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THE EUROPEAN COMMUNITY (the‘Community’)
and

THE GOVERNMENT OF CANADA (‘ Canada)
hereinafter referred to collectively asthe ‘ Parties':

ACKNOWLEDGING that their systems of sanitary mea-
suresareintended to provide comparabl e health assurances;

REAFFIRMING their commitment to their rights and
obligationsunder the Marrakesh Agreement establishing the
World Trade Organisation (the *“WTO Agreement’), and its
Annexes, in particular the Agreement on the application of
sanitary and phytosanitary measures (the SPS Agreement’);

DESIRING to facilitate trade in live animals and animal
products between the Community and Canada while safe-
guarding animal and public health in relation to the whole-
someness of food products,

RESOLVING to take the fullest account of the risk of
spread of animal infection and disease and the measures put
in place to control and eradicate such infections and dis-
eases, and in particular to avoid disruptionsto trade,

HAVE AGREED ASFOLLOWS:

Articlel —Objective
The objective of this Agreement is to facilitate trade in

live animals and animal products between the Community
and Canada by establishing a mechanism for the recogni-
tion of equivalence of sanitary measures maintained by the
two Parties consistent with the protection of public and ani-
mal health, and to improve communication and cooperation
on sanitary measures.

Article2 —Definitions
For the purposes of this Agreement:

(@) live animals and animal products means the live ani-
mals and animal products, including fish and fishery prod-
ucts, listedin Annex I;

(b) sanitary measures means sanitary measures as defined
in paragraph 1 of Annex A to the SPS Agreement;

(c) appropriate level of sanitary protection means the ap-
propriatelevel of sanitary protection asdefined in paragraph
5 of Annex A of the SPS Agreement;

(d) region means both ‘zone’ and ‘region’ as defined in
the Anima Health Code of the Office International des
Epizooaties (OIE), and for aguaculture as defined in the In-
ternational Aquatic Animal Health Code of the OIE;

(e) responsible authorities means:

(i) for Canada, the authorities described in Part A of An-
nex|l; and

(i) for the Community, the authoritiesdescribed in Part B
of Annex 1.

Article 3—Scope

1. ThisAgreement appliesin respect of trade between the
Community and Canada in live animals and animal prod-
ucts.

2. Subject to paragraph 3, the provisions of this Agree-
ment shall apply initially to sanitary measures of the Parties
that apply to tradein live animals and animal products.

3. Unless otherwise specified under the provisions set out
inthe Annexesto this Agreement, and without prejudice to
Article 11, the scope of this Agreement shall exclude sani-
tary measures related to food additives (all food additives
and colours), sanitary stamps, processing aids, flavours, ir-
radiation (ionisation), contaminants (including microbiol ogi-
cal standards), transport, chemicals originating from the
migration of substances from packaging materials, label-
ling of foodstuffs, nutritional labelling, animal feedingstuffs,
medi cated feeds and premixes.

4. The parties may agree to apply the principles of this
Agreement to address veterinary issues other than sanitary
measures applicableto tradein liveanimalsand animal prod-
ucts.

5. The Parties may agreeto modify this Agreement in the
futureto extend the scopeto other sanitary or phytosanitary
measures affecting trade between the Parties.

Article 4 — Relation to the WTO Agree-

ment

Nothing in this Agreement shall modify therightsor obli-
gations of the Parties under the WTO Agreement and in
particular the SPS Agreement.

Article 5 — Recognition of regional condi-

tions

1. The Parties recognise the concept of regionalisation,
which they agreeto apply in respect of thediseaseslisted in
AnnexIlI.

2. Where one of the Parties considersthat it has a special
status with respect to a specific disease, it may request rec-
ognition of that status. The importing Party may also re-
quest additional guaranteesin respect of importsof live ani-
mals and animal products appropriate to the agreed status.
The guarantees for specific diseases shall be specified in
Annex'V.
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3. Without prejudice to paragraph 2, the importing Party
shall recogniseregionalisation decisionstaken in accordance
with criteria as defined in Annex |V as the basis for trade
from a party whose territory is affected by one or more of
the diseaseslisted in Annex I11.

Article 6 — Recognition of equivalence

1. Theimporting Party shall recognise asanitary measure
of the exporting Party as equivalent if the exporting Party
objectively demonstrates that its measure achieves the im-
porting Party’s appropriate level of protection.

2. Once determined, equivalence shall be applied in rela-
tion to individual or groups of sanitary measures for live
animals or animal product sectors, or parts of sectors, in
relation to legiglation, inspection and control systems, parts
of systems, or in relation to specific legislation, inspections
and/or hygiene requirements.

