primarily under the authority of the Federal Agricultural
Marketing Act of 1946. According to NMFS officials, NMFS’s experience
with seafood controls dates to the1970s, when the agency began
systematically evaluating controls as part of its inspection program.
NMFS more formally adopted the systematic evaluation with the
development of its Quality Management Program in 1993, which

*If FDA has not identified and recognized an accreditation body to meet the requirements

within 2 years of the establishment of the accreditation system, FDA can directly accredit
third-party auditors.

4GAO, Seafood Safety: FDA Needs to Improve Oversight of Imported Seafood and Better
Leverage Limited Rescurces, GAO-11-286 (Washington, D.C_: Apr. 14, 2011).
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integrates quality into its HACCP-based inspection system. Currently,
NMFS provides inspection services on request to the seafood industry—
including domestic and foreign processors, distributors, and other firms—
to certify that these seafood firms comply with HACCP requirements and
other federal food safety standards, among other things. Some retailers
require this certification as a condition for purchasing the seafood
products.

Before 2002, various fish in the order Siluriformes were commonly
labeled and sold as “catfish.” However, in 2002, Congress amended the
Federal Food, Drug, and Cosmetic Act to allow only fish from the family
Ictaluridae (in the order Siluriformes) to use the name caffish in labeling.
All other fish, such as those from the Pangasiidae family (in the order
Siluriformes) that had previously been labeled as catfish, had to have
other names on labels, such as basa, swai, or fra. In making catfish
subject to mandatory FSIS inspection, the Farm Bill gave the Secretary of
Agriculture discretion to define “catfish” for the purposes of inspection—
that is, to distinguish between different types of catfish or to consider all
fish in the order Siluriformes as catfish. For purposes of this report, we
refer to all catfish potentially subject to regulations as catfish, including
fish in the family fctaluridae, which are primarily of domestic origin, and
Pangasiidae, which come primarily from Vietnam (see fig. 1).
e -
Figure 1: Typical Domestic and Imported Caffish .

Family letaturidae Family Pangasiidae
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In recent years, the volume of imported catfish of all families entering the
U.S. market has continued to increase, while the volume of domestic
catfish entering the market has declined. In 2002, the percentage of
imported catfish in the U.S. market was estimated at 2 percent, and by
2006, imported catfish of all families accounted for an estimated 12
percent of the U.S. market. This trend has continued: by 2010, imported
catfish accounted for 23 percent of the U.S. catfish market, and domestic
caffish accounted for 77 percent. The most recent data show a 29-
percent decline in domestic catfish production from 2010 to 2011. Figure
2 shows the trend in the volume of domestic and imported catfish from
2008 to 2010. Overall, imported Siluriformes catfish constituted a small
fraction of seafood imported to the U.S. in 2010, at about 3 percent.
Figure 3 shows the major countries exporting catfish to the United States.

Figure 2: Domestic and Imported Siluriformes Catfish in the U.S. Market
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Figure 3: Sources of Imported Siluriformes Catfish, 2010
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The volume of catfish subject to FSIS’s proposed catfish inspection
program will depend on the definition of catfish that the Secretary of

Agriculture decides to apply. In 2010, 79 percent of the catfish in the U.S.
market consisted primarily of domestically processed catfish as well as
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some imported catfish from the family /ctaluridae, while the remaining 21
percent consisted of imported catfish from the family Pangasiidae. If the
Secretary of Agriculture chose to limit the definition to catfish to the family
Ictaluridae, FSIS's inspection program would thus cover almost 80
percent of the catfish in the U.S. market in 2010.

The Farm Bill requires that FSIS issue the final regulations for its new
catfish inspection program before it can begin inspecting catfish. Citing
requirements of the Federal Crop Insurance Reform Act of 1994, FSIS
prepared a risk assessment and an impact analysis and made them
available for public review. FSIS used the risk assessment to determine
the primary hazard of concern associated with consuming farm-raised
catfish inthe United States, and it conducted an impact analysis to
examine the costs and benefits of the proposed regulations.® FSIS
prepared these documents to evaluate the potential public health benefits
of its proposed program if the primary hazard were addressed. The
Federal Crop Insurance Reform and Department of Agriculture
Reorganization Act of 1994 requires an analysis of the health risks and
costs and benefits for major proposed regulations that regulate human
health, human safety, or the environment (i.e., defined as regulations the
Secretary of Agriculture estimates are likely to have an annual impact on
the U.S. economy of $100 million in 1994 dollars). In addition, Executive
Order 12866 established the guidance that agencies are to follow when
developing regulations.® Under this guidance, agencies are to identify the
problem new regulations are intended to address and evaluate the
significance of the problem. The executive order further directs that the
agencies consider the alternative of not regulating, but it recognizes that
agencies should issue regulations as required by law, as are the
regulations for the caftfish inspection program. The executive order directs
agencies to provide a description of the need for any significant regulatory
action, how that action meets the needs, and the costs and benefits of the
action. A significant regulatory action includes any regulatory action that
has an annual effect on the economy of $100 million or more or adversely
affects, among other things, the economy or a sector of the economy.
Under the executive order, the Office of Management and Budget (OMB)

5Althaugh FSIS characterized its risk assessment as “illustrative,” the agency nonetheless
focused on Salmonefla as the most significant hazard associated with catfish.

®“Regulatory Planning and Review,” Exec. Order No. 12866. 58 Fed. Reg. 51, 735 (Sept.
30, 1993). '
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- I'SIS Used Outdated
Data to Justify its
Determination

has a review function to, among other things; ensure that regulations are
consistent with principles set forth in the executive order.

_-Salmoneﬂa-..;

in'its risk a

in determining that Salmonelfa is the primary food safety hazard in
catfish, FSIS officials told us that the agency focused on Salmonefla at
the direction of OMB, which considered Salmonelfa the most practical
hazard to evaluate. However, we found that FSIS used outdated and
limited information as its scientific basis for implementing a catfish
inspection program that was required by law.

The appendlx to FSIS's rlsk assessment 1ncludes
information on these hazards.) However, upon reviewing the initial FSIS
assessment, agency officials said that OMB directed FSIS to focus its
catfish risk assessment on Salmonella, not as the “riskiest hazard” bhut as
the “most practical” and to note that there was uncertainty regarding the
sufficiency of lnformatlon used to demonstrate the assoc1at|on between

L

atfish. For example 22011 report from:the
':Centers for Disease Control
and Prevention stated that: Saimoneﬂa mfec ion causes more

hospltalzzattons and d_eaths than any other bacteria and showed that the

the risk assessment cited FS'I'S s knowledge and expenence worklng with

Salmonella detection and prevention, but that its knowledge and
experience related to poultry, not seafood.

According to FSIS officials, because of OMB direction and availability of
information, | ntlflEd Salmaneﬂa as the primary hazard for catfish
_ ;i FSIS’s risk assessment stated it assumed that the
prevalence of the identified primary hazard associated with catfish was
the same for domestic and foreign catfish. The risk assessment cited the
following to support the claim that Salmonella in catfish was the primary
hazard:
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» Salmonella may be a concern with catfish because catfish are raised
in fish farms, and Salmonella is a potential microbial hazard for
aquatic environments.

