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AGREEMENT

BETWEEN THE UNITED STATES OF AMERICA AND

THE EUROPEAN COMMUNITY

ON SANITARY MEASURES TO PROTECT PUBLIC

AND ANIMAL HEALTH IN TRADE

IN LIVE ANIMALS AND ANIMAL PRODUCTS

. i



THE GOVERNMENT OF THE UNITED ST”ATES OF AMERICA

of the one part, and

THE EUROpEAN COMMUNITY

of the other pan,

DESIRING to safeguard public and animal health and to

animal products between the United States of America

facilitate trade in animals and

(hereinafter referred to as

“the U.S.”) and the European Community (hereinafter referred to as “the Community”);

RESOLVED to take the fullest account of the risk of spread of animal diseases and the

measures put in place to control and eradicate such diseases, and in patiicular to avoid

disruptions to trade;

REAFFIRMING their commitment to the rights and obligations established under the World

Trade Organisation Agreement on the Application of Sanitary and Phytosanitary Measures

(hereinafter referred to as the “SPS Agreement”);
,.-..

WHEREAS the Pa~ies acknowledge that their systems of sanitary measures

to address similar objectives of providing comparable health assurances;

are intended

NOTING that the recognition by

an exporting country can permit

verification resources;

an importing country of the sanitary measures applied by

greater efficiency in the utilization of inspection and
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HAVE DECIDED to conclude this Agreement and to this end have designated respecl

as their plenipotentiaries: \
i:
.

THE GOVERNMENT OF THE UNITED STATES OF AMERICA \

Richard L. MORNINGSTAR

Ambassador,

Head of the Mission of the United States of America to the European Union

THE EUROPEAN COMMUNITY

Kalevi HEMl~

Minister for Agriculture and Forestry of the Republic of Finland

President-in-Office of the Council of the European Union

Franz FISCHLER

Member of the” Commission of the European Communities

WHO HAVE AGREED AS FOLLOWS:

ARTICLE 1

OBJECTIVE

The objective of this agreement is to facilitate trade in live animals and animal products

between the U.S. and the Community by establishing a mechanism for the recognition of

equivalence of sanitary measures maintained by a Party consistent with the protection of

public and animal health, and to improve communication and cooperation on sanitary

measures.



ARTICLE 2

MULTILATERAL OBLIGATIONS

Nothing in this Agreement shall limit the rights or obligations of the Parties under the

Agreement establishing the World Trade Organisation and its Annexes, in panicular

the SPS Agreement.

ARTICLE 3

SCOPE

1. This Agreement shall initially be limited to the sanita~ measures applied by either

Patiy to the live animals and animal products listed in Annex 1, except as provided for in

paragraph 2.

2. Unless otherwise specified under the provisions set out in the Annexes to this

Agreement, this Agreement shall not apply to sanitary measures related to food additives,

processing ‘aids, flavours, colour additives, sanitary stamps, irradiation (ionisation),

contaminants (including pesticides, chemical residues, mycotoxins, natural toxins, physical

contaminants and animal drug residues), chemicals originating from the migration of

substances from packaging materials; Iabelling of foodstuffs (including nutritional

Iabelling); feed additives, animal feedingstuffs, medicated feeds and premixes.

3. The Parties may agree to modify this Agreement in the future to extend the scope to

other sanitary or phytosanitary measures affecting trade between the PaRies.



●

✌

ARTICLE 4

REGULATORY AUTHORITIES

1. The U.S. - regulato~ authority for imports and exports of live animals and animal

products is as described in part A of Annex Il.

2. The Community - control in veterinary affairs s as described in pan B of Annex Il.

ARTICLE 5

DEFINITIONS

For the purposes of this Agreement the following definitions shall apply:

(a)

(b)

sanita~ measures means sanitaw measures as defined in Annex A, paragraph 1, of

the SPS Agreement and falling Within the scope of this Agreement. The reference to

sanitary measures may cover individual sanitary measures or grwps of sanitary

measures for product areas, sectors, or pans of sectors, as appropriate;

appropriate level of sanita~ protection means the appropriate level of sanitary

protection as defined in Annex A, paragraph 5, of the SPS Agreement;
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(c)

(d)

1.

region means “zones” or “regions” as defined in the Animal Health Code of the

Office /nternationa/ des Epizooties (OIE), and for aquiculture as defined in the

international Aquatic Animal Health Code of the OIE;

Agreement means the entire text of this Agreement and all its Annexes.

ARTICLE 6

The importing

determined by the

specified in Annex

2. The impofiing

ANIMAL HEALTH STATUS

Party shall recognise for trade the health status

exporting Patiy, with respect to the animal and

Ill.

of regions, as

aquacuiture diseases

Pa~y shall recognise regionalisation decisions taken by the exporting

Party in accordance with the criteria set ~ut in Annex IV as the basis for trade from a

Party where an area is affected by one or more of the diseases listed in Annex Ill.

3. Where a Pafly considers that it has a special status with respect to a specific disease

other than those in Annex Ill, it may request recognition of this status. The impo~ing

Party may also request additional guarantees in respect of imports of live animals and

animal products appropriate to the agreed status. The guarantees for specific diseases are

specified in Annex V.

..
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The exporting Party shall, if requested

suppotiing data for the determinations

importing Paw may, where necessa~

provisions of Afiicle 12.

by the impofting PaRy, provide full explanation and

and decisions covered by this Article. The

for the protection of animal health, invoke the

ARTICLE 7

EQUIVALENCE

1. In reaching a determination whether a sanitary measure maintained by an expofiing

Patiy achieves the impofling Pa~y’s appropriate Ievei of sanitary protection, the Patiies

shall follow” a consultative process that includes the following steps:

(i)

(ii)

(iii)

identification of the sanitary measure for which recognition of equivalence is sought;

explanation by the impotiing Pany of the objective of its sanitafy measure, including

an assessment, as appropriate to the circumstances, of the risk or risks, that the

sani~ary measure is intended to address, and identification by the importing Party of
.

its appropriate level of sanitary protection;

demonstration by the exporting Party that its sanitary measure achieves the

importing Party’s appropriate level of sanitary protection;

. .
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(iv) determination by the impofling pafiy whether a sanitav measure achieves its

appropriate level of sanitary protection after consideration of various factors,

including where appropriate:

(a)

(b)

(c)

(d)

risks identified by the importing Party and evidence provided by the exporting

Party that its sanitary measures effectively address those risks;

provisions of the exporting Party’s legislation and regulations regarding

standards, procedures, policies, infrastructure, enforcement and control;

powers of the expo~ing Party’s regulato~ authorities and their structure,

including their chain of command, modus opemndi, and resources;

evidence provided by the exporting Party of the efficacy of its enforcement and

control programs.

The importing Party may carry out verification, as set out in A~icle 9, to assist this

determination.

2. In car?ying out the consultative process described in paragraph 1, and setting the

trade conditions referred to in Atiicle 8(2)(b), the Patiies shall take account of experience

and information already acquired.

.,
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3. Work under, or conclusion of, the consultative process for one product area, sector, or

part of sector, shall not be dependent upon or delayed by work on any other product area,

sector, or part of sector.

4. The final determination whether a sanitary measure maintained by an expofiing Pa~y

achieves the importing Party’s appropriate level of sanitary protection rests solely with the

impotiing Party acting in accordance with its administrative and legislative framework.

-.

ARTICLE 8

STATUS OF CONSULTATIONS

1. Annex V lists the live animals and animal product areas, sectors, or pans of sectors,

and, for each area, sector or pan thereof, sets forth the status of consultations regarding

the recognition of. equivalency of a PaRy’s sanitary measures and the applicable trade

conditions.

2. (a) With respect to sanitary measures recognised as equivalent for trade purposes at

the date of entry into force of this Agreement, each Party, within its

responsibilities, shall initiate the necessary legislative and administrative actions

within 3 months to implement these recognitions. For sanitary measures that will

be recognised as equivalent in the future, each Pafly shall take prompt and

necessary steps to implement the recognitions.
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(b)

3. The

account

Where the trade conditions sPecltled In Annex V Include special Condltlons

required by the impofiing pafiy to meet its appropriate level of protection, trade

shall take place where the expotiing Patiy meets the impo~ing Patiy’s conditions,

without prejudice to the continuing consultative process.

Parties shall carry out the respective actions set out in Annex V, taking into

the target deadlines for eqch product area, sector, or part of sector, with a view,

where possible, to reaching recognition of equivalence, and to facilitate trade.

4. Annex V may be modified in accordance with Atiicles 14(2) and 16(2) to reflect

changes made by each Party in recognitions or trade conditions.

ARTICLE 9

VERIFICATION PROVISIONS

1. The determination of the nature and frequency of checks to be applied to imports of

live animal? and animal products at external frontiers rests solely with the impo~ing Party.

Annex WI contains principles which shall guide such frontier checks.

2. In addition to carrying out checks on imports at the external frontier, the impofiing

Party may verify compliance with the provisions of this Agreement through the application

of procedures which may include, but are not limited to:

. ..



(a)

(b)

3.

an assessment of all or pan of the expotiing Paw’s total control programme,

including, where appropriate, reviews of the exporting pa~’s inspection and audit

programmed; and

on-site checks and inspections.

The Community will carry out the verification procedures provided for in paragraph 2.

The U.S. agencies identified in Annex II shall facilitate the performance of these

verification procedures by the Community.

4. The U.S. agencies identified in Annex II will carry out the verification procedures

provided for in paragraph 2. The Community shall facilitate the performance of these

verification procedures by those agencies.

5.

(a)

(b)

6.

Upon the mutual consent of the Patiies to this Agreement, either Patiy may:

..

share the results and conclusions of its verification procedures with countries that are

not pafiies to this Agreement, or

-.*.

use the results and conclusions of verification procedures carried out W countries that

are not patiies to this Agreement.

Each Patiy shall carry out the verification procedures in accordance with Annex V1.

The Pafiies may agree to modify Annex W, taking due account of relevant work carried

out by international Organisations.



ARTICLE 10

INFORMATION EXCHANGE

1. The Parties shall exchange information on a

communication, to engender mutual confidence,

uniform and systematic basis to improve

and to demonstrate the efficacy of the

programs controlled. Where appropriate, this may be supported by exchanges of officials

between the Parties.

2. The Pa~ies shall notify each other of proposals to introduce new sanitary measures or

to change existing sanitary measures, and shall provide the opportunity to comment on

Such proposals.

3. In addition to information on changes in sanitary measures, the Patiies shall also

exchange information on other relevant topics including:

current developments affecting trade in live animals and animal products,

- the results of the checks and verification procedures provided for in Article 9.

4. Where a Pafly establishes, maintains or recognises a scientific committee,

commission, expefl group or other similar entity competent to study an issue relevant to

this Agreement, the Pafiy shall ensure timely consideration of, and response to, relevant

scientific papers or studies submitted by the other Party.

..-— —



5. The Parties agree to establish an appropriate means of exchanging information on

rejected impoti consignments, relevant inspection-related information, and other problem

areas concerning public or animal health.

6. The contact points for this information exchange are set out in Annex IX.

1.

(a)

.

(b)

(c)

AXTICLE 11

NOTIFICATION

Each Pafly shall notify the other:

immediately by oral communication followed within 24 hours in writing: of any

serious or significant public or animal health risk, notably including any food control

emergencies or situations where there is a clearly identified risk of serious health

effects associated

withiq 24 hours in

Annex Ill; and

with the consumption of animal products;

writing: of the presence or evolution of any disease listed in

without delay and in writing: of any significant changes in animal health status or

findings of epicfemiological imponance with respect to diseases other than those

of

listed in Annex Ill; of changes in preventive policies, including vaccination policies; or,

of any non-routine measures taken to protect public health or to control or eradicate

animal disease.



2. Such notifications shall be made to the contact points set out in Annex IX.

3. Where either Pafiy has serious concerns regarding a risk to public or animal health,

consultations regarding the situation shall, on request, take place as soon as possible, and

in any case within 14 days. Each PaRy shall endeavour in such situations to provide all

the information necessary to avoid a disruption in trade, and to reach a mutually

acceptable solution consistent with the protection of public or animal health.

ARTICLE 12

SAFEGUARDS

Either Party may take provisional measures necessary for the protection of public or animal

health. These measures shall be notified within 24 hours to the other Pa~y, and, on

request, consultations regarding the situation shall be held within 14 days. The Parties

shall take due account of any information provided through such consultations, and shall

endeavour to avoid unnecessary disruption to trade, taking advantage where possible of

the provisions of Atiicle 11 (3).
.

ARTICLE 13

OUTSTANDING ISSUES

The principles of this Agreement shall also be applied to address outstanding issues listed

in Annex Vlll. Modifications shall be made to this Annex and, as appropriate, other

Annexes, to take account of progress made and new issues identified.



ARTICLE 14

JOINT MANAGEMENT COMMITTEE

1. A Joint Management Committee (hereinafter referred to as “the Committee”),

consisting of representatives of the U.S. and the Community, is hereby established to

guide the activities carried out under this Agreement. The Committee shall meet within

one year of the entry into force of this Agreement and at least annually thereafter. The

Committee may also address issues out of session by correspondence.

2. The Committee shall, at least once a year, review the Annexes to this Agreement. As

appropriate, this review will take account of progress made on the continuing consultative

process towards the recognition by the impotiing Patiy of the equivalence of sanitary

measures maintained by the exporting Pam and progress in completing the actions set out

in Annex V. The Committee may recommend changes to the Annexes.

-.

3. The Pa~ies agree to establish Technical Working Groups, consisting of expefi-level

representatives of the U.S. and the CommuniW, which shall identify and address technical

and scientific issues arising from this Agreement.
7..

When additional expetiise is needed, the Pafiies may also establish ad’ hoc Technical

Working Groups, notably scientific groups, whose membership need not be restricted to

representatives of the Parties.



ARTICLE 15

TERRITORIAL APPLICATION

This Agreement shall apply, on the one hand, to the United States in respect of its entire

territory, and on the other hand, to the territories in which the Treaty establishing the

European Community is applied and under the conditions laid down in that Treaty.

ARTICLE 16

FINAL PROVISIONS

1. This Agreement shall be approved by the Patiies in accordance with their respective

procedures.

This Agreement shall enter into force on the first day of the month following the date

which the Parties notify each other that the procedures mentioned in the preceding

sub-paragraph have been completed.