Article 7—Criteriafor recognition of

equivalence

1. In determining whether a sanitary measure maintained
by an exporting Party achievestheimporting Party’s appro-
priate level of sanitary protection, the Parties shall follow
the process set out below:

(i) identification of the sanitary measures for which rec-
ognition of equivalenceissought;

(ii) explanation by theimporting Party of the objective of
its sanitary measures, including an assessment, as appropri-
ate to the circumstances, of any risks that the sanitary mea-
sures are intended to address, and identification by the im-
porting Party of its appropriate level of sanitary protection;

(i) provision of information by the exporting Party sup-
porting its view that its sanitary measures achieve the im-
porting Party’s appropriate level of sanitary protection;

(iv) assessment by the importing Party of whether the ex-
porting Party’s sanitary measures achieve the importing
Party’sappropriatelevel of sanitary protection; this step may
include an evaluation of :

(@) the risks identified by the importing Party and evi-
dence provided by the exporting Party that its sanitary mea-
sures effectively addressthoserisks;

(b) the legislation authority, standards, practices and pro-
cedures including those of laboratories, as well as the
programmes in place to ensure that the domestic require-
ments of the exporting Party and the importing Party’s re-
quirementsare met;

(c) the documented structure of the relevant responsible

authorities, their command chain, their authority, their op-
erational procedures and the resources available to them;
and

(d) the performance of the relevant responsible authori-
tiesin relation to the control programme and assurances.

The importing Party may carry out audit and verification
procedures, in accordance with Article 10, to assist this as-
sessment.

2. Where equival ence has not been recognised, the condi-
tionsfor trade shall bethoserequired by theimporting Party,
as set out in Annex V, to meet its appropriate level of pro-
tection. The exporting Party may agree to meet the import-
ing Party’s conditions, without prejudice to theresult of the
process set out in paragraph 1.

3. In carrying out the process described in paragraph 1,
and setting the conditions referred to in paragraph 2, the
Parties shall take account of experience and information
already acquired.

Article 8 — Status of the recognition of

equivalence of the Parties sanitary mea-

ures

1. Annex V liststhose sectors, or parts of sectors, for which
at the date of entry into force of this Agreement the Parties
respective sanitary measures are recognised as equivalent
for trade purposes.

2. Annex V also liststhose sectors, or parts of sectors, for
which, at the date of entry into force of this Agreement, the
Parties apply different sanitary measures and have not con-
cluded the process described in paragraph 1 of Article 7.
The Parties shall carry out the actions set out in Annex V
based on the process described in paragraph 1 of Article 7,
with the objective of recognising equivalence by the dates
indicated in Annex V.

3. With respect to sanitary measures recognised as equiva-
lent for trade purposes at the date of entry into force of this
Agreement, the Parties, within their competences, shall ini-
tiate the necessary legisative and administrative actions
within three months to implement these recognitions.

Article9 —-Health certificate

When required, each consignment of live animals or ani-
mal products presented for import, and for which equiva-
lence has been recognised, will be accompanied by an offi-
cial health certificate, the model attestation of whichispre-
scribed in Annex VII. The Parties may jointly determine
principlesor guidelinesfor certification. Any such principles
or guidelines shall be set out in Annex VII.



Canada-EU Agreementsand Joint Statements
Agreement between the European Community and the Gover nment
of Canada on sanitary measuresto protect public and animal health
In respect of tradein liveanimalsand animal products 3

Article 10 — Audit and verification

1. To maintain confidence in the effective implementa-
tion of the provisions of this Agreement, each Party hasthe
right to carry out audit and verification procedures of all or
part of the exporting Party’s authorities’ total control pro-
gramme as specified in Annex V1.

2. Each Party hastheright to carry out frontier checkson
consignments on importation, in accordance with Article
11, theresults of which may contributeto the audit and veri-
fication process.

3. The Community shall carry out the audit and verifica-
tion procedures provided for in paragraph 1 and thefrontier
checks provided for in paragraph 2.

4. For Canada, its responsible authorities carry out the
audit and verification procedures and frontier checks pro-
vided for in paragraphs 1 and 2.

5. Upon the mutual consent of the Parties, either Party
may:
(@) share the results and conclusions of its audit proce-

duresand frontier checkswith countriesthat are not Parties
tothis Agreement, or

(b) usetheresultsand conclusions of the audit procedures
and frontier checks of countries that are not Parties to this
Agreement.

Article11- Frontier (import) checksand
inspection fees
1. The frequency and nature of frontier checks shall be

based on therisk to public and animal health associated with
theimportation of alive animal or animal product.

2. Thefrequency rate of frontier checks on imported live
animals and animal products shall be as set out in Annex
VIII.

3. Inthe event that frontier checksreveal non-conformity
with the relevant import requirements, the action taken by
the importing Party shall be based on an assessment of the
riskinvolved.