« Salmonella is a high-priority hazard and of great concern in the United
States because of the general burden of illnesses associated with it.
In particular, FSIS’s risk assessment stated that the Centers for
Disease Control and Prevention had identified a 1991 Salmonella
outbreak in which catfish may have been the source.

« A 1979 article in the Joumnal of Food Science indicated that
Salmonelfa was found in 21 percent of catfish collected from ponds
and retail markets.”

» A 1998 research study found that 2 percent of catfish fillets collected
from three processing facilities were contaminated with Safmonelfa.
Researchers collected these catfish fillet samples between August
1994 and May 1995.8

« According to an analysis by USDA’s Economic Research Service of
FDA data on imports that were denied entry into the United States
from 1998 to 2004 (i.e., import refusal data), about 42 percent of the
violations listed for imported catfish were for Safmonelfa.®

The following describes limitaticns we identified in FSIS's rationale for
designating Salmonella as the basis for regulation:

7Wyatt, L.E., Nickelson, R. Il, & Vanderzant, C., “Occurrence and Control of Saimonelia in
Freshwater Catfish,” Journal of Food Science, vol. 44 (1979), 1067-1073.

BMCCaskey, T., Hannah, T.C., Lovell, T, Silva, J.L., Fernandes, C.F., & Flick, G.J., “Safe
and Delicious Study Shows Caifish is Low Risk for Foodbome lliness,” Highlights of
Agricultural Research, vol. 45, no. 4 (1998). -

*U.s. Department of Agriculture, Economic Research Service, Economic Research

Service Staff Analysis of FDA Import Refusals for Calfish, 1998-2004 (Washington, D.C.,
2009).
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Salmonella. In addition, even when a low prevalence of Safmonella is
present,: thorough cooking wil: eliminate the hazard. "°

« FSIS’s risk assessment provided one: example of a Salmonella
outbreak associated with catfish consumption. This outbreak occurred
‘in 1991, and the Centers for Disease Control and Prevention was not
completely sure that catfish was the source of the Sa/monelfa that
resulted in the ilinesses. For example, coleslaw was also consumed
along with catfish and could have been the source of the Salmonella.

« The 1998 study cited in FSIS’s risk assessment concluded that the
health hazards from Salmonefla and other bacteria in catfish were
practically zero because the incidence in catfish was low and because
catfish are cooked prior to consumption.

eq pre
;] ' CP systems Accordlng to FDA
documents HACCP regulatlons initiated a landmark program to
reduce seafood-related illnesses {o the lowest possible levels. In its
proposed catfish inspection regulations, FSIS acknowledged the
impact of HACCP controls, stating that the one outbreak it identified
occurred before FDA’s implementation of HACCP regulations. It also
noted that since HACCP implementation, no cases of illnesses
caused by Saimonella and linked to catfish have been reported.

» In a subsequent report, USDA’s Economic Research Service stated
the analysis of FDA import refusal data that it provided to FSIS
indicating a catfish violation rate of about 42 percent has its limitations
and does not reflect the true violation level because this information is
not based on a random sampling of imports. Rather, it reflects FDA's
focus on areas with past compliance problems, such as companies
and products." In addition, in commenting on FDA’s import samples,
FSIS stated in its risk assessment that the limitations of the catfish

19nited Nations, Food and Agriculture Organization., FAQ Expert Workshop on the
Application of Biosecurity Measures to Control Salmonella Contamination in Sustainable
Aguaculfure, Fisheries and Aquaculture Report No. 937 (Mangalore, India, January 2010).

My.s. Department of Agricuiture, Economic Research Service, Economic Research
Service Staff Analysis of FDA Import Shipments, Refusals, and Violations for Caftfish and
Non-fctalurus Fish. January 1, 1998-August 21, 2010 (Washington, D.C., 2011).
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data would likely overestimate the prevalence of Safmonelfa
contamination in catfish. FSIS also stated in its risk assessment that
FDA sampling and testing limitations made reasonable assumptions
about the prevalence of Salmonella in imported catfish nearly
impossible.

« Preliminary results of microbiological testing FSIS conducted in 2011
to establish a baseline for Salmonella in catfish indicated the
presence of Salmonella in over 1 percent of the total catfish samples
taken in the study. This is lower than the presence of Salmonelfa
identified in studies and other data sources that FSIS cited in its risk
assessment (e.g., FDA import refusal data).

FSIS stated in its risk assessment that data were limited regarding the
prevalence of catflsh contaminated with _Salmoneh’a Furthermore, it

‘caused by Salm :
Moreover, a peer-reviewed Journal article by agency staff stated that
scientific literature on foodborne hazards associated with catfish was
limited and dated. The article added that extensive studies were needed
to establish the baseline prevalence of Salmonelia in catfish."

FDA and NMFS, which each have about 14 years experience in
inspecting catfish processing facilities under HACCP regulations, as well
as experience in sampling catfish products, also questioned whether
FSIS had adequately demonstrated that Salmonella in catfish was a_ .

ny bo _ : Accordlng to FDA ofﬂmals based on
the agency s expenence and information from its own testing programs,
catfish is a low-risk product, and the agency generally does not have any
concerns related to Salmonelffa in catfish. According to NMFS officials,
FSIS did not adequately demonstrate that Salmonella was a significant
problem with catfish because data are not available to confirm this

2erica McCoy, Jaime Morrison, Victor Cook, John Johnston, Denise Eblen, and Chuanfa
Guo, "Foodborne Agents Associated with the Consumption of Aquaculture Catfish,”
Journal of Food Protection, vol. 74, no. 3, (2011), pages 500-516. Risk Assessment
Division, Office of Public Health Science, U.S. Department of Agriculture, Food Safety and
Inspection Service. Washington, D.C.
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F'SIS’s Proposed
Program Mirrors
Existing Programs,
Introducing Overlap
and Inefficiencies

hazard. NMFS added that it was more likely that unapproved veterinary
drugs and chemical residues were the hazards most associated with
caffish. According to its proposed regulations, FSIS considered several
other hazards it thought might be associated with catfish.™

‘responsibility for over:

FSIS’s proposed catfi ection program would further divide
ohsibility for over eafood safety and introduce overlap at
considerable cost. In our March 2011 report, we cited FSIS’s catfish
inspection program as an example of further fragmentation of the food
safety system.™ In reviewing the proposed catfish program, we identified
four areas that raise concerns about the potential for overlap or inefficient
use of resources if FSIS were to implement the catfish inspection
program: (1) similar HACCP requirements, (2) inspection overlap and
unnecessary frequency of inspection, (3) inconsistent oversight of
imported seafood, and (4) the cost of implementing FSIS’s catfish
inspection program.

Similar HACCP requirements. FDA and NMFS require, and FSIS would
require, facilities to impiement HACCP systems to reduce the risk of
illness from contaminated foods. Table 1 shows the requirements of a
HACCP system for catfish and how each agency implements or would
implement these requirements.