2. Each Party shall implement the commitments and obligations arising from this

Agreement in accordance with its laws and procedures. Any changes to the Annexes

this Agreement that are agreed by the Pafiies shall be implemented accordingly,

on

to

:

...



3. Either Party may at any time propose modifications to this Agreement. Either Pam

may, upon 6 months’ notice withdraw from the Agreement.

4. This Agreement shall be drawn Up in two copies in the English language, each of

these texts being equally authentic.

Done at Brussels on the twentieth day of July in the year one thousand nine hundred and

ninety-nine.

For the Government of the

United States of America

For the European Community

. .
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LIST OF ANNEXES

ANNEX I

ANNEX II

ANNEX 111

ANNEX IV

ANNEX V

ANNEX VI

ANNEX WI

ANNEX Vi/l

ANNEX IX

Product Coverage

Regulato~ Authorities

List of Diseases for which Regional Freedom is Recognised

Zoning and Regionalisation

Recognition of Sanitary Measures

Guidelines for Conducting an Audit

Frontier Checks

Outstanding Issues

Contact Points

“.
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PRODUCT COVERAGE

Tariff Line

01

02

03

04

05

1501

1502

1503

1504

1505 “

1506

151610

15 17

15 18

General Description (’)

Live animals

Meat and edible meat offal

Fish and crustaceans, rnolluscs and other aquatic invertebrates

Dairy produce; birds’ eggs; natural honey; edible products of animal
origin not elsewhere specified or included

Products of animal origin, not elsewhere specified or included, ~ for

products of human origin

Lard; other pig and poultry fat, rendered

Fats of bovine animals, sheep or goats

Lard stearin, lard

Fats and oils and

Wool grease and

oil, oleostearin, oleo-oil and tallow oil

their fractions, of fish and marine mammals

fatty substances derived therefrom (including lanolin)

Other animal fats and oils and their fractions

Animal fats and oils and their fractions

Margarine; edible mixtures or preparations of animal or vegetable fats or

oils, ~ for such products consisting solely of vegetable fats or oils
or their fractions

Animal or vegetable fats and oils; inedible mixtures or preparations of

animal or vegetable fats or oils or of fractions of different fats or oils of

Chapter 15, not elsewhere specified or included, except for such
products consisting solely of vegetable fats or oils or their fractions

(’) For definitive description refer to Tariff Code



1522

16

170210

1901

1902

21 04

21 05

21 06

2301

2309

3001

3002

Degras; residues resulting from the treatment of fatty substances or

animal or vegetable waxes, ~xce~ for such products consisting solely of

material of non-animal origin

Preparations of meat, of fish or of crustaceans, molluscs or other aquatic

inve~ebrates

Lactose and lactose syrup

Malt extract; food preparations of flour, meal, starch or malt extract;
food preparations of goods of heading Nos 0401 to 0404, not elsewhere
specified or included; ~xce~ for such products consisting solely of
material of non-animal origin

Pasta, whether or not cooked or stuffed (with meat or other substances)
or otherwise prepared; COUSCOUS, whether or not prepared; ~ such

products consisting solely of products of non-animal origin

Soups and broths and preparations therefor; homogenized composite
food preparations; ~ such products consisting solely of products of
non-animal origin

Ice cream and other edible ice, whether or not containing cocoa; ~xceD~
such products consisting solely of products of non-animal origin

Food preparations not elsewhere specified or included; ~ such
products consisting solely of products of non-animal origin

Flours, meals and pellets, of meat or meat offal, of fish or of
crustaceans, molluscs or other aquatic invefiebrates, unfit for human
consumption; greaves; ~ such products consisting solely of
products of non-animal origin

Preparations of a kind used in animal feeding; ~ such products
consisting solely of products of non-animal origin

Glands and other organs for organo-therapeutic uses; heparin and its
salts; other animal substances prepared for therapeutic or prophylactic
uses; ~ such products of human origin

Animal blood prepared for therapeutic, prophylactic or diagnostic uses;

antisera and other biood fractions; vaccines, toxins, cultures of
micro-organisms (excluding yeasts) and similar products

.. -,--- . ,? n
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31 01

3501

3502

3503

3504

3507

41 01

41 02

41 03

4301

51 01

51 02

51 03

5105

9705

Animal or vegetable fetiilisers, _ such products consisting solely of

products of non-animal origin

Casein, caseinates and other casein derivatives; casein glues

Albumins, aibuminates and other albumin derivatives

Gelatin and gelatin derivatives; isinglass; other glues of animal origin,

excluding casein glues of heading No 3501

Peptones and their derivatives; other protein substances and their

derivatives, not elsewhere specified or included; hide powder, whether or
not chromed

Enzymes; 5XCQ such products consisting solely of products of
non-animal origin

Raw hides and skins of bovine or equine animals

Raw skins of sheep or lambs

Other raw hides or skins

Raw furskins

wool

Fine or coarse animal hair
;

Waste of wool or of fine or coarse animal hair

Wool and fine or coarse animal hair

Collections and collectors’ pieces of zoological interest
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REGULATORY AUTHORITIES

A. U.S.

1. U.S. Control Authority

The federal agencies listed in this section are responsible for both

domestically-produced and imported animals and animal products,

noted.

In relation to imports into the U. S., these agencies

conducting frontier checks provided for in the

are responsible

Agreement;

carrying out the consultations provided for under Article 7 of

unless otherwise

for:

the Agreement;

carrying out the verification procedures provided for h Atiicle 9 of the

Agreement; and

; carrying out the information exchange provided for in Art!cle 10, the

notifications provided for in Aflicle 11, and the safeguards provided for in

Atiicle 12 of the Agreement.

In relation to exports from the U. S., unless otherwise noted, these agencies are

responsible for:

controlling the circumstances of domestic production and processing;

..

.



providing information concerning compliance with agreed upon regulatory

requirements;

providing agreed additional guarantees;

carrying out the consultations provided for under Atiicle 7 of this Agreement;

carrying out the information exchange provided for in Article 10, the

notifications provided for in Article 11, and the safeguards provided for in

Article 12 of the Agreement.

A. CONTROL OF ANIMAL HEALTH

1. ~nim~eases/Pest~

(a)

(b)

(c)

Live animals (including apiculture bees), embryos, ova, semen and

animal products - U.S. Department of Agriculture/Animal and Plant

Health Inspection Service (USDA/APHIS)

lmpo~s of salmonid live fish, gametes and fetiilized ova -

Depafiment of Interior/Fish and WWife Semite (DOVFWS)

Imports of uneviscerated salmonid fish - DO1/FWS



(d) Animal Feed (including Pet Foods) “

1. Transmission of disease from feed - USDA/APHIS

2. Adulteration, pesticides, chemical and microbial

contamination, food additives, substances “generally

recognised as safe” - Food and Drug Administration (FDA)

B. CONTROL OF PUBLIC HEALTH

1.
.

t and Dowry for human ~onsu~

(a)

(b)

(c)

(d)

,.

Fresh meat and products from domesticated, farmed and wild

cattle, sheep, swine, goats and equine - U.S. Depa~ment of

Agriculture/Food Safety and Inspection Service (USDA/FSIS) (2)

Fresh meat and products from domestic and farmed chickens,

turkeys, ducks, geese, and guinea fowl - USDA/FSIS (3)

Fresh meat and products from wild and farmed game, with the

exception of those from IB1 (a) and IB1 (b) above - (FDA)

Fresh meat and products from species other than above - FDA

(2) With very limited exceptions, USDA/FSIS has sole jurisdiction for these foods until

the time they leave the slaughterhouse. After the meat and products have left the

slaughterhouse, USDAFSIS and FDA share jurisdiction.
FDA is responsible for the approval of veterinary drugs and food additives in meat

and poultry.
(3) See mecedinq footnote.



(e) Enforcing adulteration Provisions of the law and

of drugs, pesticides, heavy metals, mycotoxins,

contaminants in food

limits for residues

and other

1. Sampling of fresh meat and animal products and control of

the fresh meat and products from domesticated, farmed and

wild cattle, sheep, swine, goats, and equine, and for

domesticated and farmed chickens (including liquid, frozen

and dried egg products), turkeys, ducks, geese, and guinea

fowl - USDA/FSIS

2. Sampling of fresh meat and animal

feed) and control of the fresh meat

species - FDA

2. as and Faa Pro-

(a)

(b)

Shell eggs, hard-cooked

egg products - FDA

products (including animal

and products of other

eggs, ethnic egg delicacies, and imitation

Shell eggs (including cracks and diflies) for breaking for the

production of liquid, frozen, and dried egg products (egg yoiks,

albumen, or any combination) - USDA/FSIS (4)

3. w

(a) All dairy products - FDA

.

(4) FDA and FSIS share jurisdiction over these products after they have left the .
processing plant



4.
. . . . . .

er A~al Ilerwed Foods @dlna Fish and Flsherv pro-.

(a) AH other animal-derived foods - FDA

5. ~mal Feed

(a) Adulteration, pesticides, chemical and microbial contamination,

food additives, substances “generally recognised as safe” - FDA

Il. Competent Authorities for Voluntary Programs

The

and

federal agencies listed in this section are responsible for voluntary inspection

certification programs for domestically-produced animal products.

In relation to expo~s from the U. S.,

..

oversight of the circumstances

these agencies are responsible for:

of domestic production and processing for

firms who participate in the voluntary program.

providing information concerning compliance with agreed upon requirements

for firms

providing

moaram.

who participate in the volunta~ program.

agreed additional guarantees for firms who paflicipate in the agreed

.-

.

. .



A. ANIMAL HEALTH

1. Non-salmonid fish and other non-mammalian aquatic animals, gametes

and fetiilised ova - USDA/APHIS, Depatiment

Marine Fisheries Service (Commerce/NMFS)

2. Salmonid live fish, gametes, and fe~ilised ova

of Commerce/National

- USDA/APHIS,

Commerce/NMFS

3. Animal feed (including pet foods) containing fish and fishery products -

USDA/APHIS, Commerce/NMFS

B. PUBLIC HEALTH

1.

2.

3.

4.

5.

.

6.

Fresh meat and meat products (5) from wild and farmed bison, ostrich,

emu, rhea, rabbit, deer, partridge, and quail - USDA/FSIS

Snakes for human consumption - Commerce/NMFS

Shell eggs - USDA/AMS

Cooked omelets made from egg products, diced eggs made from egg

products - USDA/FSIS

Dairy - USDAIAMS

Seafood (including live seafood) - Commerce/NMFS

(5) These meat products must be made from fresh meat slaughtered c ~der the
USDA/FSIS voluntary program.

II CIPCIAnmnv 11/nn e
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111. Federal Agencies that Issue Certification

This section lists the U.S. national agencies that issue expo~ cefiificates agreed to

by the U.S. and the EC (6). The agency issuing certificates may be the control

authority or another national agency that is recognised by the control authority for

that purpose. More than one agency may issue certificates for a product.

DOC/ 001/ USDAI USDA] uSDAJ 1

A.
NMFS FWS FDA AMS APHIS

ANIMAL HEALTH
CERTIFICATIONS
1. Live animals (including apicutture

*
x

bees), embryos, ova, semen, and
products of animal origin

non-mammalian aquatic animals,
gametes and fertilised ova

3. Salmonid live fish, gametes, and x x x
fertilised ova

!). Animal feed x x

FSIS

I

,

1 m ● m n I

1. PUBLIC HEALTH
CERTIFICATIONS;
1. W and n~tw fJ@UIWI

(a) Fresh meat and productsl—

I
from domesticated, farmed
and wild cattle, sheep,
swine, goats, and equine,
and domesticated and
farmed chickens, turkeys,
ducks, geese, and guinea
fowl

(bl Snakes x

(c) Fresh meat and
products from species other
than above I

x
A

(6) Note that the listing of a product in Section II does not mean that certificates will

necessarily be required as pafi of agreements reached on equivalence. Such

decisions will be made on a product-by-product basis.



DOCI DO1/ us DA/ USDAI USDAI
NMFS FWS FDA AMS APHIS FSIS

Public heafth ceti”~catiorts com’d
7. Fws

(a) Shell eggs, hard cooked ‘ x x
eggs, ethnic egg delicacies, and
imitation egg products

(bl Liquid, frozen and dried egg x
products

-
(a) Butter, cheese, frozen x x
desserts, and dried milk
products

(b) Fluid milk x

(a) Fish and fishew products ‘ x x
including fish oil, reptiles
(except snakes), snails and
amphibians

(b) Live fish (including shellfish x x -
and molluscs)

B. EUROPEAN COMMUNITY

Control is shared between the national sewices in the individual Member States and

the European Commission. In this respect the following applies:

In terms of expotis to the U. S., the Member States are responsible for control

of the production circumstances and requirements, including statutory

inspections, and issuing health ce~ification attesting to the agreed standards

and requirements.

The European Commission is responsible for overall co-ordination,

inspections/audits of inspection systems and the necessaty legislative action

to ensure uniform application of standards and requirements within the Single

.
. .. . .

European Market.



LIST OF DISEASES FOR WHICH REGIONAL FREEDOM IS RECOGNISED

Anima I diseases

Foot and mouth disease

Swine vesicular disease

Peste de petits ruminants

Contagious caprine pleuropneumonia

Sheep and goat pox

African swine fever

Enterovirus encephalomyelitis

Newcastle Disease

Pseudoral$es/Aujeszky’s

Vesicular stomatitis

Rinderpest

Contagious bovine

Bluetongue

pleuropneumonia

African horse sickness

Classical swine fever

Fowl plague (avian influenza)

Venezuelan Equine Encephalomeyelitis

The list of aquiculture diseases is to be discussed fu~her by the Parties on the basis of

the International Aquatic Animal Health Code of the OIE.
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ZONING AND REGIONALISATION

The Parties have jointly determined that the following forms the basis for Regionaiisation

decisions for the diseases listed in accordance with Annex Ill. Each Pafiy will recognise

regionalisation decisions taken in accordance with the standard contained within this

Annex.

I nlsea
.

In assessing risk from a given proposed importation of animals or animal products, three

sets

1.

2.

,3.

of factors may be considered:

Source risk factors.

Commodity risk factors.

Dekttination risk factors.

Source Risk Factors

The primary determinant of the risk of importing disease is the status of the country of

origin in respect of the disease in question, However, declarations of disease freedom
,

must be backed up by effective surveillance programmed.

