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New Proposed US FDA Legislation

Drivers

1. Long list of Food Crises
2. Food Defense concerns

3. Concern over imports

80% of seafood imported

50% of produce imported



Drivers (continued)

GAO Reports recommendations

1.

Need means to punish foreign
Importers

. Need for Civil penalties

. Increased mandatory recall powers

(including cost recovery)

. Need for expanded oversight powers

. Need for more inspections and more

surveillance



Proposed new FDA Legislation

2 Versions currently exist

1. House version : H.R. 2749 - PASSED
[Food Safety Enhancement Act]

2. Senate version : S 510 - STALLED
[FDA Food Safety Modernization Act];



Proposed new FDA Legislation

Process from here

1. Senate needs to finalise Its version
and vote It up

2. Both versions go to a Conference
Committee to sort differences

3. New version gets voted up or
down in both the House &
Senate



Relevance to NZ Seafood
Industry

Increased controls, costs and
registration requirements on
Importers (records, assurances,
obligations)

Increased scrutiny / inspection at
the border on imported foods

Increased mandatory recall and
Cost recovery provisions



Relevance to NZ Seafood
Industry

Increased focus on FDA
Inspection of foreign
establishments

Increased powers, civil and
criminal penalties (potential
extension to exporting country
entities)



Relevance to NZ Seafood
Industry

Section 213:

Provides for extraterritorial Federal
Jurisdiction over any violation of the Act
relating to any article of food if intended
for import into the US  (especially if you
have knowledge of potential adulteration
e.g. listeria)



Relevance to NZ Seafood
Industry

Country of origin labelling
requirement for where processed
and additional web information of
origin of ingredients



More Specific Provisions

Each person who produces,
manufactures, processes packs,
transports, distributes, receives, or holds
an article of food in the US or for import to
the US shall produce records (paper or
electronically) bearing on whether the
food may be adulterated.

Records must be kept for 6 months to 3
years.



More Specific Provisions

HHS Secretary shall by regulation
establish a tracing system for food that
IS located in the US and for imports to
the US.

Direct sales by farms to consumer,
restaurant or grocery store are
exempted.



More Specific Provisions

« HHS Secretary can assess fees for
violations and costs of additional
Inspection during recalls.

e Imported food must be certified as
complying with the Act.

e Auditors and Laboratories must all be
certified and audited. Test results of food
items and environmental testing must be
reported.



More Specific Provisions

« A facility shall recall an article of food, or
Ingredient, that presents a reasonable
probability that it is a threat to human
health.

« HHS Secretary may request a recall if the
secretary has reason to believe the food Is
adulterated or misbranded.

« HHS Secretary my order a facility to cease
distribution of a food product. HHS
Secretary may order a recall.



So What are the Opportunities
for NZ



New Zealand Is not the target



Our controls & performance is one of the
most well regarded



Opportunities

1. The legislation
encourages FDA to have
more direct relationships
with foreign competent
authorities.



Opportunities

2. Our systems already
Incorporate many of the
“new” expectations



Opportunities

3. The legislation
emphasises measures
being risk and
performance based



Opportunities

5. While not explicitly
mentioning equivalence,
effectively they provide
for it



Opportunities

6. NZFSA is well down the
tract of concluding a new
combined seafood and
shellfish MOU based on
the comparabillity of our
systems



Risk in perspective

Which country is this picture from?



