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ANIMAL DRUGS AND FEEDS
FY 2020

Animal Drugs and Feeds.........................
Budget Authority....................................
User Fees................................................
Center......................................................
Budget Authority.................................
User Fees.............................................
Animal Drug (ADUFA)..................
Animal Generic Drug (AGDUFA).
Third Party Auditor Program........
Field.........................................................
Budget Authority.................................
User Fees.............................................
Animal Drug (ADUFA)..................
Animal Generic Drug (AGDUFA).
Food Reinspection.........................

200,465
174,434
26,031
133,595
108,919
24,676
16,095
8,469
112
66,870
65,515
1,355
310
238
807

210,732
174,430
36,302
145,181
108,918
36,263
24,865
11,375
23
65,551
65,512
39
36
3
---

220,030
174,434
45,596
152,942
108,919
44,023
27,267
16,644
112
67,088
65,515
1,573
431
335
807

239,515
192,314
47,201
166,904
121,199
45,705
27,706
17,882
117
72,611
71,115
1,496
440
216
840

+/- FY 2019
Annualized
CR
19,485
17,880
1,605
13,962
12,280
1,682
439
1,238
5
5,523
5,600
-77
9
-119
33

FTE...........................................................

944

944

956

983

27

(Dollars in Thousands)

FY 2018
Enacted

FY 2018
Actual

FY 2019
President's
Annualized CR
Budget

Authorizing Legislation: Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321-399); Public
Health Service Act (42 U.S.C. 201, et seq.); Animal Drug Amendments (1968) (21 U.S.C. 360b);
Generic Animal Drug and Patent Term Restoration Act (1988); Animal Medicinal Drug Use
Clarification Act of 1994; Animal Drug Availability Act of 1996; FDA Export Reform and
Enhancement Act of 1996; Food and Drug Administration Modernization Act of 1997;
Antimicrobial Regulation Technical Corrections Act of 1998; Public Health Security and
Bioterrorism Preparedness and Response Act of 2002; Animal Drug User Fee Act of 2003 (21
U.S.C. 379j-11 - 379j-12); Minor Use and Minor Species Animal Health Act of 2004; Sanitary
Food Transportation Act of 2005; Food and Drug Administration Amendment Act of 2007;
Animal Drug User Fee Amendments of 2008 (P.L. 110-316); Animal Generic Drug User Fee Act
of 2008 (P.L. 110-316); Patient Protection and Affordable Care Act; FDA Food Safety
Modernization Act (P.L. 111-353); FDA Safety and Innovation Act (P.L. 112-144); Animal Drug
User Fee Reauthorization Act of 2018 (P.L. 113-14); Animal Generic Drug User Fee
Reauthorization Act of 2018 (P.L. 113-14).
Allocation Methods: Competitive grant; Contract; Direct Federal/intramural

PROGRAM DESCRIPTION AND ACCOMPLISHMENTS
The Animal Drugs and Feeds Program began 50 years ago, in 1968, with an amendment to the
Federal Food Drug and Cosmetic (FD&C) Act to include new authorities for regulating animal
drugs, devices, and animal food. The Program is administered by the Center for Veterinary
Medicine and the Office of Regulatory Affairs to protect and promote the health of humans and
animals by ensuring:
•
•
•

the safety of the American food supply
the safety of animal food and devices
the safety and effectiveness of animal drugs.
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Specifically, the Program:
•
•
•
•

evaluates new animal drug applications for safety and effectiveness
monitors animal drugs, animal foods, and animal devices on the market
evaluates animal food additives for safety and utility
conducts applied research to further protect human and animal health.

The Program also helps promote and provide incentives for the availability of animal drugs to
meet the needs of the large number and wide diversity of minor species, such as fish, honey bees,
and birds, and for minor uses (infrequent and limited) in the major species: cattle, pigs, chickens,
dogs, cats, horses and turkeys.
The Animal Drugs and Feeds Program leverages budget authority and user fees to protect human
and animal health. Congress passed and the President signed the Animal Drug User Fee Act IV
and Animal Generic Drug User Fee Act III reauthorization in FY 2018. ADUFA and AGDUFA
supplement the appropriated portion of the new animal drug review processes to support the
timeliness and efficiency of pioneer and generic new animal drug reviews. User fees are also
authorized under the FDA Export Reform and Enhancement Act (Export Certificate program).
The Export Certificate program helps support the export of products marketed in the U.S. that are
acceptable to the importing country.
Foster Competition and Innovation
FDA protects and promotes public health by ensuring that medical products are properly tested
for safety and efficacy, are known to be of reliable quality, and are properly labeled. Promoting
public health also requires the Agency to take steps that can help facilitate efficient access to safe
and effective, and innovative products that can address existing, novel, and emerging animal and
human health challenges.
Fostering Innovation in Plants and Animal Drugs
FDA announced the availability of a Plant and Animal Biotechnology Innovation Action Plan on
October 2018. Innovations in plant and animal biotechnology offer tremendous opportunities for
advancing public health. Promising new technologies that can edit animal and plant genomes
have the potential to improve human and animal health, animal well-being, and food safety and
security.
The Agency is committed to supporting innovation in plant and animal biotechnology through a
science and risk-based approach, while simultaneously advancing its public health mission and
avoiding unnecessary barriers to future innovation. The Action Plan works to address questions
FDA regularly receives from biotechnology stakeholders, including developers of these products
and public health interest groups. This new plan identifies priorities in three important areas:
1. advancing human and animal health by promoting product innovation and applying
modern, efficient and risk-based regulatory pathways
2. strengthening public outreach and communication regarding the FDA’s approach to
innovative plant and animal biotechnology
3. increasing engagement with domestic and international partners on biotechnology issues
Building on more than 25 years of world-class plant biotechnology evaluations, the FDA has
reviewed public comments and begun drafting a guidance to clarify the regulatory approach for
plant biotechnology products for human and animal food. The safety of food from more than 180
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varieties of genetically engineered plants has already been evaluated and many of these products
are consumed by Americans every day. The new guidance will provide the clarification
necessary to help small and medium size firms understand their responsibilities under our
regulatory framework so that they’re better able to navigate the regulatory pathway toward
bringing safe, innovative plant biotechnology products to market.
The Veterinary Innovation Program (VIP) pilot was launched in October 2018 to offer intensive
technical and programmatic assistance to developers of certain innovative veterinary products,
including animal biotechnology products. VIP is intended to enhance regulatory predictability
and efficiency, improve Agency responsiveness, and enable early, sustained interactions with
innovators.
This is a period of exceptional innovation in American agriculture with the increasing
development and use of new technologies. These innovations present the FDA with the
opportunity to provide sufficient flexibility to allow for a regulatory process that supports the
development of significant and beneficial technology, while safeguarding human and animal
health.
Animal Drug Review
FDA efficiently evaluates new animal drugs and determines whether these products are safe and
effective for their intended use, manufactured to meet current good manufacturing practice
requirements and properly labeled. These activities increase the availability of safe and effective
animal drug products to support the health of pet (companion) animals and food-producing
animals, while ensuring that food from treated animals is safe for humans to eat.
FDA consistently meets or exceeds the Animal Drug User Fee Act (ADUFA) and Animal
Generic Drug User Fee Act (AGDUFA) performance goals. Based on current data, FDA
exceeded these goals for all submission types for both pioneer and generic animal drugs in the
FY 2017 reporting period. Both user fee acts require FDA to review and act on 90 percent of
pioneer and generic new animal drug applications and other key submissions within specified
time frames each fiscal year.
In FY 2018, Congress passed and the President signed the ADUFA IV and AGDUFA III
reauthorizations for FY 2019 through FY 2023. These two user fee acts enhance the FDA’s
ability to maintain a predictable and timely animal drug review process, foster innovation in drug
development, and increase access to new therapies for food-producing and companion animals.
The bipartisan legislation reauthorizing ADUFA and AGDUFA builds on the success of previous
authorizations and includes several additional provisions, including a requirement to post on the
Agency’s website the number of pending animal food additive petitions and a requirement to
report on the FDA’s progress in bringing all approved antimicrobial animal drugs that are
medically important under veterinary oversight. The Program also committed to working on
implementing the U.S. - EU GMP Inspection Mutual Recognition Agreement for veterinary
pharmaceuticals.
The Animal Drugs and Feed Program also continues to enhance harmonization and collaboration
with international organizations, other countries’ regulatory agencies and related industry. The
Program simultaneously reviewed and approved 8 applications and is currently reviewing 19
additional applications through the U.S.- Canada Regulatory Cooperation Council. The Council
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works to minimize regulatory differences and duplicative procedures in the two countries to help
streamline the approval process. These collaborative efforts contribute to:
•
•
•