3The other hazards FSIS considered included heavy metals, pesticides, unapproved
antimicrobials, Listeria monocyfogenes, and Enterctoxigenic E. coli.

4GAO, Opportunities to Reduce Potential Duplication in Government Programs, Save
Tax Dollars, and Enhance Revenue, GAQ-11-3188F (Washington, D.C.: Mar. 1, 2011).

Page 14 GAD-12-411 Seafood Safety



Tae 1: FDA and NMFS HACCP Plan Requirements, and FSIS Proposed Requirements

Division of Seafood Seafood Inspection Office of Catfish Inspection
Safety, FDA Program, NMFS Program (proposed), FSIS
Statutory authority Federal Food, Prug, and Agriculture Marketing Act of Federal Meat Inspection Act, as
Cosmetic Act; Public Health 1948 applicable to catfish
Service Act
Written HACCP plan required X X X
HACCP plan requirements
List/identify chemical, physical, X X X
and biological safety hazards
listfidentify critical control points X X X
{CCP}
List/identify critical limits for each X X X
CCP
List procedures to monitor each X X X
CCP inciuding monitoring
frequency
Include any corrective action plans X ’e X
Provide a recordkeeping system X X X
that documents the monitoring of
CCPs
List verification procedures and X X X
frequency
Validate CCPs are effective in X X X
controlling hazards
Require written Sanitation No written procedures reguired X X

Standard Operating Procedures

but processors must implement
and monitor sanitation controls
and maintain records

Preoperational sanitation Conducted as needed X X
evaluation conducted as part of
inspection
Frequency of domestic site Every 3 to 5 years for products  Minimum, quarterly audits On-site inspection during
inspections FDA considers low risk, such processing

as catfish

Source: GAQ analysis of FDA, NMFS, and FSIS pragram documens.

?Pians must include comective action plans developed in accordance with the requirements of 21
C.FR.§123.7.

®Plans must include corractive action plans developed in accordance with the requiremenits of 9
C.F.R. §417.3.

As table 1 shows, the three agencies essentially do not differ from each
other in their HACCP requirements. FSIS acknowledges that many
domestic processing facilities are already meeting many of its proposed
requirements. Nevertheless, if FSIS implements its proposed catfish
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program, catfish processors are likely to see their paperwork
requirements increase. For example, FSIS would require written
sanitation plans, while FDA inspectors do not require written sanitation
plans and instead require only that sanitation be monitored and records
kept, according to FDA officials. Therefore, catfish processing facilities
without written sanitation plans would now be required to develop them.
Catfish processing facilities that already contract for inspection services
with NMFS must have written sanitation plans, but FSIS officials said the
format of the FSIS sanitation plan would differ from the one already
required by NMFS. FSIS officials noted that some of the additional
paperwork burden required for FSIS reg ulatlons would be offset by the
reductlon of FDA paperwork requsrement ‘Hi . F at

Inspection overlap and unnecessary inspection frequency. FSIS’s
proposed catfish program would introduce inefficiencies into the U.S.
catﬁsh mspectlon system b du Ilcatlng exnstmg FDA and_NIVIFS

- be inspected by al - I NMES
FDA mspects facilities that process onl'_\,r catfish every 3t05 years
because it considers: catflsh;a low-risk product, but it may inspect other
facilities that process catfish, along with other seafood, more frequently,
depending on the risks associated with the other seafood. NMFS
conducts a minimum of quarterly inspections of processing facilities that
participate in its Quality Management Program, including a majority of the
domestic catfish-processing facilities FS!S identified. '* According to
NMFS documents we reviewed, many retail and distribution firms buying
processed catfish products currently require NMFS product verifications

SNMFS's Quality Management Program integrates HACCP preventive control strategies
to ensure seafood is safe, complies with all food regulations, and meets internationally
recognized quality standards.
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and are likely to still require NMFS verification after promulgation of the
FSIS proposed regulations. For example, representatives we spoke with
from two domestic facilities that process catfish and other seafood told us
that they expect to continue to pay for NMFS inspections to meet retailer
demands, desprte any additional oversrght FS]S prowdes. In ‘addition to

'Accordrng to FS!S officials, overlap of programs is out3|de ’the agency s
control because the proposed program was mandated by Congress.

Implementation of the proposed catfish inspection program would also
fragment the export certification processes that some foreign
governments require for the export of U.S.-produced seafood. Under its
proposed regulations, FSIS would issue official export certificates for
shipments of inspected and passed catfish products produced in the
United States for export to foreign countries, as authorized by the Federal
Meat Inspection Act. However, NMFS currently provides these
certification services for all seafood, including catfish. According to NMFS
officials, this dual certification creates a potential problem because NMFS
already has approval from multiple foreign governments to serve as the
U.S. certification authority for seafood exports.

| 3l d accordlng to
FDA and NMFS offrmals {Under the Farm B|II FSIS is requrred to issue
final regulations to conduct continuous monitoring of catfish processing
facilities, as it does for meat, poultry, and processed egg products
facilities). FDA officials told us FSIS’s continuous monitoring approach is
counter to HACCP-based requirements for seafood and not based on
risk. According to FDA and NMFS officials, only periodic inspection is
necessary to verify that a HACCP plan is being implemented and
adequate preventive controls are in place. According to NMFS documents
we reviewed, the current HACCP approach to seafood safety is
fundamental not only in the United States but also in most seafood-
producing countries around the world. Consequently, these countries rely
on periodic, not daily, inspections. In addition, NMFS stated that
continuous inspection will not enhance the level of safety with catfish
because disease cannot be identified by visual inspection, as it can for
meat and pouitry. NMFS noted that because continuous or daily
inspection does not necessarily improve seafood safety, its use is more
costly with little effect.

Page 17 GAO-12-411 Seafood Safety



We have reported on duplication and overlap in federal inspection of
seafood in the past, when only FDA and NMFS were concerned. in 2009,
we reported that FDA does not try to determine whether NMFS has
already inspected a seafood facility when it is deciding which facilities to
inspect.’® in 2011, we reported that NMFS and FDA were still not
coordinating their inspection activities.!” Lack of coordination can burden
seafood processors. For example, according to representatives of a
facility that processes seafood, the facility was inspected approximately
21 times by NMFS, FDA, and USDA over a 4-year period, from 2005 to
2008, with no significant problems identified in any of the inspections.’

Inconsistent oversight of imported seafood. Consistent with the
Federal Meat Inspection Act, as amended by the Farm Bill, FSIS plans to
apply an equivalency approach for catfish that is similar to the one it uses
for imported meat, poultry, and processed egg products. Under FSIS’s
equivalency approach, meat, poultry and processed egg products are not
eligible for export to the United States unless FSIS has determined that
the exporting country has a food safety system equivalent to that of the
United States. Among other things, FSIS reviews documents provided by
foreign governments, conducts on-site evaluations of government
inspections of processing facilities, and audits laboratories to ensure their
food safety regulations and oversight are adequate. In addition, FSIS
reinspects products at U.S. ports of entry to promote compliance.