4. Wherever possible, the importer of a non-conforming
consignment, or his representative, shall be notified of the
reason for non-conformity, and shall be given accessto the
consignment and the opportunity to contribute relevant in-
formation to assist the importing Party in taking afinal de-
cison.

5. A Party may collect fees for the costs incurred in con-
ducting frontier checks. Provisions concerning these fees
may be added to Annex V1.

Article 12 — Notification and consultation
1. The Parties shall notify each other, in writing, of:

(@) significant changes in health status, such as the pres-
ence and evolution of diseasesin Annex |11, within 24 hours
of confirmation of the change;

(b) findings of epidemiological importance with respect
to diseases which are not in Annex Il1 or which are new
diseases, without delay; and

(c) any additiona measuresbeyond the basic requirements
of their respective sanitary measures taken to control or
eradicate animal disease or protect public health, and any
changesin preventative policies, including vaccination poli-
cies

2. In cases of serious and immediate concern with respect
to public or animal health, oral notification shall be made
immediately, and written confirmation should follow within
24 hours.

3. Written and oral notifications shall be made to the con-
tact points set out in Annex X.

4. Where a Party has serious concernsregarding arisk to
public or animal health, consultations regarding the situa-
tion shall, on request, take place as soon as possible, and in
any case within 14 days of the request. Each Party shall
endeavour in such situations to provide all the information
necessary to avoid adisruption in trade, and to reach a mu-
tually acceptable solution.

Article 13— Safeguard clause

A Party may, on serious public or animal health grounds,
take provisional measures necessary for the protection of
public or animal health. These measures shall be notified to
the other Party within 24 hours of the decision to imple-
ment them and, on request, consultationsregarding the situ-
ation shall be held within 14 days of the notification. The
Parties shall take due account of any information provided
through such consultations.

Article 14 — I nformation exchange

1. The parties shall exchange information relevant to the
implementation of this Agreement on a uniform and sys-
tematic basis, to provide assurance, engender mutual confi-
dence and demonstrate the efficacy of the programmes con-
trolled. Where appropriate, this may include exchanges of
officias.
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2. The information exchange on changes in their respec-
tive sanitary measures, and other relevant information, shall
include;

() the opportunity to consider proposalsfor the introduc-
tion of new measures or changesin existing measures, which
may affect this Agreement, in advance of their finalisation.
Where either Party considers it necessary, proposals may
be dealt with in accordance with Article 16(4);

(b) briefing on current developments affecting trade in
liveanimalsand animal products;

(c) information on the results of the audit and verification
procedures provided for in Article 10.

3. The contact pointsfor thisexchange of information are
set outin Annex X.

4. The Parties shall provide for the submission of scien-
tific papers or data to the relevant scientific forato substan-
tiate any views or claims madein respect of amatter arising
under this Agreement. Such information shall be eval uated
by the relevant scientific forain atimely manner, and the
results of that examination shall be made available to both
Parties.

Article 15— Outstanding issues

The principles of this Agreement shall be applied to ad-
dress outstanding issues aff ecting trade between the Parties
in live animals and animal products as listed in Annex | X.
Modifications shall be made to this Annex and, as appro-
priate, the other Annexes, to take account of progress made
and new issuesidentified.

Article 16 — Joint Management Committee

1. A Joint Management Committee (hereinafter referred
to as‘the Committee’), consisting of representatives of the
Partiesis hereby established. The Committee shall consider
any matters relating to the Agreement, and shall examine
all matters which may arise in relation to its implementa-
tion. The Committee shall meet within oneyear of the entry
into force of this Agreement, and at least annually thereaf-
ter. The Committee may also address issues out of session
by correspondence.

2. The Committee shall, at least once a year, review the
Annexesto this Agreement, notably inthelight of progress
made under the consultations provided for under thisAgree-
ment. Following its review, the Committee shall issue are-

port of its proceedings including any recommendations of
the Committee.

3. Inthelight of the provisions set out in paragraph 2, the
Parties may agree to modify the Annexes consistent with
the Agreement. Modifications shall be agreed by an ex-
change of notes.

4. The Parties agree to establish technical working groups
consisting of expert-level representatives of the Parties,
which shall identify and address technical and scientificis-
sues arising from this Agreement.

When additional expertiseisrequired, ad hoc groups, no-
tably scientific groups, may be constituted by the Parties.
Membership of such ad hoc groups need not be restricted to
representatives of the Parties.

Article 17 —Territorial application

This Agreement shall apply, on the one hand, to the terri-
tories in which the Treaty establishing the European Com-
munity is applied and under the conditions laid down in
that Treaty, and on the other hand, to theterritory of Canada.