increasing the availability of safe and effective animal drugs
lowering the cost of drug development for drug sponsors
reducing the number of animals used in research studies.

In November 2018, FDA proactively solicited public comments on proposed research to study
the use of systemically and non-systemically absorbed drugs in certain types of dog
bioequivalence studies. These studies would not result in euthanasia of the animals but instead
would involve collection of blood samples from dogs, which is minimally invasive, after they
have received oral tablets of two commonly used, generally well-tolerated medicines. The dogs
taking part will be retired for adoption at the study conclusion. The FDA expects that the
availability of this novel alternative approach will provide animal drug sponsors with a
scientifically sound method to demonstrate bioequivalence of certain drugs and would support
the replacement, reductions and refinement of use of animal in research.
Minor Use Minor Species
The Minor Use and Minor Species (MUMS) Animal Health Act, passed in 2004, helps make
more animal drugs legally available to veterinarians and animal owners for use in minor animal
species or for minor uses (rare diseases) in major species. Greater access to these “MUMS
drugs” gives veterinarians more options.
MUMS drugs are needed for small markets that do not provide sufficient return on
investment for sponsors seeking approval. FDA granted 144
MUMS drug “designations” over the last thirteen years to
incentivize drug development for minor uses and minor
species, and this has contributed to the approval of drugs such
as antiparasitic drugs for sheep and goats, as well as drugs to
treat heartworm disease in ferrets. “Designation” status for
MUMS drugs gives sponsors eligibility to apply for grants to
help defray the cost of their studies and provides seven years
of exclusive marketing rights following approval or
conditional approval.

Figure 8 Major and Minor Species

In April 2018, FDA published final GFI #210, “The Index of Legally Marketed Unapproved New
Animal Drugs for Minor Species,” which describes an alternative to the drug approval process for
non-food producing minor species. In some cases, like for zoo animals or ornamental fish, an
animal drug is needed for use in a species that is too rare or too varied to be the subject of the
adequate and well controlled studies needed to support a drug approval. In such cases, this
process provides a faster and less expensive process for obtaining legal marketing status for
eligible products. As of November 2018, the Index included a total of 13 animal drugs.
For many years, FDA has worked cooperatively with the USDA’s Minor Use Animal Drug
Program. This initiative funds safety and effectiveness studies, at land grant universities, that are
intended to meet the requirements for new animal drug approval. These projects are limited to
those needed for minor species of agricultural importance and has led to the approval of 29
MUMS products.
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Selected Product Approvals in 2018
Below are some of the most recent Animal Drugs and Feeds Program significant product
approvals during calendar year 2018. The term “Significant Approvals” means the approval of
an original or supplemental NADA or ANADA that required FDA’s review of safety or
effectiveness data.
This list does not represent any degree of importance or priority ranking.
Product
Name

Date

Purpose

November Experior
2018

For reduction of ammonia gas emissions per pound of live weight
and hot carcass weight in beef steers and heifers fed in confinement
for slaughter during the last 14 to 91 days of feed.

July 2018

For the prevention of Borrelia burgdorferi infections as a direct
result of killing Ixodes scapularis vector ticks.

NexGard

June 2018 Cystorelin For use with cloprostenol sodium to synchronize estrous cycles to
allow for fixed time artificial insemination (FTAI) in lactating dairy
cows and beef cows.
May 2018 Semintra

For the control of systemic hypertension in cats.

May 2018 Mirataz

For the management of weight loss in cats.

Combatting Antimicrobial Resistance
In September 2018, FDA announced its Strategic Approach for Combating Antimicrobial
Resistance. The risk-based and cross-cutting approach will contribute to national and worldwide
efforts to slow the development of resistance and extend the useful life of antimicrobials.
Antimicrobial drugs have been successfully and widely used in medicine for more than 60 years
to effectively fight bacterial infections in humans and animals. When bacteria develop resistance
to an antimicrobial drug, that drug may be less effective in fighting infections caused by those
bacteria.
In September 2018, the FDA published “Supporting Antimicrobial Stewardship in Veterinary
Settings” outlining key goals and objectives for FY 2019 – FY 2023. This strategy applies a riskbased approach to:
•
•
•

evaluate new and currently approved antimicrobial products for animals
collaborate with key stakeholders to support stewardship of these products by end users
collect data on sales, resistance and antimicrobial use to monitor the effectiveness of these
actions to slow the development of resistance.