Some individuals and organizations that supported the fransfer of catfish
safety from FDA to FSIS, which include representatives of the catfish
industry and consumer groups, stated that there were several problems
with FDA's oversight system, such as limited inspection and sampling of
imported seafood, and that FSIS’s proposed catfish program regulations,
if implemented, would enhance catfish safety. For example, in their
written comments to FSIS, some supporters stated that imported catfish
may be unsafe because they were raised under less stringent standards,
such as allowing the catfish to be exposed {o whatever poliutants were

8GAO, Seafood Fraud: FDA Program Changes and Better Collaboration among Key
Federal Agencies Could Improve Detection and Prevention, GAQ-08-258 (Washington,
D.C., Feb. 19, 2009). _

TGAD-11-286.

18 SDA contracted with a private company ta inspect this facility because the processing
facility provided seafood products to federal child nutrition pragrams.
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present in the river water where they were raised. Supporters also
indicated that imported catfish may contain residues from drugs that FDA
has not approved for use in aquaculture. Finally, supporters noted that
FSIS staff would review foreign catfish safety systems to ensure these
systems met U.S. requirements before such products were admitted into
U.S. commerce. In addition, FSIS inspectors would reinspect catfish
imports at the ports of entry.

In April 2011, we reported that FDA’s oversight of imports is limited when
compared with FSIS’s more comprehensive reviews of food safety
systems under its equivalence program.™ However, FSMA gives FDA
authority to establish a system to accredit third-party auditors, including
foreign governments, to take responsibility for certifying seafood

" processors or seafood meets FDA regulatory requirements. Under this
system, a foreign government would have to demonstrate that its food
safety programs, systems, and standards are capable of adequately
ensuring that the foreign government and the foods it certifies, including
seafood, meet FDA requirements. According to FDA officials, its new
FSMA authorities complement the authority it already had to conduct
comparability assessments, which are intended to help ensure the safety
of imported foods. With comparability assessments, FDA can leverage
the work of foreign governments whose food safety systems FDA has
determined provide protections that are comparable to those of the U.S.
food safety system. FDA is currently piloting a comparability assessment
process with the European Union and New Zealand. New authorities
provided in FSMA, including third party certification, will enable FDA to
leverage resources of countries with sufficient qualifications—even
though they may not have comparable systems—to help ensure that
foods exported to the United States meet FDA requirements. Enacted in
2011, these new FSMA authorities were not available to FDA when the
Farm Bill assigned responsibility for catfish inspection to FSIS in 2008.

Cost of implementin FSIS s catfish inspection program. Currently,
" less than $700,000 annually to inspect.
acilities, and NMFS inspection services pose no
additional cost to the federal government because its costs are covered

‘proposed catfish inspec

19GA0-11-286.
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federal government bears most of the esﬁmated cost, about 98 percent
and industry bears the remaining cost. We dld not determane the -accuracy

FSIS indicated that it did not héve complete informatlon on the total

number of domestic and foreign catfish processing facilities that would be
affected by the proposed regulations. In addition, the number of countries
that will apply for equivalence determination is not known. The number of
foreign applicants will, in turn, affect the cost FSIS will incur in making
equivalence determinations and in examining shipments at ports of entry.
in addition, FSIS may have overstated the federal dollars that FDA and
NMFS would save if FSIS implements a catfish inspection program. For
example, NMFS officials said that FSIS may have overstated the $1.5
million amount that would be saved if FSIS assumed all inspection duties
previously carried out by NMFS inspectors. FDA officials stated that they
could not validate the numbers FSIS used to estimate the amount of
money FDA would save if FSIS implemented its proposed catfish
program. In addition, FSIS estimated that it spent a total of $15.4 million
from fiscal years 2009 to 2011 to develop the catfish inspection program,
including costs related to catfish sampling studies. In fiscal year 2012,
FSIS plans to spend an additional $4.4 million to support further program
development.

.'m reducmg the prevalence of'Sa!rﬁoneHa contat |nated caffish. In

addition, FSIS acknowledged in its risk assessment that it lacks
regulatory oversight experience with catfish processing facilities, although
it has historically overseen the meat, poultry and processed egg products
industries. FDA and NMFS officials we spoke with do not expect FSIS's
proposed catfish inspection program to make catfish safer than it already
is under current federal oversight programs. Moreover, FSIS would
oversee a small fraction of all seafood imports to the United States—
about 3 percent—while FDA, using its enhanced authorities, could
undertake oversight of all imported seafood.

Conclusion

To implement the catfish inspection requirement in the Farm Bill, FSIS
has proposed a program that seeks to mitigate the primary food safety
hazard most associated with domestic and imported catfish, which FSIS
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Matter for
Congressional
Consideration

Agency Comments
“and Our Evaluation

identified as Safmonella. However, the agency’s proposed catfish
inspection program further fragments the federal oversight system for
food safety without demonstrating that there is a problem with catfish or a
need for a new federal program. We recognize that FSIS developed this
program because it was mandated to do so by the Farm Bill—before FDA
received enhanced regulatory authority under FSMA. Even so, FSIS
proposed a program that essentially mirrors the catfish oversight efforts
already underway by FDA and NMFS. Furthermore, since FDA
introduced HACCP requirements for seafood processing facilities—
including catfish facilities—in 1997, no reported outbreaks of illnesses
caused by Salmoneffa contamination of catfish have been reported—the
hazard identified by FSIS—indicating the low risk presented by this
pathogen in catfish. Consequently, if implemented, the catfish inspection
program would likely not enhance the safety of catfish but would duplicate
FDA and NMFS inspections at a cost to taxpayers. With FDA’s new
authority under FSMA, the federal government has an opportunity to
enhance the effectiveness of the food safety system of all imported
seafood, including catfish, and avoid the duplication of effort and costs
that would result from FSIS’s implementation of its proposed catfish
inspection program.

To enhance the effectiveness of the food safety system for catfish and
avoid duplication of effort and cost, Congress should consider repealing
provisions of the Farm Bill that assigned USDA responsibility for
examining and inspecting catfish and for creating a catfish inspection
prograrm.

We provided USDA and the Departments of Commerce and Health and
Human Services with a draft of this report for their review and comment.
We also provided a draft of this report to the Department of State, the
Office of the U.S. Trade Representative, and the Office of Management
and Budget. On April 25, 2012, we received written comments from
USDA, which are reproduced in appendix |l. USDA and the Department
of Health and Human Services provided technical comments, which we
incorporated as appropriate. The Department of Commerce did not
provide written comments.

USDA stated that it appreciated our work in planning, conducting, and
issuing the report. USDA added that it is committed to completing the
rulemaking process on catfish inspection in a manner that is consistent
with the 2008 Farm Bill provisions.
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As agreed with your offices, unless you publicly announce the contents of
this report earlier, we plan no further distribution until 30 days from the
report date. At that time, we will send copies to the appropriate
congressional committees; the Secretaries of Agriculture, Commerce,
Health and Human Services, and State; the U.S. Trade Representative;
the Director of the Office of Management and Budget; and other
interested parties. [n addition, the report will be available at no charge on
the GAO website at http/Awww.gao.gov.

