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REGULATED PRODUCTS AND FACILITIES

o FDA is responsible for the oversight of more than
$2.7 trillion in consumption of food, medical
products, and tobacco.

e FDA-regulated products account for about 20
cents of every dollar spent by U.S. consumers.

o FDA regulates about 78 percent of the U.S. food
supply. This includes everything we eat except for
meat, poultry, and some egg products.

e There are over 20,000 prescription drug products
approved for marketing.

e FDA oversees over 6,700 different medical
device product categories.

e There are about 1,600 FDA-approved animal
drug products.

e There are about 621 FDA-licensed biologics
products.

e FDA oversees over 100,000 tobacco products,
not including ENDS products.

FDA-Registered Facilities
Program Domestic Foreign Total

Animal Drugs 1,858 1,103 2,961
Animal Food 17,523 7,394 24,917
Biologics 4,944 556 5,500
Human Drugs 6,799 6,318 13,117
Human Food 81,588 116,344 197,932
Medical Devices 13,010 12,891 25,901
Tobacco 2,391 0 2,391
Total 128,113 144,606 272,719

For more information, please contact the Office of Economics and
Analysis at Economics@fda.hhs.gov.

U.S. Food & Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
FDA.GOV

¢ FDA regulations cover about 35,000 produce
farms, 300,000 restaurant food establishments,
and 10,500 vending machine operators.

o FDA products are manufactured or handled at
nearly 275,000 registered facilities, more than
half of which are outside the U.S.

o About 78 percent of active pharmaceutical
ingredient manufacturers are located outside of
the U.S.

o FDA-regulated products account for 15 percent of
U.S. imports and 15 percent of exports.

Animal Food $2.79 .

Biologics $42.73 $25.42
Human & Animal Drugs $93.62 $31.67
Human Food & Cosmetics $158.90 $122.90
Medical Devices $68.01 $58.69
Tobacco $1.58 $1.05
FDA Total $367.63 $245.22
USA Total $2,493.74 $1,642.82

o About 84 percent of biologics sales are imports.

e About 57 percent of fresh fruit, 34 percent of
vegetables, and 91 percent of seafood
consumption by volume are imports.

e About 44 percent of medical devices used in this
country are imports.

¢ About 5 percent of animal product sales are
imports.

¢ About 3 percent of tobacco product sales are
imports.
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PROGRAM FUNDING

e FDA'’s budget for Fiscal Year 2021 is $6.1 billion.

e About 54 percent, or $3.3 billion, of FDA’s budget
is provided by federal budget authorization. The
remaining 46 percent, or $2.8 billion, is paid for
by industry user fees.

e The FDA budget is equivalent to $10.01 per
American per year.

e The FDA budget includes 18,062 full time
equivalents (FTEs).

FY 2021 FDA Budget by Program (Total = $6.1 billion)
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Notes: Infrastructure includes rent, rent related activities, FDA buildings and facilities, and White Oak consolidation. Other
programs includes Export Certification and Color Certification Fund.

e The Tobacco Control Act Program is paid for
entirely by industry user fees.

e Human Drugs regulatory activities account for 33
percent of FDA’s budget; 65 percent of these
activities are paid for by industry user fees.

¢ Devices & Radiological Health regulatory
activities account for 10 percent of FDA’s budget;
35 percent of these activities are paid for by
industry user fees.

¢ Foods regulatory activities account for about 18
percent of FDA’s budget; 1 percent of these
activities are paid for by industry user fees.

¢ Biologics regulatory activities account for 7
percent of FDA’s budget; 42 percent of these
activities are paid for by industry user fees.

¢ Animal Drugs and Feeds regulatory activities
account for 4 percent of FDA'’s budget; 22
percent of these activities are paid for by industry
user fees.

¢ Excluding tobacco user fees, federal budget
authorization funds about 61 percent of FDA’s
budget. The remaining 39 percent is paid for by
industry user fees.
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Animal Drugzand Feed | Toxicological Research FDA Headquarters Infrastructure Total ($1000s)

=Budget Authority §254,138 $689,195 $408,108 $1,099,160 $192,369 $66,712 $71,000 $194951 $310,083 $3,285,716
= Uzer Faez $182,933 51307970 $218,556 $11311 5691 513 $52938 50 $56,864 $124621 $127,867 $2,765,582

Human Drugs H HI Tobacco Other Programs

For more information, please contact the Office of Economics and Analysis at Economics@fda.hhs.gov.

FDA, an agency within the U.S. Department of Health and Human Services, protects public health by regulating human and veterinary drugs,
vaccines and other biological products, medical devices, our nation’s food supply, cosmetics, dietary supplements, electronic radiation emitting
products, and tobacco products. FDA at a Glance is published annually by FDA’s Office of Economics and Analysis (OEA), within the Office of Policy,
Legislation, and International Affairs, Office of the Commissioner. OEA’s mission is to provide public health, economic, and strategic analysis and
evaluation to inform FDA’s policy and rulemaking decisions.
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