The Animal Drugs and Feeds Program ensures the safety and effectiveness of animal drugs,
including antimicrobials. The Program collaborated with key stakeholders in recent years to
make significant public health progress to ensure that 95 percent of medically important
antimicrobials (i.e. antimicrobials important for treating human disease) sold or distributed for
use in food-producing animals are under veterinary oversight. The Program, as outlined in the 5151
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year plan is committed to working with industry and other key stakeholders to bring the
remaining 5 percent of medically important antimicrobials approved for use in animals under
veterinary oversight.
The FDA needs access to scientifically-sound data on antimicrobial use and resistance to
understand the drivers of resistance in veterinary settings and to assess the impact of
interventions designed to limit the development of resistance. Efforts to support this include:
•
•
•

enhancing the collection of antimicrobial drug sales and distribution data
developing strategies and collaborating with others for collecting antimicrobial drug use
data
enhancing the collection and analysis of antimicrobial resistance data trends.

Antimicrobial Drug Sales
In December 2018, FDA published the sales and distribution summary report that represented the
first full year of sales after nearly all medically important antimicrobials sold or distributed for
food producing animals were transitioned under veterinary oversight. The report indicated a 41
percent decrease in the sales of medically important antimicrobials from 2014 (the year of peak
sales) through 2017, and a 33 percent decrease from 2016 through 2017. While there are certain
inherent limitations on how sales information may be appropriately interpreted and used, the
additional sales data will further understanding about how antimicrobials are sold or distributed
and will inform efforts to support the judicious use of medically important antimicrobials.
FDA published a final rule in May 2016 that established a new requirement for animal drug
sponsors to provide species-specific antimicrobial drug sales estimates for the major foodproducing species (cattle, swine, chickens, and turkeys). In June 2018, GFI #252, "Antimicrobial
Animal Drug Sales and Distribution Reporting Small Entity Compliance Guide,” was issued to
help small business understand and comply with the new reporting requirements. Congress
requires animal drug sponsors to report annually to FDA the amount of antimicrobial drug
products they sell or distribute for use in food-producing animals and requires FDA to provide
summaries of the sales and distribution information by antimicrobial class for classes with three
or more distinct sponsors while protecting confidential business information.
Antimicrobial Drug Use
In 2018, FDA funded for the third year two cooperative agreements with researchers from the
University of Minnesota and Kansas State University to conduct pilot studies to characterize the
use of animal drugs in food-producing animals. This information is being collected to improve
FDA’s understanding, at a national level, as to how antimicrobials are used in various animal
production settings. Once the data from these projects are collected, analyzed, and aggregated,
FDA intends to prepare and publish a summary report. The investigators for both cooperative
agreements are required to utilize data collection methodologies that can capture detailed
information on antimicrobial use, while protecting confidential information. They have reported
significant progress, but noted important challenges, including the large range of farm
recordkeeping and record storage procedures and differences in granularity of available records.
National Antimicrobial Resistance Monitoring System (NARMS)
The National Antimicrobial Resistance Monitoring System (NARMS) monitors antimicrobial
resistance in enteric (intestinal) bacteria in food producing animals. FDA uses data from
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NARMS and other sources to estimate the overall risk of antimicrobial resistance of an
antimicrobial drug in food-producing animals when determining whether to approve the drug for
the proposed use. A drug’s conditions of use may
be limited based on this risk estimation to
mitigate the risk of antimicrobial resistance
development.
In FY 2018 work began on implementing the
FDA Science Board recommendations,
including expanding NARMS surveillance to
new commodities.In April 2018, NARMS
launched its first pilot to conduct surveillance on
veal at nine retail meat sites. These data will
improve understanding about the post-approval
impact of antimicrobial use in these animals. In
Figure 9 NARMS
November 2017, FDA developed and launched
through NARMS a new publicly available tool,
Resistome Tracker, to help in the global effort to
address antibiotic resistance in foodborne pathogen. Resistome Tracker allows users to examine
the distribution of antimicrobial resistance genes in all Salmonella genomes within the National
Institutes of Health’s National Center for Biotechnology Information (NCBI) system. Since its
launch, new data has been added monthly and as of November 2018 the site has been viewed
8,500 times.
Making these data available to the public allows public health officials, academics, and
researchers using new genomic technologies to:
•
•
•

track infectious diseases
identify potential sources antimicrobial resistant genes
track the global spread of antimicrobial resistant genes.

FDA is collaborating with NCBI to build automatic analytical tools to predict antibiotic
resistance based on WGS data alone, which demonstrates that WGS can predict resistance in
more than 95 percent of Salmonella isolates. Advances in WGS are revolutionizing infectious
disease diagnosis and surveillance by providing a complete picture of traits a microorganism has
acquired over time, such as known virulence traits and antibiotic resistance genes.
Unapproved and Compounded Animal Drug Products
FDA is concerned about unapproved animal drugs, because these drugs have not met the
Agency’s standards for safety and effectiveness and may not be properly manufactured or
properly labeled. In FY 2018, scientific and public-health-based risk ranking criteria were
developed to prioritize action against particular classes of products which the Agency believes
present the greatest likelihood of safety concerns. The Program also revoked a draft Animal
Drug Compounding Guidance after receiving comments from a variety of stakeholders and began
finalizing a new draft Guidance. FDA conducts surveillance of firms selling illegal unapproved
and compounded drugs and takes enforcement action when necessary to reduce the risk of harm
to humans and animals. The Animal and Veterinary compliance and enforcement webpage was
also expanded to include unapproved animal drug Regulatory Actions and also to include a page
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dedicated to Inspections, Recalls, and Other Actions with Respect to Firms that Engage in
Animal Drug Compounding.
Enforcement Strategies
The Animal Drugs and Feeds Program protects human and animal health by developing and
implementing appropriate enforcement strategies to ensure the compliance of marketed products.
When firms violate the FDA requirements of the FD&C Act, FDA takes appropriate action to
address the violations while ensuring that products of concern do not reach U.S. consumers.
CVM is in the process of identifying and addressing policy and process changes to implement an
inspection program that targets high-risk animal food establishments and products. FDA issued
17 warning letters in FY 2018 based on violative inspection findings. FDA also monitors recalls
of veterinary products and feed and ensures the effectiveness of the firm’s recall to remove the
defective product from commerce.
In FY 2018, FDA classified 29 Class I (most serious), 17 Class II, and 8 Class III recalls of
regulated animal products.
Selected Guidance Issued in 2018
Below are some GFIs issued by the Animal Drugs and Feeds Program in calendar year 2018.
1Selected Guidances Issued in 2018