Article 18 — Final provisions

1. This Agreement and its Annexes shall enter into force
upon an exchange of notes indicating that the Parties have
completed all legal requirements necessary for that purpose.

2. Each Party shall implement the commitments and obli-
gations arising from this Agreement and its Annexesin ac-
cordancewith itsinternal procedures.

3. Either Party may terminate this Agreement by giving at
least six months' notice in writing. The Agreement shall
terminate on the expiry of the period of notice.

Inwitnesswhereof, the undersigned being duly authorised,
have signed this Agreement.

Done in two copies, this seventeenth day of December
1998, in each of the English and French languages, each
version being equally authentic.

For the European Community
For the Government of Canada
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ANNEX 1

Live Animalsand Animal Products

Liveanimalsand
animal products

1. Livecattleand pigs
2. Bovinesemen

3. Bovineembryos

4. Livehorses

5. Pigsemen

6. Poultry and hatching

egas
7. Liveaquacultureanimals

and aquaculture products

8. Live sheep and goats

9. Other liveanimals,
semen, ovaand embryos
from the animal species
not referredtoin
points1to8

10. Fresh meat

11. Fresh poultry meat

12. Meat products

13. Minced meat and meat
preparations

For importsinto Canada,
asdefined by:

Health of Animals Regulations
(CRC, c. 296)

Health of Animals Regulations
(CRC, c. 296)

Health of Animals Regulations
(CRC, c. 296)

Health of Animals Regulations
(CRC, c. 296)

Health of Animals Regulations
(CRC, c. 296)

Health of Animals Regulations
(CRC, c. 296)

Fish Health Protection
Regulations made under the
FisheriesAct,

R.S.C., 1985, c. F-14

Fish Inspection Regulations
made under the Fish Inspection
Act,R.S.C., 1985, c. F-12
Health of Animals Regulations
(CRC, c. 296)

Health of Animals Regulations
(CRC, c. 296)

M eat Inspection Regulations—
definitions (food animal, meat,
meat by-product, mechanically
separated meat) and Schedule
(fresh)

Meat I nspection Regulations—
definitions (as above, bird)

Meat I nspection Regulations—
definitions (prepared, preserved,
processed)

No specific definition (would be
processed, fresh meat and
poultry meat) standard in
Schedulel

For importsinto the Community,
asdefined by:

Council Directive 64/432/EEC of
26 June 1964

Council Directive 88/407/EEC of
14 June 1988

Council Directive 89/556/EEC of
25 September 1989

Council Directive 90/426/EEC of
26 June 1990

Council Directive 90/429/EEC of
26 June 1990

Council Directive 90/539/EEC of
15 October 1990

Council Directive 91/67/EEC of
28 January 1991

Council Directive 91/68/EEC of
28 January 1991

Council Directive 92/65/EEC of
13 July 1992

Council Directive 64/433/EEC of
26 June 1964

Council Directive 71/118/EEC of
15 February 1971

Council Directive 77/99/EEC of
21 December 1976

Council Directive 94/65/EEC of
14 December 1994
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Liveanimalsand
animal products

14. Egg products
shell eggs

15. Live bivalve molluscs

16. Fishery products

17. Farmed game meat

18. Wild game meat

19. Milk and milk products

20. Anima waste

21. Animal products not
referredtoin
points 10—20

For importsinto Canada,
asdefined by:

Processed Egg & Egg Regulations
—definitions (a number of
definitions apply for specific
egg products and processed
eggs)

Fish Inspection Regs made
under the Fish Inspection Act,
R.S.C., 1985, c. F-12

Fish Health Protection Regs
and the Management of
Contaminated Fisheries

Regul ations made under the
FisheriesAct, R.S.C., 1985,
c.F-14

Fish Inspection Regs made
under the Fish Inspection Act,
R.S.C., 1985, c. F-12

Meat I nspection Regulations—
definitions (farmed game
animal and thereafter asfor
fresh meat and fresh

poultry meat)

M eat | nspection Regulations—
only speciesrecognised are
muskox, caribou and reindeer
—Dairy Product
Regulations (CAP)

—Food and Drug Regulations
—Consumer Packaging and
Labelling Regulations

Health of Animals Regs
(CRC, c. 296)

Meat Inspection Regs—
definitions (as appropriate)

For importsintothe Community,
asdefined by:

Council Directive 89/437/EEC of
20 June 1989

Council Directive 91/492/EEC of
15 July 1991

Council Directive 91/493/EEC of
22 July 1991

Council Directive 91/495/EEC of
27 November 1991

Council Directive 92/45/EEC of
16 June 1992

Council Directive 92/46/EEC of
16 June 1992

Council Directive 90/667/EEC of
27 November 1990
Council Directive 92/118/EEC of
17 December 1992
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ANNEX 1

Responsible Authorities

A. Responsibleauthoritiesof Canada

The following departments are responsible for the appli-
cation of sanitary measures in respect of domestically pro-
duced, exported and imported animalsand animal products
and for issuing health certificates attesting to agreed stan-
dards unless otherwise noted:

the Canadian Food Inspection Agency (CFIA), or the
Department of Health, as appropriate.