If you or your staff have any questions about this report, please contact
me at (202) 512-3841 or shamesi@gao.gov. Contact points for our
Offices of Congressional Relations and Public Affairs may be found on
the last page of this report. Key contributors to this report are listed in
appendix I1I.

Lisa Shames '
Director, Natural Resources and Environment
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Appendix I: Scope and Methodology

We were asked to examine the U.S. Department of Agriculture’s (USDA)
Food Safety Inspection Service's (FSIS) proposed catfish inspection
program. Our objectives were to determine (1) how FSIS determined that
Salmonelfa presented the primary food safety hazard in catfish and (2)
the anticipated impact of FSIS’s proposed catfish inspection program on
other federal food safety inspection programs.

To address the first objective, we reviewed documents FSIS had
prepared including the draft risk assessment that assessed the hazards
associated with- consuming caftfish. We also reviewed information on the
Food and Drug Administration’s (FDA) import refusals for imported catfish
prepared by USDA's Economic Research Service for 1998 through
August 2010. We alsc reviewed the results of FSIS’s preliminary
microbiological testing of catfish samples conducted in 2011. We
interviewed officials from FSIS, FDA, and the National Marine Fisheries
Service (NMFS) to better understand the food safety hazard catfish
presents and the information FSIS presented in its draft risk assessment.
We also interviewed officials from the Office of the U.S. Trade
Representative, the Department of State, and the Office of Management
and Budget. To gain stakeholders' perspectives on the food safety
hazards that catfish present, we reviewed comments provided to FSIS
during the public comment period. We also spoke with representatives
from the Catfish Farmers of America, National Fisheries Institute, the
Association of Food and Drug Officials, and the Center for Science in the
Public Interest.

To assess the anticipated impact of FSIS’s proposed catfish inspection
program on other federal food safety inspection programs, we reviewed
the proposed regulations for the catfish inspection program and other
agency documents including the preliminary regulatory impact analysis
that describe the proposed program and the costs and benefits expected
by FSIS after implementation. We reviewed the FDA Food Safety
Modernization Act to identify the additional authorities to enhance the
oversight of imported seafood this legislation granted FDA. We
interviewed officials from FSIS, FDA, and NMFS to better understand
FSIS’s proposed program, its costs and benefits, and the similarities and
differences between it and FDA and NMFS inspection programs. In our
review of FDA and NMFS inspection programs, we also gathered
information on program costs. To gain stakeholders’ perspectives on
FSIS’s proposed regulations for continuous catfish inspection, we
reviewed comments from industry and consumer groups provided to FSIS
during the public comment period. We spoke with representatives of the
Catfish Farmers of America and the National Fisheries Institute. We also

Page 23 GAO-12-411 Seafood Safety



Appendix |: Scope and Methodology

spoke with representatives of two domestic seafood processors that
process both catfish and other seafood during site visits to their facilities
in Massachusetts to gain their perspectives on the potential impact of the
proposed regulations on their operations. We reviewed past GAO reports
relevant to this topic.

In addition, we analyzed Department of Commerce data on imported
seafood, including catfish, for 2010. We present these data as
background to illustrate the relative volume of catfish and other seafood.
We also analyzed USDA National Agricuitural Statistics Service data on
catfish processing to illustrate trends in domestic catfish production and
imports from 2006 to 2010, also as background. For both of these data
sets we reviewed existing documentation about these data and any
limitations. We found both data sets to be sufficiently reliable for the
above-mentioned purposes.

We conducted this performance audit from June 2011 to May 2012 in
accordance with generally accepted government auditing standards.
Those standards require that we plan and perform the audit to obtain
sufficient, appropriate evidence to provide a reasonable basis for our
findings and conclusions based on our audit objectives. We believe that
the evidence obtained provides a reasonable basis for our findings and
conclusions based on our audit objectives.
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Appendix II: Comments from the U.S.
Department of Agriculture

DEPARTMENT OF AGRICULTURE
DEFLCE OF THE SECRETARY
WASHINGTON, D.C, 20259

Apil 24, 2012

Ms. Lisa Shames

Diirector

Natural Resources and Epvionment

United Siates Government 2 ceountability Office
44) G Strest, N.W,

Washington, D.C, 20538

Déar My, Shames:

The United States Department of Agriculture (USDA) appresiates the opportonity 1 review the
U.8. Goverment Accountalility Office’s {GAQ) draft repoit entitled, “Seafood Safety:
Responsibility for Catfish Sefety Should Be Transferred from USDA to FDA™ (12-411). USDIA
appreciates GAO'"s work in slanning, eonducting and issuing this report,

The Department, speeifically the Food Safety and Inspection Service (FSIS), is surrently
proposing regulations requir ing ontinuous inspection of catfish and catfish produets. FSI8 is
proposing these regulations o implement provisions of the Food, Congervation, and Energy Act
{Farm Bill) of 2008. Although the GAO draft raport does not contain any recommendations
specifically directed at USD A, the Department, specifically FSIS, remains committed to
completing the rulemaking 1 rocess on-caifish inspection in 2 manner that is consistent with the
Farm Bl provisions,

Again, thank vou for the opf ortunity (o review and comment on this draft report: ‘Technieal
commens were submitted u der separaie cover. We fook forward o working with you on future
Department of Agriculiure e1gagements.

Sincerely,

7 A
Brian Rorholra

Breputy Under Secretary
Food Safety
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Appendix III: GAO Contact and Staff
Acknowledgments

- __&m
GAO Contact Lisa Shames, (202) 512-3481 or shamesi@gao.gov

Staff In addition to the individual named above, Anne K. Johnson {Assistant
Director), David Moreno (Analyst-in-Charge), Michele Sahlhoff, Carol

Acknowledgments Herrnstadt Shulman, Swati Sheladia Thomas, and Kiki Theodoropoulos
made key contributions to this report. Important contributions were also
made by Kevin Bray, Michele Fejfar, Jose Alfredo Gomez, and Jena
Sinkfield.
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USDA Office of Communications (202) 720-4623

Agnculture Secretary Vilsack Announces Travel to Asia to Strengthen Markets for U.S.
Agriculture

WASHINGTON, Oct. 26, 201 i-Agriculture Secretary Tom Vilsack announced today
plans to travel to Vietnam and China in mid-November to help strengthen bilateral trade
relations and support the American brand throughout the Asia Pacific region. Vilsack is the
first sitting American Secretary of Agriculture to visit Vietnam.

In comments at the National Journal's Healthy Food, Healthy Planet Policy Summit in
Washington, D.C., Vilsack hlghllghted the strong performance of the U.S. farm economy,
: pomtmg to record exports, a record trade surplus, near-record farm income, and low farm debt
as signs that America's farm sector is making major contributions to the nation's overall
economy.

"Thanks to the productivity of America's farmers, ranchers and producers, our trading
partners in the Asia Pacific region recognize the United States as a reliable supplier of the
highest-quality food and agricultural products,” said Vilsack. "Under the Obama
Administration, USDA has continued to expand markets for American goods abroad, worked
aggressively to break down trade barriers to trade, and assisted U.S. businesses with the
resources needed to reach consumers around the world. In terms of exports, we are
experzencmg the best years in America's history. Partnerships with growmg markets like those
in China and Vletnam are integral to the strength of the U.S. economy in the decades ahead.”