. . ,.,.



The over-riding consideration in

infrastructure. No other factors

administration. In particular, its

this context, therefore, is thequaiityof theveterina~

can be assessed without full confidence in the veterinary

ability to detect and control an outbreak of disease and to

provide meaningful cetiification is crucial.

The ability to detect the presence of disease

surveillance can be active, passive, or both.

depends on the surveillance carried out. This

.

Active surveillance implies definitive action intended to identify the presence of disease,

such as systematic clinical inspections, ante and post mo~em examination, serology on

farm or in abattoir, referral of pathological material for laboratory diagnosis, sentinel

animals.

Passive surveillance means that

must be a sufficiently high level

disease will be observed quickly

the disease must be compulsorily notifiable and that there

of supervision of the animals in order to ensure that the

and repo~ed as a suspect. There must also be a

mechanism for investigation and confirmation, and a high level of awareness of the

disease and its symptoms by farmers and veterinarians.

Epidemio-surveillance may be augmented by voluntary

programmed, particularly those which ensure a regular

US/CE/Annex lV/en 2

and compulso~ herd/flock health

veterinary presence on the farm.

. . .
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Other factors to be considered include:

disease history

vaccination history

controls on movements into the zone, out of the zone and within the zone

animal identification and recording

presence of disease in adjacent areas

physical barriers between

meteorological conditions

zones of differing status

use of buffer zones (with or without vaccination)

presence of vectors andfor reservoirs

active control and eradication programmed (where appropriate)

ante and

On the basis of

post mortem inspection;

these factors, a zone may be defined.

.

. . . .



The authority with the responsibility for implementing the zoning policy is in the best

position to define and maintain the zone, When there is a high level of confidence in that

authority, the decisions it makes can be the basis for trade.

The zones .SO defined may be assigned a risk catego~.

Possible categories are:

low/negligible risk

medium risk

high risk

unknown risk.

Calculation of estimates of risk for e.g. live animals may assist in this categorization.

impo~ conditions may then be defined for each categow, disease and commodity,

individually or in groups.

Low/negligible risk implies that impofiation may take place based on a simple guarantee of

origin.

Medium risk implies that some combination of certification and/or guarantees may be

required before or after importation.

.

. . . .
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High risk implies that importation will only take place under conditions which significantly

reduce the risk, e.g. by additional guarantees, testing or treatment.

Unknown risk implies that impo~ation will only take place if the commodity itself is of

very low risk, e.g. hides, wool, or under the conditions for “high risk” if the commodity

factors warrant.

Commodity Risk Factors

These include:

is the disease transmissible by the commodity?

could the agent be present in the commodity if derived from a healthy and/or

clinically affected animal?

can the preceding factor be reduced, e.g. by vaccination?

what is the likelihood that the commodity has been exposed to infection?

has the commodity been obtained in such a way as to reduce the risk, e.g.

deboning?

has the commodity been subjected to a treatment which inactivates the agent?

Appropriate tests and quarantine will reduce the risk.

.’
.“ .“. .



Destination Risk Factors

presence of susceptible animals

presence of vectors

possible vector-free period

preventative measures such as waste food feeding and animal waste rendering

rules

intended use of product e.g. petfood, human consumption only.

These factors are inherent in or are under the control of the importing country, and some

“may therefore be modified to facilitate trade. These may, for example, include restricted

ent~ conditions e.g. animals to be confined to a certain vector free region until the

incubation period has passed, or canalization systems.

However, destination risk factors will also be taken into account by the infected country

with respect to the risk presented by movements from the infected part to the free part of

its territory.

Aquiculture Diseases

Pending the development of any specific provisions to be included in this Annex, the basis

for Regionalisation decisions for aquiculture diseases will be the International Aquatic

Animal Health Code of the OIE.

.
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RECOGNITION OF SANITARY MEASURES

The following glossary applies to the atiached Annex V:

EX V

Yes (1) The importing Party agrees that the expotiing Pafly’s measures achieve the

impo~ing Patiy’s appropriate level of sanita~ protection

Yes (2) The impo~ing Patiy agrees that the exporting Paw’s measures, with the

special conditions set out, achieve the importing Party’s appropriate level of

sanita~ protection

Yes (3) Equivalence agreed in principle, subject to satisfacto~ completion of the

actions. Pending completion, trade shall occur on the basis of the special

conditions set out

NE

E

Not evaluated. Trade shall occur on the basis of compliance with the importing

Pafly’s requirements.

Still evaluating. Trade shall occur on the basis of compliance with the

impotiing Party’s requirements.



Al

ASF

BSE

CEM

CFR

CSF

EBL

EC

EPIA

FFDCA

FIFRA

FMD

IBR

ND .

Avian Influenza

African Swine Fever

Bovine Spongiform Encephalopathy

Contagious Equine Metritis

Code of Federal Regulations

Classical Swine Fever (Hog Cholera)

Enzootic Bovine Leucosis

European Community

Egg Products

Federal Food,

Inspection Act ~

Drug and Cosmetic Act

Federal Insecticide, Fungicide and Rodenticide Act

Foot and Mouth Disease

Infectious Bovine Rhinotracheitis

Newcastle Disease

,.
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OIE

PHSA

PM

Scvc

SVD

TB

TME

TSE

Us.

WTo

Office International des Epizooties

Public Health Service Act

Post Mortem

Scientific Veterinary Committee

Swine Vesicular Disease

Bovine Tuberculosis

Transmissible

Transmissible

United -States

Mink Encephaiopathy

Spongiform Encephalopathy

of America

World Trade Organisation



- commodity European Community Exports to the United States United States Exports to the European Community

- species Tratb Conditbns Equiv special Conditions Actions Tr~s Conditions Equiv Special Conditions Actions

- Animaf/Pubfic
hatith EC Stmdards U.S. Standards (cat)

U.S. Standards EC Standards (cad

b

1
I. Ike animals

btlmsl hoefth

Equidae 90/428 9 CFfl 92 E EC to submit for each 9CFR 71, 901426, E US to cortsider

Annex B and EC laboratory the 75,91 921260. Identifying horses

c testing procedures, 93/195, by passport from

antiQensl reagents used, 93/196, 31.12.1997.

eudit/quefity control 93/197,

p;ogram, external 941467 EC to consider

control/ laboratory
withdrawing

approval profyamme.
requirement for

Inter -laboratory Isolation before

reference testing and
departure for

oxchanga of samples
permanent imports

between designated EC
within 6 months of

and U.S laboratories for the submission of

CEM, glandera, dourine,
the final report on

piroplasmosis, equine VS outbreak.

infectious wrsemia end
equine viral sxteritis to
be cefrbd out within
3 months of the entry
hlto force of this
Agraament.
U.S. to consldtrr,
within 5 months of the
entry into force of this
Agreement,
withdrawing
requlremant fw post-
intport quarwttina on the
bases 01 resufts.

U.S. to assessEC
requast on disease
status for dourine and
glandars within 3
months of EC
submission.
U.S. to reviaw their
CEM and piroptesmosis
requhemonta within
3 months of the entry
into force of this
Agreement.

.
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Ewopean Community Exports to the United States United States Exports to the European Cornmunw

TrodcConditbns I
Equiv

I
SpocislConditions

I - I
.Adm#mMc

..

1. Live animals [contd.) animal health

-- S4J432 9 cm 92 E U.S. to rsvkw SSE 9CFR71,72, 72/462 E EC to mvlsw U.S.

~ 72/462 Policywith rospsctto (
SW425

73, 77, 70,80, dosdw on

hmsndkw 91 Muotongus

Incidsnca.
Us. to provids

U.S. to produco dotsffsOf R651

gsnsfk conditionsfor
EC Vsccftm,h

rsvkw by EC

EC to @oducs
conditionsfor
Us.

-~ 91/68 9 CFR 92 E Us. to pmduco 9CFR 54,71, 91/68. E EC to rovlow Us.

Oensfk conditionstof 79, 77 971231 dossiu On

EC bhlotonow

Us. to submit
sorspbs
progrunnm Whsn
find rsvlsw is
comphmd. EC to
conln.Mt

. . Ectowoducs
cendidons fof
Us.

-Swlns 64/432 9 CFR 92 E Us. to pmdtm 9cm 71,76. ECtO _
72nez

72/462 E
gsnuk conditionsfor 77, 78, 85 condMwmfol

S9142S EC Us.

. OogsUld 921SS 9CFR92 NE 92/65 NE
eats

. -s 921t16 9CFR92 ‘NE
&limds

92/65 NE

t
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“Comf—m European Community EXPOrtS to the United States United States Exports to the European Community
“- Trsdsc~s Equiv SD9CMConditions ActIons TrsdoConditions Elauiv SOecislConditions Actions

.Anh@WMk
Us. Statdsrds EC Stsndsfds

(cat]

[ 2. Live POUltW and hatching eggs II
!~

Atthdfmftfl

80/839, 9CFR92 E .
Us. to WXhJco

93K#42
9CFR 71,82, 90/539, E

961482.

I

3. Semen

-Roslth

.Bovkm 881407 9CFR98 E Us. to pmduc@ 9cFf? 71,77, 88/407, E EC to wodm

QOfIOficconditionsfor 78 941577 conditionsto
EC. anew use of m

etisatest kft f~
bluetongue

. . EC to Conskfw
allowing
movenlent
between cwttr8s
In twO SOPfWOd
thkd countries

“sf—P@J— 92MS 9 cm 98 E U.S. to produce 9CFR 71,79 Oirectivc NE
generk conditiom for 92165
EC.

Porcino, 901429 9CFR98 E“ u-s. to prodta 9 CFR 71, 78, 90/429, E EC to ax-

WWic conditions 85 93/1 99 U.S. requestam
for EC. CSF tests not ti

reQulredon m
snd ●xft frOm
CentresIn
Coumrhn*of
the disosso.

.Cmkt9 92/65 9CFR98 NE
92/65 NE

.,

“FWn@ s2m5 NE

j\ —— . .

---- __ —.——-
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- commodity European Community Exports to the United States United States Exports to the European Community

- -s Trade Conditions Equiv SPSctd Condition* Actions Tract. Condmons Equiv Special Conditions Actions

. A&@PuMc
health EC Standards U.S. Stmdards {cat)

U S. Standards EC Standards (Cat)

r

4. Equine semen, ova and embryos

An&nalhealth

-sOman 92{65, 9 CFR 98 NE
95i307

9CFR 71, 75 92165. NE

I 96/539
b-
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- commodity European Community Exports to the United States United States Exports to the European Community
- species Trado Conditions Equiv SpscisfConditions Actions Trade Conditions Equiv Spocisl Conditions Actions

- Animsf/PubIic
hestth EC Stmdsrds U.S. Standwds (cat) U.S. Standsrds EC Standards teat)

1
4. Equine semen, ova and embryos - animal health - ~~ntdo

. ova 92}65, 9 CFR 98 NE
951294

9CFR71,75 92/65, NE

96M40

. Embryos 92}65, 9 CFR 98 NE
951294

9 CFR 71, 75 92165, NE

961540

5. Embryos

Anhsfhesfth

- Sovirw 89/556 9 CFR 98 E U.S to produco generic 9CFR 71,77, 89/556, E

conditions for EC. 78 92/471

Us. to review
suspension of imports
from BSE affected
countrms.

. Ovine/ S2165 9 CFR 98 ‘, NE
C$priru

92165 NE

, :,

.



. Commodity European Community Exports to the United States United States Exports to the European Community

- Spaciirs Trarh Condhions Equiv %Mckf Conditions Actions TIado Conditions Equiv Special Conditions Actions

- AnimafiPubfic
hcafth EC Standsrds U.S. Standrwds {Cat)

U.S. Standards EC Standards
(Cat)

A

6. Fresh meat

hhd hoafth

- Rumina-tts 641432. 9 CFR 94 Yes 2 Additions!certifiiatim fo[
721461,

Us. to ravkw rules 9 CFFI53 (in 721402, Yes 2 3 month residence.

bOVinOSfrom BSE
72!462

on 8SE with mspact the case of an 821426
●ffactad GOuntries to highflow incidence outbroak of Holding fraedom

ragions ●xotk dkeasa) from brucotlosis for
ovinss and caprinos

- &lllidaa 641432, 9 CFR 94 Yes 1
721461,

9 CFR 53 72t462, Yaa 2 3 month rosidamca

72!462
821426

- Porclna 641432, 9 CFR 94 Yes 1
anfmak 72/461 ,

9 CI=R53 721462, Yes 2 3 month resideaco.

721462
82/426

Holding freedom
from brucellosis

CD
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- commodity European community Exports to the United States United States Exports to the European Community

- Species Trade Conditions Equiv SpeCi8fConditions Actions Trad. Conditions Equlv Special Conditions Actions

- Animaf/PuMtc
heafth EC Standards

I
U.S. Standards {Cat)

U.S. Standards EC Slandards (cat}

6. Fresh’ meat contd.

Psrbffchoafth

Ruminants‘“ 041433, 9 CFR 301.381, Yes 3 Establishments listed in
Equfdaa 96122, 96123

EquivaferrcyiYes 2)
416, 417

9 CFR 721462, Yes 3 Establishments The EC shall

accordance with footnote
Porcine

shall be granted after 301-381, 416, 931158. Iistad in accordance avaluate tha U.S.

(7). Ortdfulfilling the
Ovino

the U.S. has 417 96122, with footnota (7), residue

Caprine
rakvant provisions Of completed verification 96123 Md fulfilling tho programma, and

footnote (1). of veterinary delivery relevant provisions ●dditional

systems. This INOCOSS of footnotes {2), [3) information to be

shall be completed (4) and {5). submittad by tha

withh 12 months of Us.. to

the date of entry into determine

force of this whether it meets

Agreement. thg EC level of
procaction. This
evaluation shaff
be completed
within 6 months
of the entry into
force of this
Agreement.

The EC shatl
avakata the U.S.
watar standards
to determine
whether they
meet the EC Ieval
of protection.
This evaluation
shaftbe
compteted wkhin
6 months of the
●ntry into force
of this

:
Agresment.