Date
Issued

Docket
Title
#

Description

November FDA- CVM GFI #243 (VICH GL56)
This guidance provides study design
2018
2016- Studies to Evaluate the Metabolism recommendations which will facilitate
D-4461 and Residue Kinetics of Veterinary the universal acceptance of the
Drugs in Food-Producing Species: generated residue depletion data to
Study Design Recommendations fulfill the national/regional
for Residue Studies in Honey for requirement to establish MRLs or to
Establishing Maximum Residue
justify withdrawal periods in honey;
Limits and Withdrawal Periods
use of veterinary drug products in
honeybee production is considered as
a minor use in minor species in most
jurisdictions.
July 2018 FDA- CVM GFI #257 (VICH GL57)
This guidance provides study design
2018- Studies to Evaluate the Metabolism recommendations which will facilitate
D-2354 and Residue Kinetics of Veterinary the universal acceptance of the
Drugs in Food-Producing Species: generated residue depletion data to
Marker Residue Depletion Studies fulfill the national/regional
to Establish Product Withdrawal requirement. This is an extension of
Periods in Aquatic Species
the parent residue guidance GFI
#207/VICH GL48 and provides
recommendations on what should be
included in a marker residue depletion
study for aquatic food-producing
animals.
154

NARRATIVE BY ACTIVITY
ANIMAL DRUGS AND FEEDS

Date
Issued

Docket
Title
#

Description

June 2018 FDA- CVM GFI #3, General Principles
2005- for Evaluating the Human Food
D-0155 Safety of New Animal Drugs Used
in Food-Producing Animals

This guidance describes the type of
scientific data or information drug
sponsors can provide to address the
human food safety of new animal
drugs used in food-producing animals.

May 2018 FDA- CVM Draft GFI #197,
2009- Documenting Electronic Data
D-0052 Files and Statistical Analysis
Programs

This guidance provides a framework
for drug sponsors to provide electronic
data files and programs to support
their safety and effectiveness
submissions.

March
2018

FDA- CVM Draft GFI #255, Elemental This guidance provides
2018- Impurities in Animal Drug
recommendations to drug sponsors to
D-0943 Products Questions and Answers help them apply a risk-based control
strategy for elemental impurities in
new animal drug products.

Strengthen Science and Efficient Risk-Based Decision Making
Ensuring that human and animal food is safe from contamination is an essential element of
promoting human and animal health. FDA faces unique challenges in the oversight of human and
animal food safety driven in part by globalization and the increasing complexity of production
and supply chains. The Animal Drugs and Feeds Program rises to this challenge by leveraging
sound scientific data and risk-based decision making at all stages of a products lifecycle, from
pre-market review of animal food ingredients to post-market response to food safety
emergencies.
Animal Food Safety
One of the key responsibilities of the Animal Drugs and Feeds Program is to regulate animal food
and ensure the safety of new animal food ingredients before they enter into the market. The
health and safety of livestock, poultry, fish and other animals, including pets are ensured by:
•
•
•
•
•

reviewing animal food additive petitions (FAP), generally recognized as safe (GRAS)
notices, and animal food labels and labeling
monitoring and taking action to reduce animal food contaminants
reviewing, approving and maintaining medicated feed mill licenses
evaluating the risk associated with hazards in pet food, including evaluation of consumer
complaints and reportable food registry submissions
collaborating with our state regulatory partners to oversee that the industry is meeting
animal food standards

One of the unique aspects of animal food is that for most animals the diet provided to them
constitutes the majority of, or their sole ration. Therefore, FDA’s review of FAPs is critical to
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ensure that the uses of the additives are safe for both the target animals and the humans eating the
edible tissue from these animals, and that the additive functions as intended.
Over the past five years, submissions of FAPs have gone up by 150 percent. In FY 2018 FDA
performed 103 animal FAP reviews and 107 reviews for investigational food additive files.
Before marketing a new animal food additive or using an approved animal food additive in a new
manner, a manufacturer or other sponsor must petition the FDA for its approval.
FDA and the public benefit from having more information about the safety of the substances in
the human and animal food supply as more GRAS notices are voluntarily filed with the Agency.
In FY 2017, FDA’s GRAS final rule went into effect. The final rule helps stakeholders draw
more informed conclusions about whether the intended conditions of use of a substance in food
for humans or animals is subject to the premarket approval requirements of the FD&C Act.
Modernizing Food Safety
FDA faces unique challenges in the oversight of human and animal food safety in the 21st
century, in part driven by globalization and the increasing complexity of international production
and supply chains. Recognizing the urgent need to meet these challenges, in 2011 Congress
passed the Food Safety Modernization Act (FSMA). To minimize food safety hazards, FSMA
directs FDA to enhance current food safety systems based on the public health principles of
comprehensive prevention, risk-based resource allocation, and public-private partnerships.
As of September 2018, all business sizes reached their compliance dates for current good
manufacturing practices (CGMPS), and both large and small business reached their compliance
dates for hazard analysis and risk-based preventive controls (PCs). Very small businesses have
until September 2019 to become compliant with the relevant PC requirements. FDA published
the FSMA regulation, “Current Good Manufacturing Practice and Hazard Analysis and RiskBased Preventive Controls for Food for Animals,” (PCAF regulation) in September 2015. This
regulation requires facilities that manufacture, process, pack, or hold animal food to adhere to
CGMPs and to implement PCs.
Training courses were developed for these regulations and input was provided to the Food Safety
Preventive Controls Alliance course, which is the recognized standardized curriculum to help
firms comply with the PCAF regulation. While this is the primary regulation impacting the
animal food industry, three other FSMA regulations also apply to animal food:
•
•
•

Foreign Supplier Verification Programs for Importers of Food for Humans and Animals
Sanitary Transportation of Human and Animal Food
Accreditation of Third-Party Certification Bodies to Conduct Food Safety Audits and
Issue Certifications

FDA continues to develop relevant Guidance for Industry (GFI), develop resources to help the
animal food industry comply with the new FSMA requirements, and publish guidance documents
to assist with FSMA implementation. The following are some of the key guidance documents
published in 2018, with a full list of FSMA related guidance documents available on FDA’s
FSMA website:
•

Draft GFI #246, “Hazard Analysis and Risk-Based Preventive Controls for Food for
Animals; Supply Chain Program” to help receiving facilities comply with PCAF
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•
•
•

Requirements for establishing and implementing a supply-chain program for its suppliers.
Published in June 2018.
Draft GFI #245, “Hazard Analysis and Risk-Based Preventive Controls for Food for
Animals” to help owners, operators, or agents in charge of a facility to develop a food
safety plan that complies with PCAF requirements. Published in January 2018.
Draft GFI, “Foreign Supplier Verification Programs for Importers of Food for Humans
and Animals” to provide questions and answers to facilitate importers’ understanding of
the FSVP requirements. Published in January 2018.
GFI, “Policy Regarding Certain Entities Subject to the Current Good Manufacturing
Practice and Preventive Controls, Produce Safety, and/or Foreign Supplier Verification
Programs.” Published in January 2018.

