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ABOUT 48 MILLION PEOPLE (1IN 6 AMERICANS) GET SicK, 128,000 ARE HOSPITAL-
IZED, AND B,Og@ DIE EACH YEAR FROM FOODBORNE DISEASES, ACCORDING TO
RECENT DATA FROM THE CENTERS FOR DISEASE CONTROL AND PREVENTION. THIS IS

TS g S

A SIGNIFICANT PUBLIC HEALTH BURDEN THAT IS LARGELY PREVENTABLE.
LTy

THE FDA FooD SAFETY MODERNIZATION AcT (FSMA), SIGNED INTO LAW IN 2011,
ENABLES FDA TO BETTER PROTECT PUBLIC HEALTH BY STRENGTHENING THE FOOD
SAFETY SYSTEM. IT ENABLES FDA TO FOCUS MORE ON PREVENTING FOOD SAFETY
PROBLEMS RATHER THAN RELYING ARILY ON REACTING TO PROBLEMS AFTER
THEY OCCUR. THE LAW ALSO PRO) WITH NEW ENFORCEMENT AUTHORITIES

SIGNED TO ACHIEVE HIGHER COMPLIANCE WITH PREVENTION- AND
KBASED FOOD SAFETY STANDAR D TO BETTER RESPOND TO AND CONTAIN
PROBLEMS WHEN THEY DO OCCUR. THE LAW ALSO GIVES FDA IMPORTANT NEW
TM” TO HOLD IMPORTED FOODS TO THE SAME STANDARDS AS DOMESTIC FOODS
AND DIRECTS FDA TO BUILD AN INTEGRATED NATIONAL FOOD SAFETY SYSTEM IN

PARTNERSHIP WITH STATE AND LOCAL AUTHORITIES.

The following are among FDA’s key new authorities
and mandates.

PREVENTION

For the first time, FDA will have a legislative mandate
to require comprehensive, science-based preventive
controls across the food supply. This mandate
includes:
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M anda'tdfji p?roduce safety standards

FDA must establish science-based, minimum stan-
dards for the safe production and harvesting of
fruits and vegetables. Those standards must
consider naturally occurring hazards, as well as
those that may be introduced either unintentionally
or intentionally, and must address soil amendments
(materials added to the soil such as compost),
hygiene, packaging, temperature controls, animals
in the growing area and water.

Authority to prevent intentional contamination

FDA must issue regulations to protect against the
intentional adulteration of food, including the
establishment of science-based mitigation strate-
gies to prepare and protect the food supply chain at
specific vulnerable points.

INSPECTION AND COMPLIANCE

The FSMA recognizes that preventive control stan-
dards improve food safety only to the extent that
producers and processors comply with them. There-
fore, it will be necessary for FDA to provide over-
sight, ensure compliance with requirements and
respond effectively when problems emerge. FSMA
provides FDA with important new tools for inspec-
tion and compliance, including:
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RESPONSE

The FSMA recognizes that FDA must have the tools
to respond effectively when problems emerge
despite preventive controls. New authorities
include:

Mandatory recall
The FSMA provides FDA with authority to issue a
mandatory recall when a company fails to volun-

tarily recall unsafe food after being asked to by FDA.

Expanded administrative detention

The FSMA provides FDA with a more flexible stan-
dard for administratively detaining products that
are potentially in violation of the law
(administrative detention is the procedure FDA uses
to keep suspect food from being moved).

Suspension of registration

FDA can suspend registration of a facility if it deter-
mines that the food poses a reasonable probability
of serious adverse health consequences or death. A
facility that is under suspension is prohibited from
distributing food.
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Additional Recordkeeping for High Risk Foods: FDA
is directed to issue proposed rulemaking to estab-
lish recordkeeping requirements for facilities that
manufacture, process, pack, or hold foods that the
Secretary designates as high-risk foods.

IMPORTS

he FSMA gives FDA unprecedented authority to
er ensure that imported products meet U.S.
ndards and are safe for U.S. consumers. New
jities include:
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FDA must establish avaluntary program for import-
ers that provides for expedited review and entry of
foods from participating importers. Eligibility is
limited to, among other things, importers offering
food from certified facilities.

Authority to deny entry

FDA can refuse entry into the U.S. of food from a
foreign facility if FDA is denied access by the facility
or the country in which the facility is located.
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State and local capacity building

FDA must develop and implement strategies to
leverage and enhance the food safety and defense
capacities of State and local agencies. The FSMA
provides FDA with a new multi-year grant mecha-
nism to facilitate investment in State capacity to

more efficiently achieve national food safety goals. ' > :
Foreign capacity building f'___ e 'i'muiliil
The law directs FDA to develop a comprehensive -

plan to expand the capacity of foreign governments
and their industries. One component of the plan is
to address training of foreign governments and
food producers on U.S. food safety requirements.
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