Tha EC to
evafuate a U.S.
tequast, when
subm”tted,on tha
naed for
continued
trkhlnae testing ~
of horsomoat.
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-Commodity European Community Exports to the United States United States Exports to the European Community

- species TIade Conditions Equiv Spaciaf Conditions Actions Tfade CondNions Equiv special Condition$ Actions

- Animaf/Pubfic
EC Standards U.S. Standards (Cat)

haafth U.S. Standards I EC Standards [Cat)

1

6. Fresh meat - public health - contd. I

Re foofnoto 6 (al, tho
results of tho inspections
aftef incision of pig hearts
shafl bo iointlv ●vduatad
after 12 months. with, ●

viaw to dolerrnining d
modifications ahoufd tac
made to the provisions of
footnota 5(01.
Equivalency (Yas 21 sftdf
ba gmrrtad after tho EC
has compfotad votifiiation
of the application of the
apecifiad conditions. This
process shaftbo
complatad within
12 months of the ●ntry
into force ot this
Agreement.

7. Poultry meat

Anfmalhoafth 91/494, 9 CFR 94 Yes 1
941438

9 CFR 53 91/494, Yes 1
931342,
94/884

PtIbfk hoafth 71/1 t8, 9 CFR 381 Yes 3 E$tablishntantsfist~
96122, 96{23

EquivatencV(yes 9CFR381. I - 711118, Yas 3 Establishment fisted The EC shafl ●vafuate tha

k Sccordanca with 2} shall ba ~antad 381.5 96t22, in accotdartco With U.S. residue pfogramme,

footnote (7), and ●ftrrr the U.S. has 96123, footnota (7), and and additional information
fuffilfingtha rolav~t completed 961712 fulfilling the relavaru to be submittad bv the

Pro~sions of footnota varificatiorr of provisions of U.S. to datormina
(1). Post-mortarn vatarinarv dafk.ry footnotas 12), (3), 14) whethar it maats ths EC

inspection to be
!, .

svstams. This and (6). Waf of protection.This
carried out by officjd

...
Wactors.

process shafl b. ●vahmion shaffb.

compfated within complatad within 6

12 months of the months of the antry into

date of ●ttry into forca of this Agrarrmant

force of the
agraament.

—
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. commodity European Community Exports to the United States United States Exports to the European Community
- Spacks Trado Conditions Eqw SpOcialConditions Actions Ttads Conditions Equiv Specisf Conditions Actions

- AnimaUPubfic

)
haatth EC Standards U.S. Standards [cat)

U.S. Standards EC Standards (cat)

{

B. Meat Products

RnimafHealth

- Rad Meat 641432, 9 CFR 94 Y9a 2 AdditionA cortifwatim for US. to fevlew rules 9 CFR 53 721462, Yes 2 Derived from rrmat
lruminmts/ 72/461, boviftes from BSE on BSE with respect 97/221
OqUidaa) 721402.

meeting tho
affactad countri~s

801215
to high/low incidonco conditions of pdrtt

regions 6 (fresh moat].

- Pigs 641432, 9 CFR 94 Yu 1
721461,

9 CFR 53 721462, Yes 2 Oorivad from maat

721462.
97/221 mse[ing the

801215
conditions of point
6 (hash maat).

- Pouftry 92/1 18, 9 CFR 94 Yes 1 9 CFR 53 Derived from moat
72/962,

97/221 Yas 2

80/2 15,
meeting tho

94t438
conditions of point
7 (poultrymoat).

- Wdtf gama ‘ 92/495, 9 CFfl 94 Yos 2 Additid cartifwation fm U.S. to raviaw rulas
m fwmad 92145

921495. NE
bovinas from BSE on BSE with mspact 92145.

guns ●ffactad countries to hi@Mow incidanco 971221
ragions* — —

A

b.)

.J
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- Commodity

- Spachs

European Community Exports to the United States United States Exports to the European Community

TIadIJConttkiorw I Equiv I Spaciei COndilitig I Actions Trado Conditioras I Equiv I Special Conditions I
Actions

1
- Animsl/Pub6c

EC Standards
I

U.S. Standards {cat)
health U.S. Standards EC Standards

(Cat)

8. Meat Products - puMic health - contd.

wild game“

Fumad garnam

77/99,
96122,
96[23

FFDCA, FIFRA,
PHSA
21 CFR 70-82,
101, 109, llo.3-
110.93.1 13*
114, 170-189,
510-529, 556
40 CFFI 180, 185

NE FFDCA, FIFRA,
PHSA
21 CFR 70-82,
101, 109,
110.3-110.93,
113, 114.170-
189, 510-529,
556
40 CFR 180,

I I 1 I 185

Existing trade conditions

II

77/99, NE

92/116,
96/22,
96/23

9. Farmed

Anlrnel hoahh

.Oeu

- flat

- porcine

- Foathuad

ame meat
?

72!461, 9 CFR 94 Y9S 2
92/118,
911495 Yes 1

721461, 9 CFR 94 Yos t
921118,
91/495

92!1 18, 9 CFR 94 Yes 1
72/462,
801216,
94/438

regions

I

9 CFR 94

921118, NE

91/495,
971219

92/1 18 IINE

m

92/1 18. NE I
I

I



- Conlmodky

- specks

- ArrhnWPubtk
health

European Community Exports to the United States

Trach Condltbrm Equiv Svacild Condit”brls Actions

EC Standards
I

U.S. Standards feat)

United States Exports to the European Community

Trade Conditions
I

Equiv
I

Spatial Conditions Actions

U.S. Standards I EC Standards 1
[Cat)

I I

9. Farmed game meat contd.
~
PubUa hdth

Saa
footri(m {8] for
rurnfnartts

911495,
96t22,
96123,
97{219

<

FFDCA, FIFFIA,
PHSA
21 CFR 70-82,
101, 109, 110.3-
110.93, 113,
170-189, 510-
529.550
40 CFR 180.185
9 CFR 301-335,
352, 354

NE Existingtrada conditions FFDCA, FIFRA, 911495,
PHSA 96122,
21 CFR 70-82, 96123,
101, 109, 97/219
110.3-110.93,
113, 170-189,
510-529, 55I3
40 CFR 180.
185
9 CFR 301-
335, 352, 354

NE

10. Wild game meat

Anknd h.akh

-war 92145

- Rebbtt

- POdM 92/45

9 Cl% 94 E

9CFRB4 E



- Commodity European Community Exports to the United States United States Exports to the European Community
- Spoctes Trada Condmion$ Equiv Spaaal Conditions ActIons Tmh Cotillions Equiv SpecId Condn”bns Actions

. AnilnallPubllc
EC Smnd~ds U S. Standards ICatl

hestth U S. Standards EC Standards {Cat)

10. Wild game meat - animal health - contd.

. Faathuad 92/45 9 CFR 94 E 92145. NE

97/218

PubUchdth

Saa footnoto 92145, FFDCA, FIFRA. NE Exmtingtrada condmons
~8) tor 96/22. PHSA

FFDCA, FIFRA, 92/45, NE

rummants 96/23. 21 CFR 70-82,
PHSA 96122,

97/21 8,
21 CFR 70-82, 96/23.

101, 108, llo3-
971220 110.93, 170-189,

101, 109, 971218.

S1O-529, 556
1103-11093, 97/220

9 CFR 301-335
170-189, 510-

40 CFR 180, 18!5
529, 556
9 CFR 301.335
40 CFR 180,

.



- commodity European Community Exports to the United States

Trade Conditions Equiv SpeciafConditions Actions

EC Standards U.S. Standsrds {Cat)

United States Exports to the European Community
I i 1- Species

Trade Conditions I Equiv I Special Conditions I Actions

U.S. Standards
I

EC Standards
[cat)

- AnhnatPubtic
health

11. Fisheries products for human consumption

Admsf hmfth

- Ffsh/fkherias
products

91/67 JSDf Title 50 NE EC to evatuam
flaw u s.
standards if
appficabla.

NEUSOI & Title 50

91/67 uSDI & Title 50- Oivafve
moftuscs/
crustaceans
loxd. live)

NE NEUSOI & Title 50 91/67

Pttbk hoafth

21 CFR 123,
1240 FFDcA,
FfFRA, PHSA,
21 CFR 70-82,
180, 110<3.
1 to.93, 113,
114, 123, 172- ,
193, 1240

Low Acid Canned Food
fOquirernent

- Fkft/fWwrdas
products

911493,
96i22, 98/23

Yes 3 !351328 U.S. to inform the
EC when [ha U.S.
is raady to have
the
implementation of
its seafood
HACCP Regulation
raviawed.

EC to CWfy out
review, involving
as necessary
●xamination of
information w-rd
document ation to
be provided by
U.S. on
procedures for
audit and control
of
implementation.
On-site
verification of
U.S. system to be
carried out within
6 months of U.S.
roauest.

21 CFR 123.
1240 FFDCA,
FIFRA, PHSA,
21 CFR 70-82,
180, 110.3-
110.93, 113,
114, 123, 172-
193, 1240

01/493,
95/328,
96122. 96I23

Yes 3U.S. to provide ●

datailad Indkation of
how tho EC request
for aquivatance for
Low Acid Canned
Foodcan be
considered.

EC to provide {1)
appropriatee
information and
documentation on
pracaduros for audit
and control of
imptarnentatiortby
Member States, and
[2) information on
appfkatbn of HACCP
systems kr Member
Stetes.
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. Cofnfnodlty European Community Exports to the United States United States Exports to the European Community
- spades Tradc Conditbtw EQuiv SpaciafConditions ActkXts Tmda Condhlons Equiv Spackl Conditions Actions

. AnimaWubfic
EC Standards

I
U.S. Standards Icst)

fmdth U.S. Stsndwds I EC standards
{Cal)

c

II. Fisheries products for human consumption - Public Health - contd.

. Fishlfishafiss U.S. to conduct on- Ec to iftdicato
products site varificatbn 01 EC any outstanding
contd. systam Wtcfudng visit problems

to EC cantrsf offices followinQ avo

and obsavation of actions within 45

Commission salts of days of ofi-sits

● number of Mambar verification,

States).
Th@outcorns of

Us. to indicata any tho on-ah

outstanding ~obfams varificmlon to be

toflowing sbovs discussed with

actions. EC. If on-siw
vadfication

Tha outcomo of tha sawsfactory, tha

on-site vadficatton to NMFS Yas 1 equivalanca

ba discussad with EC. Voluntary detafminatiwt to

If on-ail, Vofification HACCP basad be finatisad, snd

satufactory, tha ProQtam 50 an~ nacasssfy

equivalence CFR 260 pfocaduros

determination to b. caffiad out.

fiidhd, and U’fy
namssafy pfocadum ‘Estabfishmams=

carried otJt. do not inctuda
‘brokars Of
traders”.



...

:

I

(

❑

.,,

.

.<.

..

i

.

..

.

I .,

US/CE/AnnexV/en 20
. . ,



.

- Commodity European Community Exports to the United States United States Exports tothe European Community ~

- Spties Trado Cot’tttiths Equiv SpeciafCondkiom Actions TIada Conditions Equiv Speciaf Conditions Actions

- AnirnWPubtic
heafttt EC Standwds

I
U.S. Standards [cat)

U.S. Smndafds EC Standafds {Cat)

d

11. Fisheries products for human consumption - public Health - contd.

. Bivdvo The OU;COmOOf the Tha outcoma of

motkacsl On-siteVadication to the On-si[e

crustacorns be discussed with EC. verification [0 be

{oxCt.Liva If on-silo verification discussad with

contdl 1 satisfactory, the EC. If on-sit.

equwahsnca variftcatton

determmatmn to be satisfactory. the

hnahzad, ●nd sw aquivdence

necessary procedures determination to

carried out. be finafizad, and
any nacesswy
procedures carried
out.

‘Establishments-
do not include
%rokws Of

traders=.

- Aquacuftue 911493. Nation& shellfish NE
96122, 96123

Nationaf 91/493, NE
an&@s Uld Sanitation ‘. ShaUfish
products Programma,

96122, 96123

FFOCA, FIFRA,
Sanitation
Programme,

PHSA, 21 CFR
110.3-110.93,

FFDCA, FIFRA,

123, 1240, DVM
PtiSA, 21 CFR
110.3-110.93,
123, 1240,
DVM

Cii h II

a 12. Live fishlshellfish and gametes

$ AnH heatth II91/67 I I NE
I I II I 91 /67 I NE I

3 ) I



1

- co17wn0dw European Community Exports to the United States United States Exports to the European Community

- Spacios Trade Conditions “ Equiv %)edd Conditions Actions
c

Trade Conditions Equiv Special Conditions Actions

Cf3 - Anlms$tf%bftc

a Ireatth EC Strndards U.S. Standards (cat) U.S. Standards
I

EC Standards {Cat)

m
4

~

13. Milk and milk based products for human consumption

Anfmafhoafth

. Cattb 641432, 9 cm 94 Yes 2 Cartificatfon to UtiT for U.S. to raviaw 9 CFR 77, 78 92146, Yas 2 TB and Brucella EC to raviow U.S.

fnduding 92/46 FMD affacted ragions whather doubla 951343 roquiraments for TB and Brucella

buftafo pastaurisation non-heat treated programmed

For non-FMD affactad
- shaap

aoceptabla

- Goats
CQuntrieskagions.
certifiiata of origin Is

.
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- commodity

- SCMcies

- Animtrl/Publk
hsratth

European Community Exports to the United States

Trade Conditions EQtiv Special Conditions Actions

EC Standards U.S. Standards [cat]

United States Exports to the European Community

Trade Conditions
I

Equiv
I

Special Conditions
I

Actions

I

U.S. Standards EC Standards
(Cat)

13. Milk and milk based products for human consumption - public health - contd.

- UHT-Mifk/
ataritimd Mitk

The outcome of the
on-site verification to

contd be discussad with EC.
If on-site verification
satisfactory, the
equivalence
determination to be
firwfisad, and any
necessary procedures
carried out.

pastaurlsad Milk
Ordinance for

The U.S. to provide a Pastaurlmd Milk

Grad. A Products
detailed indication of Ordinance for “

snd related
how tha EC raquest Grade A

documents
for aquivafence to Products and
‘Grade A“ can be related
considered, ●nd thus documents
to allow the possibility
Of OXpO~Of such
products to the U.S.