In FY 2018 the FDA continued to proactively engage with industry and regulatory partners on
FSMA to foster a greater understanding and to educate stakeholders on how to comply with
FSMA-related regulations and guidance documents. This was accomplished by conducting
listening sessions, webinars, and meetings on FSMA-related regulations and guidance
documents, as well as active participation in the FSMA Technical Assistance Network (TAN), a
central source for information and questions related to FSMA rules, programs, and
implementation strategies.
Preventing and Responding to Animal Food Emergencies
The Animal Drugs and Feeds Program provides funds to support the activities of the Veterinary
Laboratory Investigation and Response Network (Vet-LIRN), a network of 44 state and
university veterinary diagnostic laboratories. The collaboration of veterinary diagnostic
laboratories with FDA has helped the Agency prevent and respond to animal food emergencies
by carefully investigating the clinical aspects of the reported illness. Such partnerships expand
FDA’s ability to protect animal and human health.
In FY 2018, FDA and the Vet-LIRN increased its capacity for conducting state-of-the-art
susceptibility testing and genetic analysis. Vet-LIRN laboratories conducted dozens of
investigations into consumer complaints of illness or death potentially due to animal food. They
leveraged use of Whole Genome Sequencing (WGS) technology to contribute to the recall of
several pet food products in 2018. Those products were contaminated with Salmonella, Listeria
or E. coli all of which can cause disease in people as well as their animals. During 2018 VetLIRN also investigated multiple cases of hyperthyroidism in pets and found that the illness was
caused by foods containing thyroid tissue, which should have been excluded.
WGS is a critical tool that helps FDA provide scientific research solutions that ensure the safety
of human and animal health. The high capacity and low costs of rapid DNA sequencing
technology and advances in analytical software have made it possible to routinely determine and
interpret the complete DNA sequence obtained from microorganisms, enabling the Agency to
more rapidly identify emerging patterns of resistance.
Veterinary diagnostic laboratories often have opportunities for early detection of emerging
diseases and are poised to play an increased role in biosurveillance for antibiotic-resistant
bacteria that could affect humans. In 2018 Vet-LIRN continued implementation of a pilot project
to monitor antimicrobial susceptibility and to sequence selected veterinary pathogens. Twenty
Vet-LIRN laboratories are gathering data on antibiotic susceptibility for various Salmonella
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species, E. coli and Staphylococcus pseudointermedius, and they are providing the isolates to
four Vet-LIRN laboratories that have sequencing capabilities. Integrated monitoring by these
veterinary diagnostic laboratories could inform risk-based intervention strategies for FDA.
Leveraging Real-World Adverse Event Data
The Animal Drugs and Feeds Program has the largest animal drug adverse event database in the
world, containing real-world safety and effectiveness data from more than 840,000 cases, a case
may include more than one animal, especially cases involving food producing animals which are
often treated and managed as a group. The majority of cases reported, approximately 80 percent,
involve companion animals. The data includes adverse events reported in more than 89,000,000
food animals, and approximately 800,000 companion animals. The Program uses a
comprehensive adverse event reporting system to monitor the continued animal safety of animal
food and drugs, human user safety, and the effectiveness of approved animal drugs.
In FY 2018, FDA received more than
100,000 adverse event reports. Onecase can
include both initial and follow up reports.
Some reports triggered drug safety
communications. One example was an FDA
warning alerting pet owners and veterinary
professionals about the potential for
neurological adverse events associated with
certain flea and tick products. In FY 2017,
drug safety reports triggered a warning about
eye injury and irritation in both people and
dogs following application of two canine ear
medications.

Figure 10 Adverse Drug Event Reports

The number of adverse event reports received each year continues to grow. The long-term trend
of increased reporting may be attributed to both increases in the number of approved animal drug
products and increased awareness of reporting.
Efforts continue to increase the functionality, utilization, and analysis of this pharmacovigilance
database to improve animal drug safety. Adverse event signal detection and management
strategies are under development to help identify potential safety and effectiveness issues and
enable the program to monitor, detect and respond to products that could potentially put humans
and animals at risk. The Program is continuing efforts to harmonize pharmacovigilance
internationally to enhance animal drug safety globally.
Animal Drug Inspections
FDA’s Office of Regulatory Affairs (ORA) conducts preapproval inspections to support
application reviews for pioneer and generic new animal drugs. To help ensure the integrity of
scientific testing and the reliability of clinical and non-clinical submission data, FDA also
conducts bioresearch monitoring (BIMO) inspections of study facilities, clinical investigators,
institutional review boards, and contract research organizations that submit data to FDA.
Accurate test results are essential to the review and approval of new animal drugs and help to
ensure that the rights and welfare of animals are protected. Post-approval, ORA inspects
manufacturing establishments of marketed products to determine their ability to manufacture
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products to the specifications stated in their applications and to ensure compliance with current
good manufacturing practice requirements (CGMPs). FDA also inspects non-clinical laboratories
that conduct testing to determine whether Good Laboratory Practices have been followed.

FUNDING HISTORY53
Fiscal Year

Program

Budget

Level

Authority

User Fees

FY 2016 Actual

$188,042,000

$158,629,000

$29,413,000

FY 2017 Actual

$190,879,000

$162,852,000

$28,027,000

FY 2018 Actual

$210,732,000

$174,430,000

$36,302,000

FY 2019 Annualized CR

$220,030,000

$174,434,000

$45,596,000

FY 2020 President's Budget

$239,515,000

$192,314,000

$47,201,000

BUDGET REQUEST
The FY 2020 Budget Request for the Animal Drugs and Feeds Program is $239,515,000, of
which $192,314,000 is budget authority and $47,201,000 is user fees. Budget authority increases
by $17,880,000 compared to the FY 2019 Annualized Continuing Resolution level and user fees
increase by $1,605,000. The Center for Veterinary Medicine (CVM) amount in this request is
$166,904,000. The Office of Regulatory Affairs amount is $72,611,000.
The Animal Drugs and Feeds Program is responsible for ensuring animal drugs and food
products are safe and effective, quality manufactured and properly labeled. This supports the
health of food-producing and pet (companion) animals, including minor species, and enhances
the availability and diversity of CVM approved products. CVM's responsibilities include all
stages of the total product lifecycle, such as ensuring safety and effectiveness of an animal drug
before approval, conducting preapproval inspections, reviewing food additives for safety and
utility, and ensuring food for animals is safe, made under sanitary conditions, and properly
labeled. In addition, the Animal Drugs and Feeds Program fosters a flexible, risk-based review
framework for innovative technologies by engaging sponsors early in their drug development
process.
In addition, as part of the product lifecycle, the Animal Drugs and Feeds Program bolsters critical
post-market efforts by rapidly responding to product safety concerns and public health
emergencies. The Program examines the safety and effectiveness of animal drugs on the market,
reviews Adverse Drug Experience reports, monitors the safety of animal devices,
investigates livestock and pet illnesses, provides outreach and education, and conducts
compliance and enforcement actions when appropriate. Ongoing risk-based efforts to reduce the
marketing and distribution of high-risk unapproved animal drugs will continue. FDA's efforts are
ongoing to limit compounding to legitimate veterinary medical needs to treat animal health issues
where there are no alternatives and the compounded drug does not compete against approved
products. Unapproved animal drugs, including compounded products, pose a public health risk
because they have not been evaluated for safety and effectiveness and may not be properly
manufactured or labeled.
53