B. Responsible authorities of the Community

Control is shared between the national services in the
indivudal Member States and the European Communities.
In this respect the following applies:

— Interms of exportsto Canada, the Member States are
responsiblefor control of the production circumstances and
requirements, including statutory inspections and issuing
health certification attesting to the agreed standards and re-
quirements.

— The European Commission is responsible for overall
coordination, inspection/audits of inspection systems and
the necessary legidlative action to ensure uniform applica-
tion of standards and requirements within the Single Euro-
pean Market.

Canada

Health of Animals Act Sections 5, 22
through 27, and 64; Health of Animals
Regulations Sections 90 and 91, and
Schedule 2 of the Reportable Disease
Regulations

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H. of A. Act 5, 22—27, 64: H. of A.

ANNEX 111
DISEASESFOR WHICH REGIONALISATION DECISIONSCAN BE TAKEN
LEGAL BASIS
Disease EC
Foot-and-mouth disesase 64/432,
85/511
Vesicular stomatitis 92/119
Swinevesicular disease 64/432,
92/119
Rinderpest 64/432,
92/111
Peste des petits ruminants 92/119
Contagiousbovine 64/432
pleuropneumonia
Lumpy skin disease 92/119
Rift Valley fever 92/119
Bluetongue 92/119
Sheep pox and goat pox 92/119
African horse sickness 90/426,
92/35
African swinefever 64/432
Classical swinefever 64/432,
80/217

Regulations 90, 91 and Schedule 2
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Disease EC

Fowl plague (highly 90/539,

pathogenic avian 92/40

influenza)

Newcastle disease 90/539,
92/66

Venezuaan equine 90/426

encephalomyelitis

Epizootic haemorrhagic 92/119

disease

Teschen 92/119

Aquaculturediseases

Thelist of aquaculture diseasesisto be discussed further
by the Parties on the basis of the International Aquatic Ani-
mal Health code of the OIE.

ANNEX IV

Regionalisation and Zoning

Further to Article 5(3), the Parties agree that the follow-
ing formsthe basisfor regionalisation decisionsfor the dis-
eases listed in Annex |11. Each Party agrees to recognise
regionalisation decisions taken in accordance with this An-
nex.
Animal diseases

Regionalisation — Adjacent countries or parts of coun-
tries which have the same animal health status and similar
disease controls can be treated asaregion. Theregion must
be clearly delineated by natural, artificial or legal bound-
arieswhich must be effective. The region must have acom-
mon control policy for the specific disease. Theremust bea
uniform effective system of epidemiological surveillance
throughout the region and an official sanitary agreement be-
tween the countriesinvolved.

In assessing risk from a given proposed importation of
animals or animal products, three sets of factors may be
considered:

1. sourcerisk factors,

2. commodity risk factors,

3. destination risk factors.

Sourcerisk factors

The primary determinant of therisk of importing diseases
isthe status of the country of originin respect of the disease
in question. However, declarations of disease freedom must
be backed up by effective surveillance programmes.

The overriding consideration in this context, therefore, is
thequality of theveterinary infrastructure. No other factors

Canada

H.of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

H.of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2
H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2
H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2
H. of A. Act 5, 22—27, 64: H. of A.
Regulations 90, 91 and Schedule 2

can be assessed without full confidence in the veterinary

administration. In particular, their ability to detect and con-
trol an outbreak of disease and to provide meaningful certi-
ficationiscrucial.

The ability to detect the presence of disease depends on
the surveillance carried out. This surveillance can be ac-
tive, passive, or both.

Activesurveillanceimplies definitive action intended to
identify the presence of disease, such as systematic clinical
inspections, ante and post mortem examination, serology
on farm or in abattoir, referral of pathological material for
laboratory diagnosis, sentinel animals.

Passive sur veillance meansthat the disease must be com-
pulsorily notifiable and that there must be asufficiently high
level of supervision of the animalsin order to ensure that
the disease will be observed quickly and reported as a sus-
pect. There must al so be amechanism for investigation and
confirmation, and farmers and veterinarians must have a
high level of awareness of the disease and its symptoms.

Epidemio-surveillance may be augmented by voluntary
and compulsory herd/flock health programmes, particularly
thosewhich ensurearegular veterinary presence onthefarm.

Other factorsto 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 diseasein adjacent aress,

— physical barriers between zones of differing status,

— meteorological conditions,

— use of buffer zones (with or without vaccination),

— presence of vectors and/or reservairs,
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— active control and eradication programmes (where ap-
propriate),

— ante and post mortem inspection system.

