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This large role makes U.S. government
quality and safety approval crucial for foods
sourced in China. The FDA has set up three
new offices there in the last year and has
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a dedicated food regulatory staff in China.

Many imports from China have been
detained recently by the FDA. In one
recent year, only Mexico and India had
more refused food shipments than China.
The most common reasons for detention
were veterinary drug residues, antibiotics
and prohibited levels of pesticides and
other additives. Because of the continuing
increase of Chinese imports and the
changing regulatory environment, it is
essential to understand the U.S. regulatory
approach on quality at the production end
and compliance at the import end.

PRODUCTION STANDARDS. All
food manufacturing facilities exporting to
the U.S. must conform to FDA Good Manu-
facturing Practices (GMP). FDA inspections
for GMP compliance may encompass
everything from production history and
firm management to direct observation of
objectionable conditions and deficiencies.

The FDA may reject any food for import
if it appears to be adulterated, misbranded
or otherwise violates the law. The agency
may require that noncompliant food be re-
labeled, reconditioned, refused, detained,
seized or destroyed, based on examination,
on a food producer’s prior history—or
even on the appearance of violating FDA
standards.

The FDA has begun to use an inspec-
tion standard for food safety (“otherwise
unfit for food”) that was formerly used for
food aesthetics, indicating that standards
are not static and are becoming more
rigorous. In addition, FDA is exercising
more vigilance on the supply chain, so food
producers sourcing globally must know
where food commodities are from, verify
production compliance with all applicable
U.S. laws, and supply all required docu-
mentation.

Producers must also be prepared to
pass FDA's computer-assisted assessment
by developing the capability to track and

document the path of food products “from
farm to fork”

IMPORT STANDARDS. In May, 2009,
FDA finalized a new rule and compliance
guide mandating that the FDA receive
prior notice of at least two hours for food
imported by road, four hours by air or rail,
and eight hours by water. The rule also
establishes maximum notice times, ranging
from 15 to 30 days.

The rules become more complex
when combined with the requirement for
facilities to register with the FDA if they
manufacture, process, pack or hold food
for human or animal consumption in the
United States. For example, food that is not
in its natural state may not be imported
into the U.S. unless the FDA receives the
name of the manufacturer and either the
registration number; city and country of
the manufacturer, or the full address and
the reason the registration number is not
provided. Failure to provide prior notice on
imports can mean refusal of entry, federal
civil or criminal charges, or debarment of
an importer.

Another looming issue is that of food
additives, which was illustrated by the
melamine issue of 2006-2007. FDA ap-
proval is required for food additives, and
although there are additives that are gen-
erally recognized as safe (such as sugar
and spices) or have been previously ap-
proved, many fail to recognize the need for
additive approval or are mistaken about
whether the standard applies to them.

REGULATORY INTEGRATION.
Importing food supply companies must
meet U.S. standards for food sanitation and
safety. Even if countries strive to integrate
their food regulatory standards with those
of the U.S, it is highly unlikely that the FDA
will accept the agency decisions of other
countries as definitive.

Thus, as the FDA continues its move-

The FDA may reject any food for import if it
appears to be adulterated, misbranded or
otherwise violates the law, and require that
noncompliant food be relabeled, reconditioned,
refused, detained, seized or destroyed.

ment toward regulating the entire chain of
U.S.-sold foods—from production through
distribution to consumption—regardless
of their source, it is wise for processors to
ensure their international ingredients and
supplies meet or exceed FDA standards be-
fore reaching a U.S. port of entry. ox
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