Numbers reflect comparability adjustments for FY 2018, FY 2019, and FY 2020 consistent with budget figures.
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The Animal Drugs and Feeds Program will continue prevention-focused efforts under the FDA
Food Safety Modernization Act (FSMA) by working to build a modern, science- and risk-based
animal food safety system through the establishment of and compliance with preventive control
standards to protect human and animal health. The Program continues to develop guidance
documents and conduct training, education and outreach, in conjunction with our state regulatory
and public health partners. The Animal Drugs and Feeds Program works extensively with state
partners to continue building an integrated food safety system that supports animal food
standards, response efforts, and enhanced surveillance and communication systems.
The Animal Drugs and Feeds Program will continue implementation of the five-year
antimicrobial resistance action plan to advance antimicrobial steawardship in veterinary settings,
reduce overuse of antimicrobial drugs, and combat the rising threat of resistance. The Program
will also continue monitoring and surveillance efforts on antimicrobial resistance among enteric
(intestinal) pathogenic bacteria via the National Antimicrobial Resistance Monitoring System
(NARMS). Outbreak and response efforts will also continue to be strengthened by using state
and academia veterinary diagnostic laboratory capability and capacity via the Veterinary
Laboratory Investigation and Response Network (Vet-LIRN) to assist FDA with responding to
public health emergencies and by investigating potential problems with animal food, including
pet food, and animal drugs.
The Animal Drugs and Feeds Program will also conduct field inspections, investigations, and
enforcement activities to ensure the adherence to regulatory requirements that protect human and
animal health. These activities in the FY 2020 Budget Request support mission critical activities,
and Presidential, HHS, and FDA human and animal health priorities.
Budget Authority
Food Safety (+$13.9 million / 23 FTE)
Advancing FSMA: (+$5.9 million / 1 FTE)
Center: +$0.3 million / 1 FTE
FDA provides state regulatory programs with contract and cooperative agreement funding to
conduct domestic animal food facility inspections required by FSMA. The FY 2020 Budget
request will enhance compliance with the preventive control rules by funding cooperative
agreements with state animal food regulatory programs enabling states to increase their capability
to conduct FSMA related domestic inspections. In addition, CVM will be able to hire additional
FTEs to provide technical expertise to support both FDA and state partners in the administration
of the cooperative agreements and development of preventive controls programs within the state
agencies.
Field Animal Drugs & Feeds: +$5.6 million/ 0 FTE
FDA provides state regulatory programs with contract and cooperative agreement funding to
conduct domestic food and feed facility inspections required by FSMA. FDA expects that states
will continue to gradually increase the number of inspections they conduct as FDA transitions to
prevention-oriented inspections. The National Association of State Departments of Agriculture
(NASDA) and Association of American Feed Control Officials (AAFCO) requested funds for
FDA to provide states to complete Preventive Control (PC) inspections by updating and building
new state programs. The cooperative agreements will support work for states to implement the
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recommendations of the NASDA PC Animal Food Framework that include evaluating and
building infrastructure, updating inspection and enforcement programs, developing outreach and
training programs, and shifting laboratory resources to focus on hazard analysis.
Strengthening Response Capabilities for Foodborne Outbreaks: (+$3.0 million / 10 FTE)
Center: +$3.0 million / 10 FTE
With this funding increase, the Animal Drugs and Feeds Program will increase surveillance and
expand collaboration to more rapidly identify and respond to the growing number of outbreaks
and other public health threats associated with animal food, including pet food contamination,
and residues in the edible tissue of food producing animals. There has been an increase in the
number of recalls for two reasons:
•
•

industry has identified new hazards when complying with the FSMA preventive controls
the increasing application of whole genome sequencing enhanced the sensitivity of our
surveillance systems to identify foodborne outbreaks that previously would have gone
undetected.

The Program will also increase its capacity to coordinate and communicate with other federal,
state and local food safety partners to help ensure that unsafe products are removed from the
marketplace as quickly as possible to limit exposure.
Promoting Innovation and Emerging Technologies While Maintaining Product Safety: (+$5
million / 12 FTE)
Center: + $5.0 million / 12 FTE
The Animal Drugs and Feeds Program will use this funding increase to strengthen its capacity to
review biotechnology plants. The Program also will use this funding to enhance the pre-market
animal food program to meet 80 percent of established timeframes for Food Additive Petitions
(FAPs) and Generally Recognized as Safe (GRAS) notices, while working to eliminate the
backlog of review requests for these products. With industry submissions of FAPs increasing by
150 percent in the last four years and submissions of GRAS notices increasing by 200 percent in
FY 2017, this funding is critical for ensuring that new and innovative animal food ingredients
that demonstrate safety and utility reach the market.
The Program will publish two guidance documents on ingredient pre-submission interactions and
evaluation of genome edited plants to improve efficiency and effectiveness for industry before
and during the submission process. The Program also will continue to conduct scientific reviews
of animal food ingredients to ensure they are safe for the target animals and for the humans eating
the edible tissue from these animals.
Medical Product Safety (+ $4 million / 4 FTE)
New Medical Data Enterprise: (+ $4.0 million / 4 FTE)
Center: + $4.0 million / 4 FTE
With this funding increase, the Animal Drugs and Feeds Program would enhance its capacity to
utilize real world evidence from adverse experience reports to promptly detect, monitor, and learn
from problems experienced with FDA-regulated animal health products. The data generated by
this effort could be used to facilitate product expansion into new indications, to ensure that unsafe
or ineffective products do not reach U.S. consumers, and to more rapidly identify and respond to
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public health threats. The Program would also support the judicious use of antimicrobial drugs in
veterinary settings by enhancing collaboration with stakeholders and other Federal agencies to
optimize the use of existing antimicrobial drugs and to foster innovation and the development of
alternative animal health products. The Program would act on recommendations from the FDA’s
Science Board, including expanding the scope of the National Antimicrobial Resistance
Monitoring System (NARMS) to test farm-raised seafood products at retail, test other pathogenic
foodborne bacteria and enhance data collection capabilities to provide a framework for
improvements that will strengthen the scientific basis for regulatory decision making and public
health interventions to address this important medical challenge.