On the basis of these factors, azone may be defined.

Theauthority with theresponsibility for implementing the
zoning policy isin 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 arisk category.

Possible categoriesare:

— low/negligiblerisk,

— mediumrisk,

— highrisk,

— unknownrisk.

Calculation of estimates of risk for e.g. live animals may
assist in this categorisation. Import conditions may then be
defined for each category, disease and commodity, individu-
aly or ingroups.

Low/negligible risk implies that importation may take
place based on a simple guarantee of origin.

Medium risk implies that some combination of certifica-
tion and/or guarantees may be required before or after im-
portation.

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 impliesthat importswill only take place if
the commodity itself isof very low risk, e.g. hides, wool, or
under the conditions for ‘high risk’ if the commodity fac-
torswarrant.

Commoadity risk factors

Theseinclude:

— isthe disease transmissible by the commodity?

— could the agent be present in the commaodity if derived
from ahealthy and/or clinically affected animal?

— can the predisposing factor be reduced, e.g. by vacci-
nation?

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

— has the commodity been obtained in such away asto
reducetherisk, e.g. deboning?

— hasthe commodity been subjected to atreatment which
inactivatesthe agent?

Appropriate tests and quarantine will reduce the risk.

Destination risk factor

— presence of susceptible animals;

— presence of vectors;

— possible vector-free period;

— preventive measures such as waste food feeding and

animal waste rendering rules,

— intended use of product e.g. petfood, human consump-
tiononly.

These factors are inherent in or are under the control of
theimporting country, and some may therefore be modified
tofacilitatetrade. These may, for example, includerestricted
entry conditions e.g. animalsto be confined to acertain vec-
tor-free region until the incubation period has passed, or
canalisation systems.

However, destination risk factors will also be taken into
account by the infected country with respect to therisk pre-
sented by movements from the infected part to the free part
of itsterritory.

Aquaculturediseases

Pending the devel opment of any specific provisionsto be
included in this Annex, the basis for regionalisation deci-
sions for aguaculture diseases will be the International
Aquatic Health Code of the OIE.

ANNEXYV

Recognition of Santitary M easures

Yes(1) Equivalence agreed

— model health attestations to be used

Yes(2) Equivalence agreed in principle

— some specific issue(s) to be resolved

— existing certification to be used until issue(s) resolved

Yes (3) Equivalence in form of compliance with import-
ing Party’srequirements

— existingcertification to be used

NE Not evaluated

— existing certification to be used in the interim

E Further evaluation required. Trade may occur if the ex-
porting Party meets the importing Party’s requirements.

Special conditions: conditionsto be respected for export,
in addition to those required on the domestic market:

AD Aujeszky’sdisease

Al Avian Influenza

BSE Bovine spongiform encephal opathy

BVD Bovinevira diarrhoea

CCeésius

CFIA Canadian Food I nspection Agency

CSF Classical swinefever

EBL Enzootic bovineleucosis

Equiv Equivalent

FMD Foot-and-mouth disease

H of A Act and Regs. The Health of Animals Act

IBD Infectious bursal disease

IBR Infectious Bovine Rhinotracheitis

IVFInvitrofertilised
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JD Johne'sdisease

MV Maedi-visna

ND Newcastledisease

OIE Office International des Epizooties

PM Post mortem

PRRS Porcine reproductive and respiratory syndrome

ScV C Scientific Veterinary Committee

Std Standard

SVD Swinevesicular disease

UHT Ultrahigh temperature

NOTE: A full list of Commodities, Species, Public Health
Requirements, Trade and Special Conditions (applying to
both Canada and the European Community) affected by this
Agreement may be found on the following Web site—

http://europa.eu.int/comm/trade/pdf/eu-
ca veterinary.pdf

ANNEX VI

Guidelineson Proceduresfor Conducting an Audit

1. General principles

1.1. Audits should be made in cooperation between the
auditing party (the ‘auditor’) and the audited

party, (the ‘auditee’) in accordance with the provisions
set out in this Annex.

1.2. Audits should be designed to check the effectiveness
of the controlling authority rather than to reject individual
animals, groups of animals, consignments of food or estab-
lishments. The process can include study of the relevant
regulations, method of implementation, assessment of the
end result, including assessments conducted, as considered
necessary, at establishments or facilities, level of compli-
ance and subsequent corrective actions. Where an audit re-
veals a serious risk to animal or human health, the auditee
shall take immediate corrective action.

1.3. The frequency of audits should be based on perfor-
mance. A low level of performance should result in an in-
creased frequency of audit; unsatisfactory performance must
be corrected by the auditee to the auditor’s satisfaction.