In 2011, China moved ahead of Mexico and Canada as the United States’ number one
market for U.S. agricultural goods. Vietnam is one of the world's fastest growing economies
and an important market for U.S. agricultural products, now valued at $1.3 billion. In the past

decade, Vietnam jumped from the fifticth (50) to ﬁftcenth (15) position as a market for U.S.
farm exports.

Agricultural exports help support more than 1 million American jobs. This year and next,
U.S. agricultural exports are on track to reach new highs of $137 billion, leading to a trade
surplus of over $42 billion, eight times greater than five years ago. Last week, President
Obama signed new trade agreements with South Korea, Colombia and Panama. When
implemented, these three agreements will increase farm exports by an additional $2.3 billion—
supporting nearly 20,000 American jobs—by eliminating tariffs, removing barriers to trade
and leveling the playing field for U.S. producers.

In Vietnam, Vilsack will meet with Vietnamese officials, talk with agricultural students,
and thank U.S. food and agricultural businesses for bolstering the U.S. economy. Vilsack will
travel to China as part of the Obama Administration's delegation attending meetings for the
22nd Joint Commission on Commerce and Trade (JCCT).

http://www.usda.gov/...UMTBJQU1IM.URERDFFODU!]?printab!e=true&contentidon[y=true&c0ntentid=2011%2f10%2f0459.xm![11/2[2011 5:50:00 PM






MEMORANDUM OF UNDERSTANDING
Between
The Food Safety and Inspection Service
United States Department of Agriculture
And
The Food and Drug Administration
United States Department of Health and Human Services

L. Purpose

This Memorandum of Understanding (MOU) between the Food Safety and Inspection
Service (FSIS), United States Department of Agriculture (USDA), and the Food and Drug
Administration (FDA), United States Department of Health and Human Services, is intended
to improve interagency cooperation on food safety and fraud prevention and {o maximize the
effectiveness of personnel and resources related to examination and inspection of
Siluriforimes fish and fish products.

IL. Background

The Agricultural Act of 2014 (2014 Farm Bill), enacted February 7, 2014, directs USDA to
execute an MOU with FDA for the following purposes:

1. To improve interagency cooperation on food safety and fraud ptevention,
building upon any other prior agreements.
2. To maximize the effectiveness of limited personnel and resources by
ensuring that —
a. inspections conducted by FSIS satisfy requirements under the
Federal Food, Drug, and Cosmetic Act;
b. inspections of shipments and processing facilities for fish of the
order Siluriformes by the agencies are not duplicative; and
c. any information resulting from examination, testing, and

inspections conducted is considered in making risk-based
determinations, including the establishment of inspection priorities.

This MOU sets forth the working arrangements between the agencies to facilitate each
agency’s efforts to discharge its responsibilities. related to the regulatory oversight of fish and
fish products and to achieve the purposes identified in the 2014 Farm Bill. It builds upon -
other prior agreements between the agencies.

I1. Statutory Authorities

FSIS administers the Federal Meat Inspection Act (21 U.S.C. 601-695), as amended, notably,
by the 2008 Farm Bill (Pub,L. 110-246, §4(a), title X1, §11016(b)(1)(A), June 18, 2008; 122




Stat. 1664, 2130), and further amended by the 2014 Farm Bill (Pub.L. 113-79, title X1I,
§12106(a)-(c), February 7, 2014; 128 Stat. 980-982).

FDA operates under authorities including the Federal Food, Drug, and Cosmetic Act (21
U.8.C. 301, et seq.), the Public Health Service Act (42 U.S8.C. 201, et seq.), and the Fair
Packaging and Labeling Act (15 U.8.C. 1451, et seq.).

1. Substance of Agreement
A. It is mutually agreed that:

1. The agencies will plan for the orderly transition, in phases, from FDA to FSIS of
primary regulatory oversight of domestically produced and imported Siluriformes fish
and fish products, as provided in the final rule.

2. The agencies will follow the provisions of this MOU as appropriate during the
transition period and folly thereafter.

3. In:dual jurisdiction establishiments that prepare; pack, hold; or otherwise: .handie_both
Situriformes fish and fish products and other fish and fish products;
follow the procedures for dual jurisdiction establishments set out m MOU‘ _mlmber 225-
- 899:2001; except as superseded for certain information sharing by MOU 225-12-0007
. (section IV, paragraph 9 and Appendix B).

4. The agencies will coordinate in issuing regulations and guidance and in conducting
outreach specific to Siluriformes fish and fish products.

5. The agencies will exchange information relevant to the regulatory oversight of
Situriformes fish and fish products as set out in MOU number 225-12-0007.

6. Each agency will take advantage of the inspectional capabilities of the other agency

1o achieve the maximum utilization of resources with regard to Siluriformes fish and fish
products, when appropriate and as resources permit.

B. FSIS will:
1. Exercise primary regulatory oversight over Siluriformes fish and fish products.

2. Inform FDA if an apparent violation is encountered involving fish and fish products
other than Siluriformes.




C. FDA will:

1. Not inspect Siluriformes fish and fish products at domestic and foreign
establishments that grow, slaughter, or process such fish and fish products unless

requested by FSIS.

2. Not sample or analyze Siluriformes fish and fish products bearing an official USDA
inspection legend or an official USDA import mark, unless requested by FSIS.

3. Continué to exercise regulatory oversight over all 6ther fish and fish produois.

4. Inform FSIS when an apparent violation is encountered involving Siluriformes fish

and fish products.

IV. Liaison Officers

To facilitate the activities described in this MOU, each agency will establish liaisons specified in

Appendix A to this MOU.

V. Effective Date, Termination, and Modification

This MOU will become effective when signed by the designated representatives of both agencies
and shall continue in effect unless modified or terminated by mutual written consent of the

agencies.

Signed on this 30th day of April, 2014.

FOR THE
Food Safety and Inspection Service

__

Alfred V. Almariza
Administrator

FOR THE
Food and Drug Administration

1 1) ok

Michael M. Landa

Director

Center for Food Safety
and Applied Nutrition




Products Inspection Act (21 U.S.C. 1031, ef seq.). In carrying out its responsibilities under these
acts, FSIS places inspectors in meat and poultry slaughterhouses and in meat, pouliry, and egg
processing plants. FSIS also conducts inspections of warehouses, transporters, retail stores,
restaurants, and other places where meat, poultry, and egg products are handled and stored. In
addition, FSIS conducts voluntary inspections under the Agriculture Marketing Act (7 U.S.C.
1621, et seq.).