USER FEES
Current Law User Fees: +$1.6 million
Center: +$1.682 million / Field: -$0.077 million
The Animal Drugs and Feeds Program request includes an increase of $1,605,000 for user fees,
which will allow FDA to fulfill its mission of promoting and protecting the public health by
ensuring safety and efficacy of animal drug products.

PERFORMANCE
The Animal Drugs and Feeds Program's performance measures focus on premarket animal drug
application review, high risk inspections including BSE, warning letter review, and lab
coordination for detection and response, as detailed in the following table.

Measure

243201: Complete
review and action on
original New Animal
Drug Applications
(NADAs) and
reactivations of such
applications received
during the fiscal year.
(Output)
243202: Complete
review and action on
Non-administrative
original Abbreviated
New Animal Drug
Applications
(ANADAs) and
reactivations of such

Year and Most
Recent Result /
Target for
Recent
Result(Summary
of Result)

FY 2017: 100%
w/in 180 days
Target: 90% w/in
180 days
(Target Exceeded)

FY 2017: 100%
w/in 270 day
Target: 90% w/in
270 days
(Target Exceeded)

FY 2019
Target

FY 2020
Target

FY 2020+/FY 2019

90% w/in
180 days

90% w/in
180 days

Maintain

90% w/in
240 days

90% w/in
240 days

Maintain
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Measure

Year and Most
Recent Result /
Target for
Recent
Result(Summary
of Result)

FY 2019
Target

FY 2020
Target

FY 2020+/FY 2019

applications received
during the fiscal year.
(Output)
244204: Complete
review and action on
warning letters
received to better
safeguard our food
supply by alerting
firms to identified
deviations in order to
become compliant.
(Output)
244302: Respond to
consumer complaints
related to animal food
safety issues by
initiating in-depth VetLIRN investigations
within 30 days of
receipt. (Output)

FY 2018: 63%
w/in 25 working
days
Target: 50% w/in
25 working days

50% w/in 25 50% w/in 25
working days working days

Maintain

(Target Exceeded)

FY 2018: 100%
Target: 90%
(Target Exceeded)

90%

90%

Maintain

214221: Percentage of
Human and Animal54
Food significant
inspection violations
which receive
appropriate follow-up
after regulatory action
was taken. (Output)

Baseline: 90%
(New Measure)

80%

80%

Maintain

224221: Percentage of
Human and Animal55
Drug significant
inspection violations
which receive

Baseline: 86%
(New Measure)

80%

80%

Maintain

Due to Program Realignment, ORA’s Workplan now combines Human and Animal food inspection activities together, so this combination
performance goal is repeated in both the Foods and Animal Drugs and Feed program narratives.
54

Due to Program Realignment, ORA’s Workplan now combines Human and Animal drug inspection activities together, so this combination
performance goal is repeated in both the Human DrugsFoods and Animal Drugs and Feed program narratives.
55
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Measure

Year and Most
Recent Result /
Target for
Recent
Result(Summary
of Result)

FY 2019
Target

FY 2020
Target

FY 2020+/FY 2019

appropriate follow-up
after regulatory action
was taken. (Output)
214222: Percentage of
Human and Animal56
Food follow-up
inspections conducted
due to regulatory
action on significant
inspection violations
that moved toward
compliance.
(Outcome)

Baseline: 78%
(New Measure)

65%

65%

Maintain

224222: Percentage of
Human and Animal57
Drug follow-up
inspections conducted
due to regulatory
action on significant
inspection violations
that moved toward
compliance.
(Outcome)

Baseline: 67%
(New Measure)

55%

55%

Maintain

The following selected items highlight notable results and trends detailed in the performance
table.
Reauthorization of ADUFA and AGDUFA
ADUFA IV and AGDUFA III have been reauthorized for FY 2019 through FY 2023. ADUFA
IV includes two new performance goals: commencing tissue residue method demonstrations
within 120 days, and conducting pre-submission conferences within 60 days. ADUFA IV also
reduces review times on two performance goals from 180 days to 60 days for categorical
exclusions and Animal Drug Availability Act (ADAA) Combinations. Additionally, CVM
committed to working on implementation of the U.S. - EU GMP Inspection Mutual Recognition
Agreement. AGDUFA III includes a significant reduction in performance goal review times
Due to Program Realignment, ORA’s Workplan now combines Human and Animal food inspection activities together, so this combination
performance goal is repeated in both the Foods and Animal Drugs and Feed program narratives.
56

Due to Program Realignment, ORA’s Workplan now combines Human and Animal drug inspection activities together, so this combination
performance goal is repeated in both the Human DrugsFoods and Animal Drugs and Feed program narratives.
57
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across all submission types. Both ADUFA IV and AGDUFA III require electronic submission to
improve efficiency, and require all approved drugs to include the NADA or ANADA number on
the labeling to allow veterinarians and consumers to know it is an FDA approved product.
New Vet-LIRN Performance Measure
The Veterinary Laboratory Investigation and Response Network (Vet-LIRN) rapidly responds to
consumer complaints related to animal food safety issues. The Network’s 44 state and university
veterinary diagnostic laboratories contributed to the initiation of nearly 300 case investigations in
FY 2018 where there was compelling indication of harm caused by a regulated product and
where animal diagnostic samples were available for testing. These laboratories provided pivotal
data that led to either manufacturer recalls of contaminated products, or data that helped FDA
avoid major expenses for regulatory actions because the investigation results demonstrated that
certain products were unlikely to have caused the illnesses.
New ORA Field Performance Measures
ORA is embarking on an initiative to move from output focused performance goals such as
inspection counts to public health outcome-based performance goals. This initiative seeks to
provide more meaningful performance goals for internal and external stakeholders, and to
showcase more direct public health impacts for ORA. The new performance goals introduced for
FY 2019 measure topics such as our commitment to follow-up on firms receiving significant
inspection violations, as well as measurements related to ORA regulatory impact on violators,
and are tracked on a 3-year rolling basis. Due to the nature of regulatory actions and subsequent
follow-up conducted by FDA, the duration of these events can vary considerably. After
regulatory action, FDA also works to schedule follow-up after a reasonable time has passed to
allow the firm to correct for the original violations. A 3-year rolling timeline also ensures
tracking of all significant violations that require attention, and allows for a more robust analysis.
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PROGRAM ACTIVITY DATA
Animal Drugs and Feeds Program Activity Data (PAD)
Animal Drugs & Feeds Program Activity Data (PAD)
CVM Workload and Outputs

