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The New Bioterrorism Act

The proposed regulation for Title Il of
The Public Health Security and
Bioterrorism Preparedness and
Response Act of 2002 (usually simply
called the Bioterrorism Act) has been
published. Title Ill — Protecting the

.;h
B W Safety and Security of the Food and
mr Drug Supply - contains three provisions
all h t[ that are especially relevant to our
clients:
Section 305 — Registration of Food Facilities — Owners,

operators or agents in charge of facilities, domestic and
foreign, that manufacture, process, pack or hold food
intended for consumption in the U.S. are required to
register the facility with the FDA.

Section 307 — Prior Notice of Imported Food — The FDA
must receive advance notice of each food shipment into
the US. Currently, the proposed regulation requires the
prior notice to be given electronically by noon of the day
before the food is expected to enter the country. The
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proposal allows for an amendment (for example, to the
exact amount) to be filed up to two hours before the
shipment is expected to arrive.

Section 306 — Establishment and Maintenance of Re-
cords — Businesses that manufacture, process, pack,
transport, distribute, receive, hold or import food are
required to create and maintain records that the FDA
had determined are necessary to identify the immediate
source — where it came from — and the immediate
recipient.

The proposed legislation is still in the 60 day comment
period. The legislation goes into effect December 12,
2003 even if the final regulations have not been issued.
The FDA website contains a link to the new act, or go
directly to http://www.fda.gov/oc/bioterrorism/bioact.html

Surefish is watching this issue carefully, and we will
keep you updated as the regulation is finalized.

For more information please contact Allison Corcoran at
206-284-2686 or allison@surefish.com

Surefish Auditing Program

Surefish audits and assessments can be a valuable tool
for your business. Our basic HACCP/Sanitation audits
are conducted from the viewpoint of an FDA or other
regulatory inspector. We inspect your plant, HACCP plan
and sanitation operating procedures and then provide a
detailed report that points out deficiencies and recom-
mends any areas needing improvement. This contributes
to the improvement of your quality systems without the
negative aspects that may result from an FDA inspec-
tion. If you are purchasing fish from a supplier, Surefish

We travel the world
and audit foreign
producers for
HACCP Compliance

auditors can travel anywhere to
assess your suppliers against
the standards you require. This
can be our standard supplier
audit, or we can customize the
scope of the audit to meet your
company'’s particular needs. If
you are the supplier, Surefish
performs pre-audit assess-
ments that help a plant to
prepare for a customer audit.
We can identify the strengths
and weaknesses of your
systems and show you where
to make improvements that will
increase the likelihood of passing the official audit on the
first attempt.

For foreign suppliers: Surefish is a recognized
competent third party. Surefish can perform HACCP
Certification Audits on foreign processors to determine if
they are complying with the HACCP requirements.

We travel all over the world to audit plants for HACCP
compliance, using a point system based audit. If
the plant passes the audit, Surefish issues them a
Certificate of HACCP Compliance. As a recognized
competent third party, this certificate can be used by
U.S. importers to meet part of the HACCP importer
verification requirements. For more information
regarding our Auditing services please contact Bart at
206-284-2686 or bart@surefish.com