FDA is responsible for implementing and enforcing the Federal Food, Drug, and Cosmetic Act
(21 U.S.C. 301, et seq.), the Public Health Service Act (42 U.S.C. 201, ef seq.), the Fair
Packaging and Labeling Act (15 U.S.C. 1451 et seq.), and parts of the Egg Products Inspection
Act. In carrying out its responsibilities under these acts, FDA conducts inspections of
establishments that manufacture, process, pack, or hold foods, with the exception of certain
establishments that are regulated exclusively by FSIS. FDA also inspects vehicles and other
conveyances, such as boats, trains, and airplanes, in which foods are transported or held in
interstate commerce.

Nothing in this agreement shall lessen the responsibilities or authorities of FSIS and FDA under
their statutory authorities.

IV. SUBSTANCE OF AGREEMENT
1. List of District Level Contacts

The agencies agree to develop, maintain, and annually update a list of their districts and of
persons to contact at the district management level. In addition to the annual updates to these
lists, each district aggrees to promptly inform its counterpart district of any change in the contact
person for that district. The agencies also agree to develop and maintain a list of the district
offices responsible for each state and territory. Each agency agrees to promptly inform the other
agency of any changes in the jurisdiction of district offices or in the field organization of the
agency. These lists are to be distributed to the district managers of both FSIS and FDA.

2. List of Dual Jurisdiction Establishments

The agencies agree to develop, maintain, and annually update a'list of dual jurisdietion
establishments (hereinafter "DJEs"), that is, establishments that prepare, pack, hold, or otherwise
handle both foods regulated by FSIS and foods regulated by FDA. This list is to be organized by
state and territory and will be distributed to the district managers of both FSIS and FDA. When
updating this list, each agency agrees to identify all DJEs that have discontinued operations that
are under it jurisdiction.

3. System of Communication

The district offices of each agency agree to promptly report to their counterparts district offices
certain findings, as set forth in paragraphs 5, 6, and 7, relating to DJEs. The district office
receiving the report agrees to respond with information regarding any planned or completed
follow-up action relating to the reported information. District management of both agencies are



encouraged to initiate contact and to meet annually, or as frequently as necessary, to facilitate the
exchange of information about establishments and foods prepared, packed, held, or otherwise
handled by these establishments. The agencies agree to work together to develop, put in place,
and maintain a system of electronic communication at the district level to facilitate the exchange
of information about the DJEs.

4. Notification of Periodic Inspection

Each agency agrees to attempt to notify the appropriate contact identified in paragraph 1 of this
section prior to conducting an inspection of a DJE that is not under continuous FSIS inspection.
In addition, FDA agrees to attempt to notify the FSIS inspector prior to inspecting a DJE that is
under continuous inspection and to mvite the FSIS inspector to accompany the FDA investigator
on the inspection.

5. Findings Involving DJEs That Are To Be Reported By Both Agencies

The district office of each agency is to notify its counterpart district office of the following
findings in a DJE:

a. Foods implicated in outbreaks of foodbome illness, injuries, or adverse reactions.

b. Foods found to be contaminated or mislabeled such that there is a reasonable probability that
the use of or exposure to such products will cause serious adverse health consequences. Hazards
that constitute contamination or mislabeling covered under this paragraph are attached as
Appendix A.

c. A processing condition or failure that is likely to result in food contamination leading to
outbreaks of foodborne illness, injuries, or adverse reactions.

d. Foods that have been recalled.
e. Reports of tampering or threats of tampering.

f. A food handler diagnosed as having a communicable disease that is likely to result in food
contamination or outbreaks of foodborne illness (e.g., hepatitis).

g. Convictions of a DJE, or any officer or key employee of a DJE, for any felony or more than
one misdemeanor involving the DJE or any food prepared, packed, held, or otherwise handled in
the DJE.

h. Convictions of an establishment preparing, packing, holding, or otherwise handling meat,
poultry or egg products solely under state regulation and foods regulated by FDA, or any office
or key employee of such an establishment, for any felony or more than one misdemeanor
involving the establishment or any food prepared, packed, held, or otherwise handled in the
establishment.




6. Additional Findings Involving DJEs That Are To Be Reported By FSIS to FDA

In addition to the findings in paragraph 5, the FSIS district office is to notify its counterpart
district office of FDA of the following finding in a DJE:

a. FSIS action to withhold the mark of inspection or to suspend or withdraw the grant of
inspection.

7. Additional Findings Involving DJEs That Are To Be Reported By FDA to FSIS

In addition to the findings in paragraph 5, the FDA district office is to notify its counterpart .
district office of FSIS of the following findings:

a. Any other processing condition in a DJE that could render foods bearing a USDA mark of
mandatory or voluntary inspection adulterated or mislabeled.

b. Reason to believe that an FDA-regulated ingredient that would adulterate a meat, poultry, or
egg product if used in it has been sent to or received by an FSIS-regulated establishment.

8. Follow-Up Action

a. The agency receiving the notification of a finding listed in paragraphs 5, 6, or 7 agrees to
evaluate it and take appropriate action.

b. For all reported findings listed in paragraphs 5, 6, or 7, the agency receiving the notification
agrees to track and use the information in program evaluation, work planning, and consideration
of whether action against the establishment is warranted.

c. The agency receiving the notification of a finding listed in paragraph 5, 6, or 7 agrees to
respond to the notification within 30 days by communicating the disposition of the notification to
the notifying agency at the district management level, including, if appropriate, any and all
actions planned and taken by the agency receiving notification. In addition, the agencies agree to
explore the feasibility of granting each other access to appropriate computer monitoring system
to permit interagency tracking of findings listed in paragraphs 3, 6, or 7.

9. Information Sharing and Confidentiality

To promote increased cooperation and efficient use of enforcement resources, each agency
agrees to share information for enforcement purposes upon request by the other agency, to the
extent permitted by applicable law. All non-public information shared between the two agencies
pursuant to this agreement is subject to all applicable limitations established by statute or
regulation on interagency sharing of information. The current policies and procedures for sharing
such information are attached as Appendix B.



10. Training

The agencies agree to develop and provide appropriate training in the inspectional techniques
and processes of each agency as the agencies determine is necessary to ensure that the contacts
for each agency have an appropriate understanding of the workings of the other agency. This
understanding will help ensure the successful implementation of this agreement. The agencies
agree to develop and initiate the training as quickly as possible. The district managers of both
agencies are encouraged to evaluate training needs during annual meetings, or as frequently as
necessary, to determine whether additional training is warranted.

11. Joint Enforcement Activities

The agencies agree to establish a group to explore the feasibility of joint enforcement activities.
This group is to report its findings and recommendations by March 1, 1999 to the Commissioner
of FDA and the Administrator of FSIS.

12. Re-evaluation of the Agreement

The agencies agree to re-evaluate the effectiveness of this agreement after it has been in effect
for one year. The agencies also agree to explore the feasibility of expanding their cooperative
activities after one year, or sooner if the agencies agree that it is appropriate to do so.

V. PERIOD OF AGREEMENT

The agencies agree to begin implementing this agreement within 30 days from execution by both
parties. This agreement will be effectively indefinitely. It may be modified by mutual consent or
terminated by either party upon 30 days' written notice to the other.