- Pastaurlsad 92/46. FFDCA, FIFRA, Yes 3 Existing ttade conditions
products 94/7 1, PHSA

U.S. to review Import FFDCA, FIFRA, 92146, Yes 3 EC requirements U.S. to consider

95i340, 21CFR 70-82,
Milk Act. PHSA 94171, for somatk caff incfuding HACCP

E COIirequirement {fm
951342, 108, 110.3-

21 CFR 70-82, 951340. and plate counts system in dairy

96f22, 110.93, 113,
cheeses) Oiscusslonson 108, 110.3- 951342, Certification as par products

96123, 131, 133, 135,
differences in finished 110.93, 113, 951343, 951343

97/1 15, 172, 184, 510-
product criteria fw E 131, 133, 135, 96122. Joint assessment

91/180, 520, 556.1210,
cofi to continue. 172, 184, 610- 96123, of laboratories to

92/608, 1240 520, 556, 97/1 15, be completed

921118, 40 CFR 180, 185
Joint assessment of 1210, 1240 91/180,

96/90 laboratories to be 40 CFR 180, 92/608, Discussions on

completed. 185 92/118, aornatk calls and

96/90 plate counts to
continua

U.S. to provide

...
appropriate
h-tforrnationand
documentation on

I procedures for
audit and control
of implementation



- Commoditv European Community Exports to the United States United States Exports to the European Community

- Spwes TIado Conditions
I

Eqtdv
I Special Conditions I Actions TractsConditions I

Equw I Spsciaf CondNions
I

ActIons
“I

- Animd/Pubfic
health EC Stmdard$ U.S. Standards {cat)

U.S. Standards EC Standards
[Cat)

4

13. Milk and milk based Products for human consumption - public health - contd.

. Pastaurisod EC to pfOvidS EC to review
fxoducts h-rformatlonappropriate
contd information and provided, ~d to

documematfon on Carrv out On-sits

p(ocodures for audit verification of

and controf of U.S. svstam.

irngdemsntation bv
Member States The outcome Of

the on-site

Us. to rwlow verification to be

information provided, discussed with

and to cw~ out U.S. It on-sits

on-sito verifmation of vorification

EC system. satufacmrv, tha
●quhmftmce

The outcomo of the determination to

on-sito verification to b. finalised, and

be discussadwith EC. anv necassuv

If on-sit. verification procedures carried

satisfactory, the out .

aquivatwtco
datermirtationto be
finekised,mf env
rtecessarvprocedures
carried out

Pasteurised Mifk
Ordinance for

Tho U.S. 10 prowde a Pasteurised Miik

Grade A Products
detaded indication of Ordinanco for
how ~heEC requ~st Grade A

and reiatad
documents

ior equivalence to Products and
‘Glade A- can be rotated

.)
cmtsideted. and thus documents
to allow the possibifitv
Oi @xpO~Of such

. products to the U.S.



!

- Commodity European Community Exports to the United States United States Exports to the European Community
- species

c
Trade Cortditions Equiv SpacfaiConditions Actions Trade Cortditions Equfv Special Conditions Actions

u) - Animaflf%btic b

3 health EC Standards U.S. Standards (Cat)
U.S. Standards EC Standards

(Cat)

m b
m

13. Milk and milk based products for human consumption . publ]c health - contd.

- NOt 92{46. FFOCA, FIFRA, Yas 3 Compliance with E cofi Discussionson
Pastouristi 94171,

FFOCA, FIFRA, 92/46, Yas 3 Comptianca with U.S. to condder
PHSA requirement [for chaases)

(r-w or 95/340, 21 CFR 70-82,
differences in finisharl PHSA 94171, EC requiramants including HACCP

tharmised) 951342,
product criteria for E 21 CFR 70-82, 95/340, for somatic call

108, 110, 113,
system in dairy

97!1 15,
cofi to continue. 108.110, 113, 95t342, and plate counts products.

133, 172, 184,
91/180,

133, 172, 184. 951343, Certification as per
185, 510-520,

92/600,
Joint assessment of 185, 5!0.520, 971115, 951343 Joint assessment

556, 1240 laboratories to ba
92/118,

556, 1240 91/180, of Iabo(atories to
40 CFR 180

96/22,
complated 40 CFR 180 92/608, be complatad.

96123, 96190
92/1 18,

EC to provide 96122, DiscussIons on

appropriatea 96123, somatic cells and

information and 96/90 plate counts to

documantatlonon continue.

procedures for audit
and control of U.S. to prowda

impfemantationby appropriate

Member States. information and
documantatton on

U.S. to review procedures for

information providad, audit and control

and to COfryOut of

on-sits varificatlon of implementation.

EC system. The EC to reviaw

outcomo of tha on-site information

varlfication to be providad, and to

discussad with EC. If carry out on-sits

on-sits verification verification of

satisfactory, the U.S. system.

aqtdvafenca
daterrnination to be Tho outcome of

finafiaarj,and arty
./

the on-sits

necessary procadrnas varificatfon to be

camied out. discussed with
U.S. If on-sits

ProhibitIonon ptoducts The U.S. to consider a varificat ion
not maturad for moro than dossier, to bo satisfactory, the
60 days at temparaturs submitted by the EC, equivalence
above 35°F ( + 20C}. for chaese not determination to

matured for more thm ba finalised, and

60 days, md thus to my necessary
allow the possibility of procedures carried

axport of ●uch out.

products to tha U.S.



..

. Commodity European Community Exports to the United States United States Exports to the European Community

- -s Trado Conditions Equiv SPaciafconditions Actions Trade Conditions Equiv Special Conditions Actions

. Anirnaf/f%rMic
hcaftfr EC Standards Us. Smndmfs {Cati

U.S. Standards EC Standards (Cat)

IQ. I’Ulill( and milk based products not for human consumption ~

Anamdhadth

- Cattlo 921118, 9 Cf%f94.16 Yes 2 FW non-FMD affacted U.S. to rsview if 9 CFR 77,78 92/118, NE
inctuding 641432 rafjons, a certificate of doubie pasteurisation
WI*

95/34 1
ori(fin is required.

- Sfmop
of products from FMO

For FMO affected ragions,
- Goata

affectad tagfionais
cartifiiatmn to UHT accaptabfe.

M paataurisad
or UHT or
Starihaad

-unpastaurisad 92/1 18 9 CFR 94.16 NE
cofostrum for

9 CFR 77,78 92/118 NE

ph~macauticd
USC“a

$

.

.



European Community Exports to the United States
I I

United States Exports to the European Communibf

- species Trade Conditions

EC Standards I U.S. Standards

Equk

(cat)

~Peclal Conditions Actions Specie! Conditions

I

Actions

- AnhatlPtIblii
haatth

I I I I

16. Minced meat

I

q

‘4E

UE

-

Yes 3

Wtttel health

Yes 2

Yes 1

Yes 3

Additionalcertification for
bovines from BSE

affected countries,

.
1141432.
721461,
721462

Ftumlnants U.S. to ravfew rules
on BSE with respect
10highflow incidence
regions.

?2!462

4

9 CFR 94Pigs 84/432,
72/461,
721462

?2t482

Pubffohoafth

Rumbrtttrtts*
pigs

94t65 9 CFR 301.381 Establishmentslisted In
accordance with footnote
(7), Sftdftdfiffhg the
relevant provldons Of
footnote (1j.

oerlved from meat
maatlng the
condhlrms of Point
6 (fresh moat).

Equlvtrtancyshaffbe
~antad after tha U,S.
has completed
verification of
veterinary delivery
systems. This process
shall be completed
within 12 months of
the date of erttry Into
force of this
Agreertpnt.

9 CFR 301-381 94165, 97129 Tho EC shatl
evaluate the U.S.
residue
programme. end
additional
information to ba
submitted by tha
U.S., to deta~mine
whether it meets
tha EC Iavel of
protection. This
evaluation shall be
completed within
6 mortths of the
entry into force of
this Agreement.

Estabfishmartts
listed in
accordance with
footnote (7), md
fulfilling the
relevant provisions
of footnotos (2),
(3) and {4).

The EC shall
●vatuato the U.S.
water standards
to determine
whether they
meet the EC level
of protection. Thfs
evaluation shatfb.
completed within
6 months of the
entry into<force of
!his Agreement.

- .’



- Commodrty European Community Exports to the United States United States Exports to the European Community

- Spacfos Trada Condtttons Equiv Spaclal condmons ActIons Trade Condttmns Equtv Spacmf Condmons Actions

- Antrnat/f%bhc
heafth EC Standards U S. Standards (CatJ

U S. Standards EC Standards (Cat)

1 ~. Minced meat - public health - contd.

Equivafancy {Yea
2) shall ba grantad
aftar the EC has
compftttad
Vadlcation of tha
ttpphcauonof tha
Spacaflad
condmons This
pfocosa Shalfba
compiatad within
12 months of tho
antry tnto forca of
th!s Agmarnant
EC to consider
revfawmg Scopo
of daftmtion of
nnl)cad maat

16. Meat preparations

Anfttd haaftft

- fhrrntnants 641432. 9 CFR 94 Yos 2 Addfttonafcafttfiiatlon for
72/461,

U S to fawcw ftdas 72t462 NE
bovmos lfom BSE

. Equtdaa 721462
on BSE with raspact

●ffactad countrtss to hfghilow rnc@rnca
faglons

- Pfgs 64}432, 9 CFR 94 Yas 1
72/461 ,

72/46~ NE

721462

- Pouft@Wild 92/1 18, 9 CFR 94 Ytfs 1
gama/Fafmad 72W32,

91/494, NE

80/2 15,
93/342.

gama
941430

94{984
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- Connnodity European Community Exports to the United States United States Expofls to the European Community

- Spacies Trada Conditions Equiv %OCid Conditions Actions Trsdo Conditions Equiv !jpecial Conditions Actions

- Animal-
health EC Standa(ds I U.S. Standards (cat)

U.S. Stmdards I EC Smndafds
(cat)

ti ?

16. Meat preparations - public health - contd.

WMgMlaf’) 94/65 flFRA, FFOCA, NE Existing trade COI-ItiI~$ FIFRA, FFOCA, 94/65 NE
PHSA PHSA
21 CFR 70-82,

Faltnad gatna
21 CFR 70-82,

101, 109, llo.3-

(’) 110.93.113,
101, 109,
110.3-110.93,

170-189, 510- .
629, 556

113, 170.189,
610-629, 556

40 CFR 180, 185 40 CFR 180,
185

17. Animal casings for human consumption

Anbnafhodth

- Cattla 92/1 la, 9 CFR 96 Yes 2 Non-commingfarttant(s00
641432.

Us. to reviw rules 92/118 NE
footnoto 9].

72/481,
on 8SE with reapact 94/187

72/462
to h@h/tow incidonca

countries ●ffactad by Us. to review
BSE, 94.8(a) (il(vi of CFR for

non-commingtamant.

- Pigs 921118, 9 CFR 96 Yes 2 Non-commingfmt (s..
641432,

Us. to reviaw 92/1 18 NE
footnote 9).

72/46 1,
94.8(aNi)(vl of CFR h 941187

72t462
non-commin@mant.

Carcificatioftattesting to

casin~s originatingin ASF
he countriwrogti$ but
pfocassed in ASF a{fmtad



. Connnodity European Community Exports to the United States United States Exports to the European Community

. Spacks
s

Trtio Conditforw Equlv Spaclal Conditions Actions Trade Conditions Equiv Special Conditions Actions

6 - Animefl?ubfic
heahh EC Standards U.S. Standards (cat)

U.S. Standards

:

cd
N

17. Animal casings for human consumption - animal health contd.

- She@ 92/1 18, 9 CFR 96 Yes 2 Norr<ommingfament(am U.S. to rovfew 92/118 NE
. Goats 641432, footnota 9).

72/461,
94.8(a)(i)(v) of CFR for 94/187

721462
non-comminglement.

No trado eflovvedfor
countries affectad by BSE

or~in for castngs
originatingin BSE frae
Countriasbut processed in
BSE affacted country.

Pubfk heafth 77/99 FFOCA, FIFRA, NE FFDCA, FIFRA. 77/99, NE
PHSA
21 CFR 70-82,

PHSA 92/118
21 CFR 70-82, Drab Dadsion

101, 109.110.3- 101, 109, notifiad to
110.93, 113,
114, 170-189,

110.3-110.93, W-To

CFR 180.185 656 40 CFR



- commodity European Community Exports to the United States United States Exports to the European Community

- species Trade Conditions E@v Special Conditions Actions Trade Conditions Equiv Special Conditions Actions

- Aniiaflf%bfic
EC Stsndwds U.S. Standards [call {cat)

hastth
U.S. Standards EC Standafds

18. Animal casings not for human consumption

Admaf hoafth

92/1 18,
641432
721461,
72/462

9 CFR 96 92/1 18
94/187

. (awe hwtxmwningiement [s0.
ootnote 9).

J.S. to tOVi@WWlO~
m flSE with tespect
o htgtulow incidence
agions.

J.S. to review
14.8(e)(i)(v) of CFR for
mn-comminglement

gotradeMowed for
:ountries altectad by BSE I

9 CFR 96921118,
641432
72/461.
721462

Yes 2

“Yes2

92/118
94/187

NE- Pigs Non-commingie~nt Isee
footnote 9).

Us. to review
94.8 Mi)4vl of CFR fo{
mmcomminglamant

Celtifiiation mtosting to
W-$s * origin tot
caeAngsoriginating in ASF
free countries/r~s but
vocassed in ASF effected
Countrykegion.

92/1 18.
641432
72/461,
721462

9 CFR 86 U.S. to revfow
94.8~aHil(v) of CFR for
non-commingfemant

- Shulp

-Goats

NEtdon-commi~l-nt {see

footnote 9).
921118
94/187

No t-h Snowedfor
countries effected by
BSE.

Certification attesting to
process and country of
origin for casings
originatin~ In BSE fr~
countries but promssadk
8SE ●ffected country.

<
g

cd
GJ
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- cOKmOtw

- Spacias

. Anlrndlf%bfic
heafth

European Community Exports to the United States United States Exports to the European Community

Trado Conditions - Equlv SptrdafCondtiona Actions Trado Conditions Equiv Spadaf Conditions ActIons

EC Standards 1.U.S. Standards (Cat)
U.S. Standwds EC Standards

[Cat)

19. Hides and skins

Anlmsl ftoA

- cattle

- Shesp
- Goats
- Pigs

92/118, 9 CFR 95.5, Yes 1
721461, 95.6
721462

*

I
!1
I

92/118
‘ I

E EC to Identify

97/168 basis for salting
rsqukemont l!