1.4. Audits, and the decisionsbased on them, shall be made
in atransparent and consistent manner.

2. Principlesrelating to theauditor

Those responsible for conducting the audit should pre-
pare aplan, preferably in accordance with recognised inter-
national standards, that coversthe following points:

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

2.2. thedate and place of the audit, along with atimetable
up to and including the issue of the final report;

2.3. the language or languages in which the audit will be
conducted and the report written;

2.4. the identity of the auditors including, if a team ap-
proach is used, the leader. Specialised professional skills
may be required to carry out audits of specialised systems
and programmes,

2.5. a schedule of meetings with officials and visits to
establishments or facilities, as appropriate. The identity of
establishments or facilitiesto be visited should be stated in
advance, although additional or alternate facilities may be
visited during the audit if it is considered necessary;

2.6. subject to provisions on freedom of information, re-
spect of commercia confidentiality shall be observed by
the auditor. Conflicts of interest must be avoided:;

2.7. respect of the rulesgoverning occupational health and
sdfety.

This plan should be reviewed in advance with representa-
tivesof the auditee.

3. Principlesrelating to theauditee

The following principles apply to actions taken by the
auditee, in order to facilitate audit.

3.1. Theauditee must cooperate fully with the auditor and
should nominate personnel responsible for thistask. Coop-
eration may include, for example:

— accessto al relevant regulations and standards,

— access to compliance programmes and appropriate
records and documents,

— accessto audit and inspection reports,

— documentation concerning corrective actions and sanc-
tions,

— facilitating entry to establishments or facilities.

3.2. The auditee must operate a documented programme
to demonstrate to the auditor that standards are being met
on aconsistent and uniform basis.

4. Procedures

4.1. Opening meeting

An opening meeting should be held between representa-
tives of both parties. At this meeting the auditor will be
responsiblefor reviewing the audit plan and confirming that
adequate resources, documentation, and any other neces-
sary facilities are available for conducting the audit.

4.2. Document review

The document review may consist of areview of the docu-
ments and records referred to in paragraph 3.1, the struc-
tures and powers of the auditee, and any relevant changes
to food inspection and certification systems since the adop-
tion of this Agreement or since the previous audit, with
emphasis on the implementation of elements of the system
of inspection and certification for animals or products of
interest. This may include an examination of relevant in-
spection and certification records and documents.
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4.3. On-siteverification

4.3.1. The decision to include this step should be based
upon an assessment of risk, taking into account factors such
asthe animals or products concerned, the history of confor-
mity with requirements by the industry sector or exporting
country, the volume of product produced and imported or
exported, changesin infrastructure and the nature of thein-
spection and certification systems.

4.3.2. On-site verification may involvevisits, which may
be unannounced, to production and manufacturing facili-
ties, food handling or storage areas and control laboratories
to check on compliance with the information contained in
the documentary material referredtoin 4.2.

4.4. Follow-up audit

Where a follow-up audit is being conducted in order to
verify the correction of deficiencies, it may be sufficient to
examine only those points which have been found to re-
quirecorrection.

5. Working documents

Working documents may include checklists of elements
to evaluate, such asthe following:

— legidation,

— structure and operations of inspection and certifica-
tion services,

— establishment detail s and working procedures (includ-
ing any HACCP documentation),

— health statistics, sampling plans and resullts,

— compliance action and procedures,

— reporting and complaint procedures, and

— training programmes.

6. Closing meeting

A closing meeting shall be held between representatives
of both Parties. 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.

The Parties may discuss specific actions to be taken as
the result of the findings.

7.Auditreport

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 pre-
sented in a standardised format to be agreed upon by the
Parties in order to make the approach to audit more uni-
form, transparent and efficient. The report 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 draft report and shall describe any

specific corrective actionsthat will betaken, preferably with
target dates for completion. Any comments made by the
auditee shall beincluded in the final report.

ANNEX VII

Certification

Official health certificateswill cover consignmentsof live
animals and/or animal products being traded between the
Parties.

Health attestations:

(a) Equivalence agreed

Model health attestation to be used (‘yes 1’ for animal
and/or public health).

‘The live animals or animal products herein described
comply with the relevant European Community/Canadian
standards and requirements which have been recognised as
equivalent to the Canadian/European Community standards
and requirements as prescribed in the Canadian/EC Veteri-
nary Agreement. Specifically in accordance with (insert:
exporting country’slegislation)’.

(b) Until certificateson the basis of equivalence havebeen
adopted, existing certification shall continue to be used as
set outin Annex V.

Language:

Exports from Canada: the official health certificate will
be issued either in English or French or both aswell asin
one of the languages of the Member State in which the bor-
der inspection post issituated and where the consignment is
presented.