VI. PREVIOUS AGREEMENTS

This agreement supersedes the Memorandum of Understanding on coordination of inspectional
efforts signed by FSIS on July 14, 1983 and by FDA on July 25, 1983. This MOU does not
modify any other existing agreements between USDA and FDA.

VII. NAME AND ADDRESSES OF PARTICIPATING AGENCIES

Food Safety and Inspection Service
1400 Independence Ave., S.W.
Washington, D.C. 20250-3700

Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857



VIII. LIAISON OFFICERS

For ESIS:

John McCutcheon

Associate Deputy Administrator,
Office of Field Operations

Food Safety Inspection Service
1400 Independence Ave. S.W.
Washington, DC 20250-3700
202-720-5190

For FDA:

Gary Pierce

Director, Division of Emergency and Investigational Operations
Food and Drug Administration '
5600 Fishers Lane (HFC-130)

Rockville, MDD 20857

301-827-5655



Appendix A
Findings That Constitute Contamination or Mislabeling Under Section IV, §, b.

The following findings of contamination or mislabeling should be reported by FSIS to FDA
under section IV, 5, b:

1. pathogenic organisms

2. undeclared allergens (e.g., peanuts, peanut butter, peanut flour, hydrolyzed peanut protein,
pecans, walnuts, hazelnuts, filberts, cashews, Brazil nuts, eggs, egg whites, egg yolk, egg
albumen, powered eggs, shrimp, crab, crayfish, lobster, oysters, clams, scallops, mussels,
almonds, pistachios, cow milk, cream, dry milk, whey, other proteins from cow's milk, soy,
soybeans, soy protein, soy flour, corn, corn flour, corn meal, fish, oats, wheat):

3. undeclared color additives FD&C Yellow No. 5 and FD&C Yellow No. 6; and

4. undeclared sulfites.



Appendix B
Policies and Procedures for Information Sharing

Under this MOU, neither FDA nor FSIS will disclose to each other confidential commercial or
trade secret information. The information FDA and FSIS disclose to each other under this MOU
may include other information exempt from public disclosure, such as information compiled for
law enforcement purposes and predecisional information.

To promote the sharing of information for enforcement purposes, while ensuring that both
agencies protect information exempt from public disclosure, FDA and FSIS agree to comply
with the following conditions:

1. The agency that shares information ("the information-sharing agency") shall include a
transmittal letter along with any non-electronic agency records exchanged that are exempt from
public disclosure. A model transmittal letter is attached. The first page of cach document
provided shall be stamped "CONFIDENTIAL [name of information-sharing agency]
DOCUMENTS: DO NOT DISCLOSE WITHOUT WRITTEN PERMISSION OF [name of
information-sharing agency]." Electronic records, such as e-mails, that are exchanged and that
contain information exempt from public disclosure shall include the following statement: "This
e-mail contains information exempt from public disclosure that is being shared in accordance
with the Memorandum of Understanding dated January 22, 1999, between FDA and FSIS
regarding dual-jurisdiction establishments. This information may not be further disclosed
without prior written permission from the agency that provided it."

2. The agency that receives the information ("the recipient agency") shall not disclose any shared
information designated by the information-sharing agency as exempt from public disclosure to
any person or entity outside the recipient agency, including the Department of Justice or a court,
without first requesting and obtaining written permission of the information-sharing agency. The
information-sharing agency will not withhold permission to disclose information pursuant to a
court order, provided that the recipient agency notifies the information-sharing agency upon
receipt of the order provided in paragraph 4.

3. The recipient agency shall notify the information-sharing agency upon receipt of any request
from a third party for shared information designated by the information sharing agency as
exempt from public disclosure. In addition to its ordinary English meaning, the term "request”
includes Freedom of Information Act requests, Congressional inquiries, and attempts to obtain
information by compulsory process, including, but not limited to, subpoenas and discovery
requests.

4. The recipient agency shall notify the information-sharing agency upon receipt of any judicial
order that compels the release of shared information designated by the information-sharing
agency as exempt from public disclosure so that the information-sharing agency may take
appropriate measures, such as filing a motion with the court that issued the order or filing an
appeal.



Model Transmittal letter

This letter accompanies agency records that are being shared in accordance with the
Memorandum of Understanding dated January 22, 1999, between FDA and FSIS regarding dual-
jurisdiction establishments. These agency records contain information exempt from public

disclosure and may not be further disclosed without written permission from the agency that
provided them.

Approved and Accepted ' Approved and Accepted
for the Food Safety Inspection Service for the Food and Drug Administration
Signed by: Thomas J. Billy Signed by: Michael A. Friedman, M.D.

Administrator, FSIS Deputy Commissioner for Operations, FDA

Date: February 23, 1999 Date: February 23, 1999
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An Analysis of Proposed
Changes to Seafood Inspection
Regulations

“Even if (to be conservative) only 75% of this future sales volume
represents new seafood consumption (the balance substituting across a
wide range of other seafood species), the implications for seafood
industry sales, revenue and employment are large. In 2007, the total
cost of materials (including raw seafood) for the seafood processing
industry was $5.9 billion, which generated sales by the processing
industry of $10.5 billion,'? implying a sales margin of about 44% to
cover the costs of labor, sales and other value-added activities.
Applying the same relationship to the expected import value of
pangasius in 2012 of $650 million, and assuming that 75% of those
purchases ($487.5 million) represent new seafood sales would suggest
sales growth by the seafood processing industry of over $700 million
Washington, D.C. Office if pangasius imports are left unrestricied.

informa Economics, Inc. The job growth multipliers shown above are based on seafood sales at
6862 Elm Street, Suite 350 the retail level. Accounting for margins typically applied at the
McLean, VA 22101 » 3897 seafood wholesaler and retail level, the retail sales value of new
pangasius seafood sales in 2012 would likely exceed $1 billion.

USA Applying this $1 billion in new retail sales to the average multiplier of
Tel 703 +734 + 8787 11.2 jobs per $1 million in retail sales suggests the creation of roughly
Fax 703 + 893 1065 11,200 jobs across the US economy.”

(page 25)
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The Washington Post

White House budget would eliminate duplicative catfish

inspections
By Josh Hicks Aprit o 20453

President Obama’s 2014 budget proposal would eliminate certain duplications
within government programs, including overlaps in catfish inspections from
three different agencies, according to the White House budget office.

The Food and Drug Administration and the National Marine Fisheries Service
conduct catfish inspections, but the 2008 Farm Bill required the Department
of Agriculture to begin a program as well.

The White House, which is expected to release its 2014 budget Wednesday,
said Tuesday that the upcoming budget proposal calls for eliminating catfish
inspections by the Agriculture Department so the agency can focus on the
nation’s meat and poultry supply.

The White House budget office unveiled that and other plans for reducing
inefficiencies in response to a report on duplicative programs from the
Government Accountability Office.

In addition to addressing catfish inspections, White House budget office
spokeswoman Jessica Santillo said the new budget will also propose
consolidating more than half of the 220 educational programs that promote
science, technology, engineering and math (STEM).

The White House also said it will propose a new “universal displaced worker
program” in an effort to address overlapping with the more than 40 federal
programs that deliver job training and employment services.