J

20. Canned petfood containing high/low risk materiai

- Contafrtfng 921i18 9 CFR 94, 95 Yes 2 %add IdSS fof BSE
nlamrnafim 80/667

U.S. to ravltrw rubs FFOCA, FIFRA 921118 E EC to ●xarnina
FFOCA, FIFRA countries. Shaff stabla for

rnatartd 92/562
on BSE with raspact 21 CFR 110.3- 941309 U.S. ciaim to be

21 CFR 110.3- rtrmaindar. to higfulow incidtrnco 110.93, 507- 96/449 BSE free.
110.93, 507-509,
570, 573-589

regions. 509, 570, 97/199
573-589 EC to corwid.r

altarnatwrr
fymrantaas for
mommalian
material, including
Us. proposal to
ramova afl risk
matariaf of known
U.S. TSE spacias
from petfood.

. Containklg 92/1 18 99 CFR 94, 95 Yam2 Sha{f stabla for remairtdar.
onfy non. 90/667

FFOCA, FIFRA 92/118 E Establishments shall
FFOCA, FIFRA

mammafian 92/562 .21 CFR 110.3.
21 CFR 110.3- 94/309 hava baan vafidatad

matafiaf
110.93, 507- 96f449 by tha U.S. for

110.93,507.509,
570, 573-589

509, 570. 97/199 a(tarnatlva heat

573-589 traatmant I@udiig
30 day fraadom
from clostddia

I

.



,

z ‘lb
~ ~ ,-Commodity European Community Exports to the United States United States Exports to the European Community

- spas Trado Condftfons Equiv Special Conditions Actions Trada Conditions Equiv special Condtbrw Actions

EC Stmdards U.S. Stutdards cat)
health U.S. Standards I EC Standafda

{cat)

21. Canned petfood containing only low risk material

- containing 92/1 18, 9 CFR 94, 95 Yas 2 SPOciSIrules for BSE U.S. to raviaw rules FFDCA, FIFRA 92/1 18, E
mammalian 901667 FFDCA, FIFRA countries. Sheff stable for
materiai

on BSE with respect 21 CFR 110.3- 94/309,
21 CFR 110.3- remaindar. to highfiow incidence 110.93, 607- 961449.
110.93, 507-509, r~ions
570,573-589

509, 570. 97il 99
573-589

- Containing 92/118, 9 CFR 94,95 Yes 2 Shelf stable.
only non- 80!667

FFDCA. FIFRA 92/118, E
FFDCA FIFRA

Establishments shall

21 CFR 110.3-
rhammafim 21 CFR 110.3-

94/309, have been vafidatad

meteriaf
110.93, so7- 96/449. by the U.S. for

110.93, 507-509,
570, 573-589

509, 570, 97/199 alternative beet

573-589 traatmant inckfing
30 day freedom
from clostridia

22. D~ and semi moist petfood containing only low risk material
b

921118 9 CFR 94. 95 Yes 2 Restrictions for BSE
94/308 FFDCA, FIFRA

U.S. to ●xemino EC FFDCA, FIFRA 921118. E Establishments shall

countries
21 CFR 110.3-

90° cor~ tamperaturo 21 CFR 110.3- 94{309, have been vafidatad

110.93, 507-509, requirement as 110.93, 507- 961449, by the U.S. for

570, 573-589 providing sufficient 509, 570, 97/1 99 ~ternative heat

guarantees against,
573-589 treatment including

FMD, CSF, SVD, ASF 30 day freedom

md NO. from cfostridia

U.S. to revfaw rules
on BSE

cd
CJt



6)
a)

II
- commodity European Community Exports to the United States

- spades TradoCondlthts EQlltv %@CISfCondhions Actions
- AnimaffPubffc

health EC Standards U.S. Standards (Cat)

United States Exports to the European Community

Trada Conditions Equiv SPocielConditions Actions

U.S. Staridards
I

EC Standards (Cat)

23. Dry and semi moist petfood containil

- Containing
mammafhm
materfd

- Contdnhg
Onfy rmn-

mammalian

matariaf

921118,
94/309

92/118,
94/309

9 CFR 94, 95
FFOcA. FIFRA
21 CFR 110.3-
110.93, 507-509,
570, 573-589

9 CFR 94, 95
FFDCA, FIFRA
21 CFR 11o.3.
1?0.93, 507-509,
S70, 573-589

Yes 2

Yes 1

I high/low risk material

Rastrktions for BSE
COuntries

U.S. to examine EC
90”C core
temperature
requirement as
providing sufficient
guarantaaa egakrst
FMD, CSF, SVD, ASF
and ND.

Us. to ravlaw rules
on BSE with respect
to high/low incidence
regions.

U.S. to examlna EC
90”C Cofa
tamperawre
requirement as
pro~lna su!ficlant
cwarantaea against
ND.

FFDCA, FIFRA
21 CFR 110.3-
110.93, 507-
509, 570,
573-589

FFDCA, FIFRA
21 CFR 110.3-
110.93, 507-
509, 570,
573.589

92/118,
94 f344,
961449,
97/199

921118,
9413448
97/199

E Establlshmema shafl
havo bean vaffdstod
by Ih. U.S. for
efternative best ‘
traatrnent frtdudlng
30 day fraodom
from cfostridla

EC to examino
U.S. cfaim to be
RSE free.

EC to consider
alternative
guarantees for
mammalian
materiat, inclurjklg
U.S.proposal to
rwmove afl risk
material of known
U.S. TSE SflOCiOS
from patfood.

-r’
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- Commodtw European Community Exports to the United States United States Exports to the European Community

- species TradQ Conditions Equiv SpOCiSfConditions Actions Track Conditions Equlv Special Conditions Actions

- Animaf/PuMk
EC Standards

I
Us. stMdarda {c*t) “

health U.S. Standards I EC Standwds
[Cat)

24. Bones and bone products for human consumption (“other pro&cts” as defined in 77/991EEC)

Anm heatth

Fresh meat 641432 9 CFfl 95 rat 2 *strktis for BSE
[ruminants.

Us. to review rufos
721461

72/462 NE
countries. on BSE with taspect 97/221

*s09. pigsJ 001215 to higtulow incidence
72/462 . regions. “

farmed game 91/495 9 CFR 95 Yes 2 R@Striction8fat B!jE U.S. to review rules
. Pigs, dear

91/495 NE
countries. oa BSE with respect

to h~hflow i0t2id0nCtl
regions.

Fresh meat 92/118, 9 CFR 95 Yas 1
- Poufuy 80/2 15.

92/118 NE

721462.
941438

Feathered, 92{45 9 CFR 9!i Yos 1
fumed end Witd 911496

92145 NE

game
911495

Wti Qurte 92145 9 CFR 95 Yos 2 Restrictions for BSE U.S. to review rufes
. Pigs, deaf

92145 NE
countries. on BSE with respact

to h~hllow incidence
regions

PubOchealth

Au species (sl 77/89, 9 CFR 95 NE
921118

77t99, NE EC to consider

92/1 18 ●stabfishtng
conditions.

Feathered. 64{433, FIFRA, FFOCA, NE
fwmed and Witd 77/99, 21 CFR 70-82,

FIFRA, FFOCA, 77/990 NE

gane {’) 92/1 18 108, 108, 110.3-
21 CFR 70-82. 92/1 18 D~aft

110.93, 113.
108, 109, Decision

170-189, 510-
110.3-110.93, notifiad to

f 529, 556
113, 170-189, WTO
610-529, 556
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. CommodkY European Community Exports to the United States

Trath Conditions Equiv SpOCialConditions Actions

EC Standards I U.S. Stmdarda Ocat) ‘

United States Exports to the European Community

Trade Conditions I Et@v I
Special Conditions

I
Act-kms- species

U.S. Standards EC Standards (Cat)- Animal/F’ublic
haafth

s m I I

26. Processed anlma~ protein for human consumption contd-
1 1 I I

PuMfc hoafth

77!99, NEY*S 1

NE

Affapaciasef 77/89,
92/1 18 I 921) 18 ! I I

FIFRA, PHSA,
FFDCA,
21 CFR 70-82,
108, 108,
110.3-110.93,
113, 170-189,

77/99,
92/1 18 Draft
Dacision
notified to
WTO

NEFamharad,
farmad and wild
fpw (’) .

77/89 FIFRA, PHSA,
FFDCA,
21 CFR 70-82,
108, 109, 110.3.
110.93, 113,
170-189, 510
629, 556 510-529, 556 I 1 1 III

27. processed ardrnal protein not for human consumption

Containing matariaf of rnammafim odgln

U.s. cotoviow rules
on BSE with raspect
COhiQhfiOWincidance
regions.

92/1 la
80/867

9 CFR 95 FIFRA,
FFDCA,
21 CFR 110.3.
110.93, 507-509,
670, 573-689

Ruminmts Yos 2 EC to ●XamiIW
U.S. cfaim to bo
BSE hoe.

EC to considw
altamativa
guatmtaas for
mammatian
matadd. including
Us. proposst to
removo d risk
malarial of known
U.S. TSE SpOCiOS
from potfood.

Not acoaptad from BSE
Countrio$.

FIFRA, FFDCA.
21 CFR 110.3.
110.934 S07.
509, 570, s73-
589

90/667,
921118
92 f562,
941344
961449.
97/198

NE

Non-wninants 92/118
80/667

9 CFR 9!5 FIFRA,
FFQCA,
21 CFR 110.3-
110.93, 607-50S,
670.573-589

Yos 3 Eatablishment$ sh~
have baen vtdidatad

by Ih@U.S. for
ajtcrnatlvo heat
trcatmant including
30 day froodom
from Cfostrktia

FIFRA, FFDCA,
21 CFR 110.3-
1 lo.93# 507.
509, 570, 573-
589

921118,
90/667,
961449

NE

.,



..

- Commodky European Community Exports to the United States United States Exports to the European Community

- Species Trado Conditions Equiv Speciat Conditions Actions Trade Conditions Equiv Special Conditions Actions

- AnfmaUPubfk
kdh EC Standords I U.S. Standards [cat}

U.S. Standards I EC Standards [Cat)

u ..=----
II I I I I u I I I 1 u

27. Processed animal protein not for human consumption contd.

Contdnlng only matedat of non-mammath origin

Pouttry and fish 92/1 18, 80/667 9 cm 95 Ycs 1 901667, NE Estabtlshmentsshatlhave

92/1 18, been vslidated by the U.S.

92/562, for atternativs heat treatment

941344, mctudmg30 day freedom

971198 from clostrld!a.

Non-ruminants 921118, 90/667 9 CFR 95 Yea 1 92/1 18, NE

90/667
b

II 1
Serum of equidae

Antmdhealth 921118, 941143 9 CFR 95, 122 NE

29. Blood and blood products intended for human consumption

Anlmaf hoafth

Fresh mast 641432, 72}461 9 CFR 95, 122 E BSE rUtOSfor
[ruminants,

U.S. to ravtew 9 CFR 53 72/462 NE
801215, 72/462 Wmhwrrrts rutason BSE with

equidae, pigs)
971221

respect to highfiow
Incidanca regions.

for EC

Furnbd gama 91/495 9 CFR 95, 122 Yes 2
- Pigs, daar

BSE rules for Us. to revtow 911495 NE
ruminants rufeson BSE with

Fresh maat 921118, 80/215 9 cm 95, 122 Yes 1
,

- Pouttry 721462, 94!438
921118 NE



- Commodity

- sp9cies

- Animawubfic
haafth

European Community Exports to the United States

Trado Conditions Equiv Spaciaf Conditions Actions

EC Standards
I

U.S. Standards {cat)

United States Exports to the European Community

Trado CondNions
I

Equiv Specld Conditions Action,

U.S. Standafds EC Standards (cat)

29. Blood and blood products intended for human consumption - Animal health - contd.

Foatharad,
farrnatf and wifd
gmu

WM gama
- f%()$, daar

pubk hdtfr

Ehlmaf haalth

92145.
91/495

92145

77/99

9 CFR 95, 122

9 CFR 95, 122

9 CFR 301-381,
416, 417 FFDCA,
FIFRA, 21 CFR
110.3-110.93,
507.509, 570,
573-589

NE

BSE rutas for ruminants. U.S. to rovisw rubs
Parmit raquiratf. on BSE with respect

to high/low incidenca
ragions.

92145,
911495

92145

9 CFR 301- 77199.
381, 416, 417 92/1 18
FFDCA, FIFRA, Draft Dacision

21 CFR t 10.3- notifiad to
110.93, 607. wTO
609, 570, 573-
S89

NE

NE

NE EC to ccmsidat
●stablishmg
conditions.

30. Blood and blood products not intended for human consumption

921103. 9 CFR 95.4.122 Y9S 2
921118

9 CFR 53 92/la3, Yas 2
92/1 18

b

Bluetongua EC to consfdar
traatmont usa of tasts for

roquiroments. bluotonguo in
placa of
treatment.



- commodity European Community Exports to the United States United States Exports to the European Community

- Spacias Trade Conditions Equiv SpacjrdCondltiorm Actions Trade Conditions Equiv Special Conditions Actions

- ArririwfJPublic
health EC Stsndards U.S. Standards [Cat] U.S. Standards

31. Lard and rendered fats intended for human consumption

bmti health

Fr.sh meat 641432. 9 CFR 95 Yes 2 BSErules for ruminants U.S. to review rules 721462,

kurrdnants, 721461,
NE

on BSE with respect 97/221
horses, pigs] 801215 to hiohflow incidenca

regions.

Fsrm&f gem. 91/495 9 CFR 95 Yes 2 BSErules for ruminants U.S. to review rulas 91/495 NE

. ~gS, dew on BSE with respect
to hwhhw irrcidenca

t%sh meat 921118 9 CFR 95 Yes 1 NE
- Pouftry 801215

92/1 18

94/438

Fcathsrsd, 9214!3 9 CFR 95 YS4S1 92145 NE
farmad snd wild 91/495
game

91/495

Vvlfdgems 92145 9 CFR 95 Yes 2 BSE rufes for rudnmts

- Pigs, dew
U.S. to review rules 92/45 NE

on BSE with respect
to high/low incidence

PubRchealth

Aff 8pOOiQS(’) 77/99, NE
92/1 18

77/99, NE

Fathered, 77/99 9 CFR 301-381, NE
farmed end wild

9 CFR 301- 77199. NE

game n PHSA, FFOCA,
21 CFR 70-132,

FIFRA, PHSA, Decision

108, 109, 110.3-
FFDCA, notified to

110.93, 113,
21 CFR 70-82. W-ro
108, 109,

170-189, 510-
529, 556

110.3-110.93,
113, 170-189,

9
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- commodity European Community Exports to the United States

- S~~ci~S Trado Condkbns Equiv Specisf Conditions Actions

- Animal/Public
EC Standards U.S. Standwds (Catl

haafth

7

United States Exports to the European Community

Trado CondKions
I

Equiv
I

Special Conditions Actions

U.S. Standards
I

EC Standards
(Catl

32. Lard and rendered fats not Intended for human consumption

1 -92/118 9 CFR 95 Yes 2 9SE rules for ruminants
90}667

Us. to roviow rubs

72/461
on BSE with respect
to high/low incidonca

II
re~ions.