FY 2018 Actual

New Animal Drug Applications (NADAs) 1
Received
Completed
Approved
Pending 2
New Animal Drug Application Supplements
Received
Completed
Approved

FY 2019 Estimate FY 2020 Estimate

19
23
14

23
20
16

23
21
17

14

17

19

591
536
438

575
560
475

600
590
500

157

172

182

23
19
6

23
21
16

26
22
18

15

17

21

315
298
208

325
300
200

335
305
215

151

176

206

2,885
2,840

3,400
3,400

3,600
3,500

354

354

454

669
551

635
615

645
640

223

243

248

104
107

100
110

100
110

1, 3

Pending 2
Abbreviated New Animal Drug Applications (ANADAs) 1
Received
Completed
Approved
Pending 2
Abbreviated New Animal Drug Application
Supplements 1, 3
Received
Completed
Approved
Pending 2
Investigational New Animal Drug (INAD) Files 4
Received
Completed
Pending 2
Generic Investigational New Animal Drug (JINAD)
Files 4
Received
Completed
Pending 2
Food (Animal) Additive Petitions Completed
Investigational Food Additive Petitions Completed

Adverse Drug Event (ADE) 5
ADE Reports Received
102,100
105,000
107,000
Post-Approval ADE Data Reviews
161
190
210
1
Includes original applications and reactivations. If the application is not approvable, the sponsor may submit additional information
until FDA is able to approve the application.
2

Reflects submissions received during the fiscal year that still require review.

3

A supplemental application is a sponsor request to change the conditions of the existing approval. Supplemental applications can be
significant (such as a new species or indication), or routine (such as product manufacturing changes). The estimates do not include
invited labeling change supplement applications because it is not possible to accurately project sponsor or CVM requests for this type
of application.
4

An INAD or JINAD file is established at the request of the sponsor to archive all sponsor submissions for a phased drug review
including requests for interstate shipment of an unapproved drug for study, protocols, technical sections, data sets, meeting requests,
memos of conference, and other information.
5
This measure tracks the number of “Post-approval ADE data reviews” completed each fiscal year. A Post-approval ADE Data
Review is a comprehensive report by product of multiple ADE reports (in some cases this could be hundreds or thousands of
individual reports).
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Field Animal Drugs and Feeds Program Activity Data (PAD)
Field Animal Drugs & Feeds Program Activity Data (PAD)
Field Animal Drugs and Feeds Program Workload
and Outputs

FY 2018 Actuals
Total

Animal Drugs

FY 2019 Estimate
Feeds

Total

Animal Drugs

FY 2020 Estimate
Feeds

Total

Animal Drugs

Feeds

FDA WORK
DOMESTIC INSPECTIONS
UNIQUE COUNT OF FDA DOMESTIC ANIMAL
DRUGS AND FEEDS ESTABLISHMENT
INSPECTIONS

1,436

160

1,276

1,664

298

1,398

1,664

298

1,398

Pre-Approval /BIMO Inspections
Drug Process and New ADF Program Inspections
BSE Inspections
Feed Contaminant Inspections
Illegal Residue Program Inspections
Feed Manufacturing Program Inspections

33
120
746
5
322
179

33
120
0
0
0
0

0
0
746
5
322
179

79
175
1,205
25
450
200

79
175
0
0
0
0

0
0
1,205
25
450
200

79
175
1,205
25
450
200

79
175
0
0
0
0

0
0
1,205
25
450
200

1,223

13

1,210

1,560

20

1,540

1,560

20

1,540

74

70

4

74

69

5

74

69

5

Domestic Laboratory Samples Analyzed
FOREIGN INSPECTIONS
UNIQUE COUNT OF FDA FOREIGN ANIMAL
DRUGS AND FEEDS ESTABLISHMENT
INSPECTIONS 1
Foreign Pre-Approval/Bioresearch Monitoring
Program Inspections
Foreign Drug Processing and New ADF Program
Inspections
Foreign Feed Inspections
BSE Inspections

20

20

0

40

40

0

40

40

0

51
2
1

51
0
0

0
2
1

33
5
0

33
0
0

0
5
0

33
5
0

33
0
0

0
5
0

1,510

230

1,280

1,738

367

1,403

1,738

367

1,403

3,557
963
4,520

868
0
868

2,689
963
3,652

3,795
867
4,662

495
2
497

3,300
865
4,165

3,795
867
4,662

495
2
497

3,300
865
4,165

456,684
0.99%

65,887
1.32%

390,797
0.93%

479,518
0.97%

69,181
0.72%

410,337
1.02%

503,494
0.93%

72,640
0.68%

430,854
0.97%

UNIQUE COUNT OF STATE CONTRACT ANIMAL
FEEDS ESTABLISHMENT INSPECTIONS

3,050

0

3,050

3,396

0

3,396

3,396

0

3,396

State Contract Inspections: BSE
State Contract Inspections: Feed Manufacturers
State Contract Inspections: Illegal Tissue Residue

2,713
549
85

0
0
0

2,713
549
85

3,500
620
0

0
0
0

3,500
620
0

3,500
620
0

0
0
0

3,500
620
0

$3,369,732
$0
$3,369,732

0
0
$0

$3,369,732
$0
$3,369,732

$3,470,824
$0
$3,470,824

0
0
$0

$3,470,824
$0
$3,470,824

$3,574,949
$0
$3,574,949

0
0
$0

$3,574,949
$0
$3,574,949

4,563

230

4,333

5,134

367

4,799

5,134

367

4,799

TOTAL UNIQUE COUNT OF FDA ANIMAL DRUGS
AND FEEDS ESTABLISHMENT INSPECTIONS

IMPORTS
Import Field Exams/Tests
Import Laboratory Samples Analyzed
Import Physical Exam Subtotal
Import Line Decisions
Percent of Import Lines Physically Examined
STATE WORK

State Contract Animal Drugs/Feeds Funding
State Contract Tissue Residue Funding
Total State Funding
GRAND TOTAL ANIMAL DRUGS AND FEEDS
ESTABLISHMENT INSPECTIONS
1

The FY 2018 actual unique count of foreign inspections includes 5 OIP inspections (4 for China and 1 for India).

2

The State inspections that are funded by the FDA are now being obligated via formal contract funding vehicles and this number is expected to decrease in the future until there are no planned State Partnership
inspections.

3

The State cooperative agreement BSE inspections that are funded by the FDA are now being obligated via formal contract funding vehicles and this number along with the funding for these inspections are
expected to decrease in the future until there are no planned State Cooperative Agreement BSE inspections.
4 Tissue residue funding has ended in FY18 and state contract illegal tissue residue inspections are no longer being conducted.
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