Exportsfromthe EC: the official health certificate will be
issued in thelanguage of the Member State of origin aswell
as either in English or French or both.

ANNEX VIII

Frontier Checks

Frequencies of frontier checks on consignments of live
animalsand animal products—

The Parties may modify any frequency rate, within their
responsibilities, as appropriate, taking into account the na-
ture of any checks applied by the exporting Party prior to
export, theimporting Party’s past experience with products
imported from the exporting Party, any progress made to-
ward the recognition of equivalence, or as aresult of other
actions or consultations provided for in this Agreement.

Type of frontier check: Normal rate as per Article 11(2)

1. Documentary and identity

Both Partieswill perform documentary and identity checks
on all consignments
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2. Physical checks

Liveanimals100%

Semen/embryos/ova 10%

Animal productsfor human consumption —

Fresh meat including offal, and products of the bovine,
ovine, caprine, porcine and equine speciesdefined in Council
Directive 92/5/EEC

Wholeeggs

Lard and rendered fats

Animal casings

Gelatin

Poultry meat and poultry meat products

Rabbit meat, game meat (wild/farmed) and products

Milk and milk products

Egg products

Honey

Bone and bone products

Meat preparations and minced meat

Frogs legsand snails

Animal products not for human consumption

Lard and rendered fats

Animal casings

Milk and milk products

Gelatin

Bone and bone products

Type of frontier check: Normal rate as per Article 11(2)

Hidesand skinsungul ates

Gametrophies

Processed petfood

Raw material for the manufacture of petfood

Raw material, blood, blood products, glands and organs
for pharmaceutical/technical use

Processed animal protein (packaged) 10 %

Bristles, wool, hair and feathers 10%

Horns, horn products, hooves and hoof products 10%

Apiculture products 10%

Hatching eggs 10 %

Manure 10 %

Hay and straw 10 %

Processed animal protein not for human consumption
(bulked) 100% for the first six consignments (as per Coun-
cil Directive 92/118/ EEC), then 20%

Live bivalve molluscan shellfish 15 %

Fish and fishery products for human consumption

Fish productsin hermetically sealed containers intended
to render them stable at ambient temperatures, fresh and
frozen fish and dry and/or salted fisheries products. Other
fishery products. 15 %

For the purposes of this Agreement, ‘ consignment’ means

aquantity of productsof the sametype, covered by the same
health certificate or document, conveyed by the same means
of transport, consigned by a single consignee and originat-
ing from the same exporting Party or part of such Party.

ANNEX I X

Outstanding | ssues

1. The Parties agree that the following areas are to be ex-
plored as part of awork programme:

— contaminants (including microbiological standards),

— food additives,

— animal feeding stuffs,

— medicated feeds and premixes,

— labelling of foodstuffs,

— nutritional labelling,

—flavours,

— processing aids,

— chemicalsoriginating from the migration of substances
from packaging materials,

—irradiation,

— sanitary stamps,

— zootechnical standards.

2. Canada has submitted adocument outlining aproposed
model for arisk based import inspection model.

There is agreement between the Parties to explore the
possibility of implementing this approach.

3. The Parties agree to discuss issues associated with the
transit of live animals through the territory of the Parties.

ANNEX X

Contact Points for the Administration of this Agree-
ment

A Party may unilaterally amend its section of this Annex.
Such amendments shall be notified to the other Party with-
out delay, and shall comeinto force on the date specified in
the notification, but shall not come into force prior to the
date of the notification.

Pursuant to Article 14(3), the following are the contact
pointsfor each of the Parties.

For Canada

Theinitial contact pointis:

Agriculture Counsellor

Agriculture Section

Canadian Mission to the European Union

Avenuede Tervuren/Tervurenlaan 2

B-1040 Brussdls;

Telephone: (32) 2 741-0610 (Agriculture Counsellor)

(32) 2 741-0698 (Agricultural Affairs Assistant)

(32) 2 741-0611 (Switchboard)
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Fax: (32) 2741-0629

Other important contacts are:

For matters related to live animals, agri-food, fish, and
seafood products:

Executive Director

Animal Products Directorate

Canadian Food Inspection Agency

59 Camelot Drive

Nepean, Ontario

K1A 0Y9

Telephone: (613) 225-2342

Fax: (613) 228-6631

For matters specifically related to fish health and diseases:

Director

Aquaculture and Oceans Science Branch

Department of Fisheriesand Oceans

200 Kent Street

Ottawa, Ontario

K1A OE6

Telephone: (613) 990-0275

Fax: (613) 954-0807

For mattersrelated to human health:

Director Genera

Food Directorate

Health Protection Branch

Health Canada

Health Protection Building, Tunney’s Pasture

Ottawa, Ontario

K1A0L2