.

I 1 1

92/1 18 Draft NE
Dacision
notified to
WTO

6C to ravhw
requiramants to
considar incfusion
of attunativo heat
trcatmant
systems.
EC m roviaw u.S.
bactwblogicd
tasting fagima for
Dfotain fractlon.

It il
33. Raw materhd for feedhg stuffs, pharmaceutical or technical use

hfmd hdtft 92/118 9 CFR 95, 122 Yaa 1 9 CFR 53 92/1 18 E EC to conaidu
laying down
cortificadon
raquiramants for
Imports.

*

34. Apiculture products for apiculture

Anfmafhdth
I

92/1 18
I I E I I II I 92il 16, I NE I I

U I I I I II I 9418f10 1~- 1 I U

.-

35. Game trophies

Anfmafhoafth 92/118 9 CFR 95 Yes 1 9 CFR 53 92/118 E
96/590



- Comrnodtty European Community Exports to the United States United States ExpoRs to the European Community

- species Trada Conditions Equiv SpaciafConditions Actions Trade Conditions Equiv %mcisl Conditions Actions

. Animaft7%bfii
hesft?r EC Standards U.S. Standards Icat)

U.S. Standards EC Standards {Cat)

36. Manure

Anbnslhealth 92/1 18 9 CFR 95 E U S to prowde 9 CFR 53 92/1 18 E

temperature
requirements for
manure from ragions
affected by serious

37. Wool, feathers and hair

Ardmafheafth

. wool 92/118 9 CFR 95 Yes 1

- Pigbrfstfes 921118 9 CFR 95 Yes 1

hb@C hoafth FFOCA, PHSA NE
21 CFR 124070

7

38. Honey
,

Anlmafhdth NE NE

Pubflc hdth 92{118 FFDCA, FIFRA, NE
PHSA

FFDCA, FfFRA, 921118 NE
h

- 21 CFR 70-82,
PHSA

108, 110.3-
21 CFR 70-a2,

110.93, 620.182,
109, 110.3.
110.93,

520. 166(M
520.182,
520. 1660d



.,

- Conunodity European Community Exports to the United States United States Exports to the European Community

- Spacies Trado Conditims Equiv SpWial conditions Actions Trada Conditions Equiv Spatial Conditions Actions

- AnimauPublic
EC Stsmlafds U.S. Standards (Catl Kat)

haahh U.S. Standwds EC Standwds
L

39. Frogs’ legs

Animalhaahh

Publlc h.alth 92/1 18, FFOCA, FIFRA, NE FFOCA, FIFRA, 92/1 18, NE EC to r.viaw U.S
961340 PHSA PHSA 96/340 HACCP rulaa

21 CFR 70-82, 21 CFR 70-82, whan submtttad.
108, 110.3-
1\o.93, 113,

108, 110.3-

114, 123, 1240
110.930113,

. 114, 123, 1240

40. Snails for human consumption

Animalhaahh

Publk haalth 92tl18* FFOCA. flFRA, NE
96/340 PHSA

FFDCA, FIFRA, 92/1 18, NE

21 CFR 70-82,
PHSA 96/340

108, 1103-
21 CFR 70.82,

110.93, 113,
108, llo3-

114, 123, 1240
11093, 113,
114, 123, 1240

. .

,.
.,..

- .. .,



E
-commodity

- Spacias

- Animaf/Pubfic
health

European Community Exports to the United States

Trade Condltlons “ Equiv Spatial Conditions Actions

EC Standards U.S. Standards (Cat)

United States Exports to the European Community

Trada Conditions I Equiv I Special Conditions I Actions

U.S. Standards I EC Standards (Cat) I I

41* Egg products for human consumption

Mfmafhaafth 90/539 9 CFR 94 Yas 2 Permit raquirad horn areas U.S. to raviaw permit 9or539 , Yas 1

affacted by Newcastia raqulrement. 931342
disaase

Pubti h@th 891437, 7 CFR 59 EPfA E
91 f684.

Us. to supply 7 CFR 69 EPIA 891437, E Establishmen[~ Iistad EC to completa
PubIii Law Information on tha In accordance Ath

92/1 18, 91-597
Public Law 91/684, assassmant of

96123
Iegaf basis for 91-597 92/1 18, footnota (7). and U.S. oubhc

racognitbn of 96/23, 97/38 fulfilling the rshvant haalth

aquivalrmca. provisions of Iagistation.
footnote (2).

U.S. to compteta
assawrtent of EC Th@following tasta

public haakh ara to ba conducted,

Iagislation. ●s specified In
Annax VI to
f)iractive 89/437,
on U.S. agg
products for
dispatch to Ewopc:

-3 OH butyrlc acid
- Iactjc acid

. succinic acid
- agg shell remains,
egg rnambrarm,
othar particlaa

- mesophifa counts
- enterobacteriacaae
- safmonefla
- staphylococcus

Intarnatiodfy
recognised methods
such 0s: 1s0,
NMKL, AOAC



c
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. Commod“ty

- species

- AnimWPubfic
haafth

European Community Exports to the United States

TradeCondidona Equiv special conditions Actions

EC Strndards
I

U.S. Standards (Cat)

1 1

United States Exports to the European Community
1 r

Trado Conditions
I ‘qdv I

Spaciaf Condkkms
I

Actions

U.S. Standards EC Standards
(Cat)

42. Shell eggs

Anfmalhealth 90/539 9 CFR 94 Yes 2 Permft required front afaas U.S. to review pemit 9 CFR 94 90/539, Yas 1
~ff$cted by Newcastle requirement.
dlseasa.

931342

f%bffchealth 891437. FFDCA, FIFRA, E
91/684,

U.S. to reviaw Iagaf FFDCA, FIFRA, 89/437, E Footnota 14) EC to completa
PHSA, EPIA

94[37 t . 21 CFR 6. 10{a)(4)
basis for rec~nition PHSA, EPIA 911604 ●ssessment of

96123
of equivatenca. 21 CFR 94/371, U.S. public health

and lsJ (13), 70- 5. 10{aN4) and 96123 legislation.
82, 100.135, U.S. to complete
110.3-110.93,

(a) (13), 70-82,
assessment 01 EC

t72.140,
100.135,

172.882,
public heafth 110.3-110.93,
legislation.

182.884, 178,
172.140,

520, 524, 556,
172.882,

558, 1240
182.084, 178,

40 CFR 180
620, 524, 556,

7 CFR 56
558.1240
40 CFR 180
7 CFR 56

43. Gelatin for human consumption and technical use

Anlmaf hadth 9 CFR 94 NE NE

Pubk health 92/1 18 FFDCA, FIFRA, NE
PNSA

FFDCA, FIFRA, 92/1 18 NE

21 CFR 70-82,
PHSA

109, 110.3.
21 CFR 70-82,

110.93, 570,
109, 110.3-

573-589
110.93,570,
573-589



.

FOOTNOTE 1

The Pathogen Reduction: Hazard Analysis and Critical Control Point (HACCP) Systems;

Final Rule was published at 61 Federal Register 38806-38989 and amends various

provisions of CFR Parts 304, 310, 320, 327, 381, 416 and 417.

Provisions on SSOPS and E coli testing applicable.

The U.S. and the EC shall discuss, well in advance of their date of implementation, the

staged elements in the above rule to determine whether any fu~her special conditions are

needed.

FOOTNOTE 2

Horizontal issues, fresh meat, meat products, game meat, poultry meat, minced meat,

meat preparations, egg products

(a) packaaing materi~

.-

Packaging material shall be kept in separate rooms that are used exclusively for this

purpose and free of dust and vermin.

Packaging material shall not be stored on the floor.

Waxed assembled boxes shall not be nested, unless a liner will be added.
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NNEx V(

GUIDELINES FOR CONDUCTING AN AUDIT

Where standards, guidelines, or recommendations pefiaining to the conduct of audits are

adopted by one of the relevant international standard-setting organisations, the Parties will

review the contents of this Annex, and make any appropriate modifications.

GENERAL PROVISIONS

1.

1.1.

1.2.

1.3.

1.4.

1.5.

2.

2.10

The following definitions shall apply

-.

to terms used in this annex:

audit -

auditee

subject

auditor

assessment of performance.

- the exporting Party whose enforcement and

of the audit.

- the importing Party that conducts the audit.

establishment - processing plant for animals or animal

control programme is the

products.

facility - site other than processing plants where animals or animal products might

be handled, excluding retail premises.

. .
eral Prlncl*

The auditor and the auditee should cooperate in carving out audits in accordance

with the provisions set out in this Annex. The audit team should include

representatives of both the auditor and the auditee, and the auditee should

designate personnel responsible for facilitating the audit.

skills may be necessary to carry out audits of specialised

Specialised professional

systems and programmed.

,

,, ., . .



2.2.

2.3.

2.4.

2.5.

Audits should be designed to check the effectiveness of the auditee’s enforcement

and control programme rather than to reject individual animals, consignments of

food or establishments.

The auditee must operate a documented programme to demonstrate to the auditor

that standards are being met on a consistent basis.

The frequency of audits should be based on the performance of the exporting Party

in carrying out its enforcement and control programme. A low level of performance

should result in an increased frequency of audit, for example to ensure that

unsatisfactory performance has been corrected.

Audits, and the decisions based on them, should

consistent manner.

PROCEDURES

3. Preparat on of the Aud t Plani i

be made in a transparent and

In consultation with the auditee, the auditor should prepare an audit

covers the following points:

3.1. the subject, depth and scope of the audit;

3.2. the date and place of the audit, and the types of any establishments

be visited so that appropriate audit team members may be chosen;

plan that

or facilities to



3.3.

3.4.

3.5.

3.6.

3.7.

4.

5.

5.1.

a timetable up to and including the presentation of the final repo~;

the language or languages in which the audit will be conducted and the repoti

written;

the identity of the members of the audit team, including the leader;

a schedule of meetings with officials and visits to establishments or facilities,

including unannounced visits, as appropriate; and

provisions for respect of commercial confidentiality and avoidance of conflicts of

interest.

O~enma Meetlqg
. .

An opening meeting should be held between representatives of both Parties. At this

meeting the auditor will review the audit plan and confirm that adequate resources

and documentation are available and all necessary arrangements have been made

for conducting the audit.

.
ocmnt Rewew

The document review may include, for example, the following:

●

☛

☛

☛

●

●

●

records concerning compliance programmed;

inspection and internal audit repotis;

documentation concerning corrective actions and sanctions;

records of compliance actions taken;

sampling plans and their results;

documents associated with verification; and

regulatory procedures followed by the auditee.

. . . . ., . .



5.2.

5.3.

6.

6.1.

6.2.

6.3.

In the case of an audit that is subsequent to a determination of equivalence, the

document review may also consist of a review of relevant changes to the inspection

and certification

previous audit.

The auditee will

systems since the determination of equivalence or since the

cooperate fully with the auditor in the document review process

and help to ensure that the auditor has access to requested documents and records.

. .
n-site Verifica tio~

The decision to conduct on-site verification should take into account factors such as

the risks associated with the animals or animal products concerned, the history of

conformity with requirements by the industry sector or expotiing country, the

volume of product produced and imported or expotied, changes in infrastructure

and the nature of the inspection and cefiification systems.

On-site verification may involve visits to production and manufacturing

establishments, facilities, food handling or storage areas and control laboratories to

check the accuracy of the information contained in the documentary material

referred to in 5.1.

When checks of establishments or facilities are carried out, the auditee will carry

out the check of the establishment or facility, following the auditee’s usual

procedures, and the auditor will generally participate as an observer, though is free

to check other aspects of performance if deemed necessary.

.
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6.4. The auditee will cooperate fully with the auditor in the on-site verification process

and facilitate the auditor’s ent~ into the establishments and facilities that are the

subject of the on-site verification.

7. follow-~ Au~

A follow-up audit may be conducted to verify the correction of deficiencies

identified in a prior audit.

8.
.

orklnn Docum~

Working documents may include checklists of elements to evaluate, such as the

following:

*

it

*

*

*

●

☛

legislation;

structure and operations of inspection and certification services;

establishment and facility structure, layout, operations and working procedures;

health statistics, sampling plans and results;

compliance action and procedures;

reporting and complaint procedures; and

training programmeso

..



9. Closing Meet ngi

A closing meeting shall be held between representatives of both Pa~ies, including

officials responsible for the inspection and cetiification programmed of the auditee.

At this meeting the auditor will present the findings of the audit. The information

should be presented in a clear, concise manner so that the conclusions of the audit

are clearly understood.

10. ud t ReDo~i

The auditor shall provide the auditee with a draft report of the audit generally within

60 days of the conclusion of the audit. To the extent possible, the report shall be

presented in a standardised format to be agreed upon by the Parties in order to

make the approach to audit more uniform, transparent and efficient. The repo~ will

assess the adequacy of the auditee’s enforcement and control programme and

identify any deficiencies noted during the conduct of the audit. Thereafter, the

auditee may within 60 days comment on the drafi repoti and shall describe any

specific corrective actions that will be taken, preferably with target dates for

completion. Any comments made by the auditee shall be included in the final

report.

-..

... .
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FRONTIER CHECKS

The Pafiies recognise the distinction between documental, identity and physical checks

carried out at external frontiers on impo~s of live animals and animai products.

The Patiies fuflher recognise the need to take a systematic approach to carrying out

frontier checks.

Both Paflies agree that charges may be made for these checks, in conformity with the

relevant provisions of Annex C to the SPS Agreement.

.
ve AnlmalS

The Patiies may apply physical checks to all consignments of live animals.

n~al Pro~@

In setting their physical checking frequencies for impofis of animal products, the Parties

shall take due account of the checks applied by the expoftiw party Prior to -won ,and the

historic performance of products impofled from the expotiing Party.

The Patiies may modulate their physical checking frequencies for imports of animal

products, notably in the light of progress made toward the recognition of equivalence

under the consultative process provided for in Article 7.

.
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OUTSTANDING ISSUES

The Pafiies agree to work to further develop agreed arrangements concerning frontier

checks, including the frequency of physical checks.

The Parties agree to work together on their respective arrangements concerning feed

additives, animal feedingstuffs, medicated feeds and premixes.

. .

.
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CONTACT POINTS

The U.S. will send the information provided for in Article 10, and Carw out the

notifications provided for in Atiicle 11, to:

Agricultural Counselor

European Union

Delegation of the European Commission to the United States

2300 M Street NW

Washington DC 20037

phone: 1 2028629560

fax: 1 202429 1766

The Community will send the information provided for in Article 10, and carry out the

notifications provided for in Article 11, to:

Agricultural Attach6

Office of Agricultural Affairs

U.S. Mission of the European Union

40 Blvd du Regent

1000 Brussels, Belgium

phone: 3225082760

fax: 322511 0918

.. . . ..
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Assembled boxes with liners shall not be nested.

Boxes shall not be handled by personnel who are handling exposed product.
.

Boxes shall be assembled in a sanitary manner, either in a separate room or, if on the

cutting room floor, never within 3 metres of exposed product.

(b) facilitv requirements for Ilght co
.

Ioured wal Is and cove molding

Walls shall be smooth, durable, impermeable, and of a colour which permits detection

of insanitary conditions.

Walls

Walls

shall have washable surfaces.

and floor junctures shall be constructed and maintained so as to assure that

surfaces are clean and free of contamination. Establishments that do not use cove

molding to provide a smooth transition from floor to wall to facilitate cleaning must

provide an equivalent alternative means, such as sealing of cracks between walls and

floors, to maintain sanitary conditions.

bv a metial docto[
.

Prior to employment, new employees shall be examined by a medical doctor or by

another medically qualified person who is sufficiently trained to identify

communicable diseases and working under the supervision of a medical doctor.

.,.



(d)

!,

Establishments shall have in place an appropriate Pro9ram tO continuously monitor

empioyee health.

h-employment examinations and ongoing health monitoring shall be carried out

either by a medical doctor or by a person with appropriate medical training (e.g.

a physician’s assistant or a registered nurse).

All cases of suspected disease shall be referred to a medical doctor for diagnosis.

Establishments shall keep records of medical examinations and shall make those

records available to auditors upon request.

.
oode n oallets in ex~osed Droduct areas

The use of wooden pallets in areas where there is exposed product shall be phased

out. In the interim:

..

no wooden pallets shall be used within 3 metres of exposed

pallets shall be clean, structurally sound, and covered with a

sheet.

product;

sanitary plastic

Those establishments which are already using plastic pallets shall continue to do so.

When wooden pallets are used in coolers o!

hygienically packaged to prevent contact of

.

freezers, all product present shall be

product with wood.

.,



(e)

(f)

(g)

+

.
of lav~les and work ar~

Toilet rooms shall be properly ventilated and shall be seParated from exp~sed product

rooms by either a vestibule or a dressing room.

.
rv Storaae of Non-Food Matena

Detergents, disinfectants and similar substances shall be stored separately from food

and from wrapping and packaging material.

.
er Tes~

Water testing shall continue to be carried out in accordance with EC requirements.

FOOTNOTE 3

Fresh meat, game meat, meat products, minced meat and meat preparations of red meat

species and poultry.

(a) ~

All establishments shall have an efficient drainage and plumbing system, and all

drains and gutters shall be properly installed with traps and vents approved by FSIS,

in accordance with 9 CFR 381.49 (a), (c).

b
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(b)

(c)

(d)

(e)

(f)

. .
arate storaae of ed[ble and jne~le

.
mod~

Condemned and other inedible meat and offal shall be removed in a hygienic manner,

and as qujckly as possible, from rooms containing edible material.

Sepa ate sto age or r f packaged and unpac aged p oduc~k r

Unpackaged meat

meat.

Struct\] ral wood

may not be stored in chilling or freezer rooms containing packaged

Wooden structures shall be in good condition, impermeable, smooth, durable

rot-proof and sealed with a waterproof coating.

se of suspended showers. sp avs and hosesr

Meat shall not be contaminated by splashing.

They shall not be used as

. .
s terllwat ion of ea~lDmen~

.

a substitute for handwashing facilities.

Establishments shall provide sterilization equipment (batch or local sterilizers) to clean

utensils as often as necessa~. [mplements such as knives or hooks which come into

contact with meat shall be cleaned and sterilized frequently, and in any case

whenever they have been in contact with contaminated material or surfaces such as

the external surfaces of hides. Sterilization shall be done with hot ( > 82*C) water.

.
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FOOTNOTE4

Additional Guarantees for Finland and Sweden
--

For trade from the U.S. to Sweden and Finland, the U.S. will cetiify in accordance with

Council DeCiSiOn 95/409JEC (Fresh: veal, beef and Pigrneat), Council DeCiSiOn g5i41 O/EC

(Live Poultw for slaughter), Council Decision 95/41 1 /EC (Fresh poultry meat),

Commission Decision 95/1 60/EC (Breeding poultry and day old chicks),

Commission Decision 95/1 61 /EC (Laying hens) and Commission Decision 95/1 68/EC

(Table eggs for human consumption).

No attestation is required for fresh meat as defined in Council Directive 72/462/EEC

intended for an establishment for the purposes of pasteurisation, sterilisation or for

treatment having an equivalent effect,

FOOTNOTE 5

Fresh meat, game meat, meat products, minced meat, meat preparations

(a) ccom modatian for s ck and sljWect ~
.

i I

Wood shall not be used for pens for sick and suspect animals.

Sick and suspect animals shall not be allowed to come into contact with animals

intended for slaughter for expoti to the Community.

Pens

with

such

for sick and suspect animals shall be sited and constructed

animals intended for slaughter for export to the Community

pens shall not flow into adjoining pens or passageways.

to preclude contact

and effluent from



‘! ●

(b) Vete rinarv suc)e rvisiOfl Of ar7tf3-fnOrteryl inSDeCti~

All cattle intended for slaughter for export to the EC shall be inspected bY an official

FSIS veterinarian, except:

feedlot animals inspected at the feedlot by a USDA accredited veterinarian; and

other fattening animals under the

a USDA accredited veterinarian;

which shall be inspected by an official

knowledge, skills and abilities to carry

age of 30 months inspected at the holding by

FSIS inspector with

out this function.

appropriate training,

All pigs intended for slaughter for export to the EC shall be inspected by an official

FSIS veterinarian, except for market hogs (animals up to 1 year of age), which ~shall

be inspected by an official FSIS inspector with appropriate training, knowledge, skills

and abilities to carry out this function.

All animals demonstrating abnormal signs shall be diagnosed and disposed of by an

official FSIS veterinarian.

(c) Trichina testi~

Establishments shall test horsemeat for trichinae.

Pigmeat shall be tested or subjected to cold treatment in accordance with

9CFR318.1O.

----- -?, . ..- .
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(d) _inm&f@ mteWnes
. .

There must be a separate room for emptying ad-cleaning stomachs and intestines,

unless the processing is done by closed-circuit mechanical equipment which avoids

contamination and eliminates odours.

(e) Pig Hearts Inclm
. .

For market hogs (animals up to 1 year old) which are destined or from which some

pan is destined for the EC a statistically representative sample, both in numbers or

percentage and geographical origin, of heatis shall be incised and their interior

surfaces inspected by FSIS personnel, with the results being recorded.

The U.S. shall inform the EC of the sampling methodology, level of confidence, and

programme they intend to use for the sampling referred to above.

Hearts of all sows and boars (animals over 1 year of a9e) which

which some pan is destined for the EC shall be incised and their

inspected by FSIS personnel, with the results being recorded.

(f) h condemnation
.

are destined or from

interior surfaces

If carcasses, offals and blood are not correlated at the final post-mortem inspection

point, a batch system shall be operated in such a way that FSIS can demonstrate

that if a carcass is condemned its offal and blood shall also be condemned.

. ‘.,.
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(g) Ead.d Amrowi

The veterinary authorities of the U.S. and the EC may on a bilateral basis grant

request for partial approval of red meat establishments for certain products, in

accordance with the general and specific provisions of this Agreement in respect of

hygienic production and ante and post mortem inspection of slaughter animals, under

the following conditions:

1.

2.

3.

4.

The establishment shall develop a Quality Assurance (QA) program

addresses the mode of operation, the identification of product, and

which

the

segregation of the product from receiving to shipping. Establishments which

want to apply for paflial approval must meet the facility requirements to ensure

physical and/or time separation of approved and non-approved products.

The QA shall include an establishment monitoring schedule and a log to

document both monitoring actions and corrective actions.

The QA program shall be acceptable to the regulato~ inspector in charge of the

establishment and the controlling veterinary authority of the impo~ing pa~y on

request.

The regulatory inspector in charge of the establishment shall monitor the ‘--

establishment’s application of the QA program and document such monitoring

and ensure correction of deficiencies.

...

,, -,-- ,. . . —.
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5. The importing Party may verify the practical

i

implementation of the QA program.

In this case, the establishment’. needs to be in a position to demonstrate

program on the spot during an inspection. For this purpose, all relevant

documentation shall be presented.

the

6. Should an inspection on the spot and/or the document-check in an establishment

reveal serious deficiencies, the possibility of partial approval may either be

refused or revoked.

FOOTNOTE 6

Poultrymeat

(a) rflow Chlillng
. .

Where counterflow chilling systems are used, alternative chilling systems to the EC

standards may be used providing equivalent guarantees as regards avoidance of cross

contamination, and carcass temperatures at the point of exit from the chilling

systems as set out under point (b} below, which have been valiaated and assessed by

FSIS before the establishment is proposed for listing for export to the EC. This

validation and assessment shall be carried out without the use of antimicrobial

treatment (decontamination), throughout a full day’s production, and with

microbiological analyses for aerobic plate counts, enterobacteriacae and E coli before

and after chilling. This assessment shall be carried out each time any changes are

made to a plant’s chilling system. Records shall be kept of the validations and

assessments, and FSIS shall make these available to the EC.

..” . . .
. .
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Poultry shall be chiJJedto an internal temperature of

the shortest time possible after slaughter.

In the case of small birds (up to 6 pounds],” the

40 degrees shall be achieved by the end of the

40 degrees F (4,4 degrees C) in

internal temperature of

immersion chilling process.

Where crushed ice is used to chill large birds (over 6 pounds) after immersion

chilling, such use must not result in cross contamination of the product.

When further processing (cutting) occurs after poultry has been chilled to

40 degrees F, the internal temperature may exceed 40 degrees F for a

maximum of one hour, but may not exceed 50 degrees F (1 O degrees C).

(Transpofiation temperature shail be in accordance with 9 CFR 381 .66.)

The use of crushed ice must not result in cross contamination of the product. When

crushed ice is used for further transport or storage, stacking of boxes with Ieakholes

or other practices which could result in cross contamination shall be prohibited.

FOOTNOTE 7

Establishment Listing (applicable to all products where listing provisions apply)

1. The expo~ing Pafiy is responsible for ensuring that establishments/plants authorised

to export, and products cetiified for expofi, meet the relevant requirements.

. . ..,. . . .
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2.

3.

4.

The expo~ing Pa~y shall screen establishments to ensure that they meet the relevant

requirements before proposing establishments for listing for expoti. The list, or lists,

of approved establishments, and additions and deletions to such lists, shall be

supplied to the importing Party by the exporting Party. The impo~ing Pam shall

make modifications to the lists of approved establishments efficiently, on the basis of

the information supplied by the expotiing Pafiy. Dissemination of such lists shall be

carried out without delay (*).

The impofling Pa~y may car~

establishments, to ensure that

out

the

verification procedures, including inspection of the

relevant requirements are being met.

The Patiies will work towards increasing the responsibility for the management of

lists of establishments by the exporting Patiy in the light of experience obtained

under the operation of the provisions of paragraphs 1 and 2.

The Parties will review the functioning of the abovementioned provisions regarding

lists of establishments in the light of experience at each meeting of the Committee

provided for under Atiicle 14, and for the first time no later than 31 December 1997.

FOOTNOTE 8

Bison and Water Buffalo

For exports to the U. S., bison and water buffalo are considered as game meat.

For exports to the EC, bison and water buffalo are considered as fresh meat.
.

(“) The EC wiIl carw out this commitment in accordance with the procedure laid down in
Article 5 of Council Decision 95/408/EC. The U.S. will carry out this commitment in ~ . .
ar~nrrianne with a ~imilar timetahl~



FOOTNOTE 9

Non-comminglement - meat, meat products, game meat, poultry meat, minced meat,

meat preparations

Establishments which slaughter both animals whose meat is eligible for expo~ and animals

whose meat is not eligible for export to one of the Parties, or handle such meat, shall

comply with the following conditions:

1.

2.

30

4.

Animals from which the meat is intended for expott shall be kept separate from those

which are not of the same status while at the slaughter establishment.

Following slaughter of animals which are not eligible for expofi and before slaughter

of animals eligible for export purposes, all areas, utensils and equipment liable to

contact the live animals and meat, including stunning, bleeding, flaying, deboning,

cutting and packing areas shall be cleaned and disinfected. Staff shall change into

clean protective clothing and wash their hands and boots thoroughly.

Meat intended for

same room at the

Meat intended for

expofi shall not be

same time as meat

handled, cut or otherwise processed in the

not eligible for export.

expoti shall be packed in clean new packaging which is clearly

distinguishable from that containing meat not eligible for expofi. It shall be stored in

such a way as to ensure that no cross contamination occurs.

.“ .
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5.

6.

Records of the origin of the animals from which the meat is produced shall be

retained for a period of 6 months after export. They shall be available for inspection

by the Regulatory Authority.

Compliance with the above conditions shall be certified by an official veterinarian.

FOOTNOTE 10

Milk and Milk Products not for human consumption

Excludes products regulated as animal drugs in the U.S.

FOOTNOTE 11

Residue Testing

..

Residue testing shall continue to be carried out by the U.S. in accordance with applicable

EC requirements.
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