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SANITARY AND PHYTOSANITARY MEASURES
Article 1 - Objectives
The objectives of this Chapter are:

1. To protect human, animal or plant life or health in the territory of the Parties while facilitating trade between the Parties under the scope of the implementation of the Chapter on Sanitary and Phytosanitary (SPS) Measures;

2. To collaborate for further implementation of the WTO Agreement on the Application of Sanitary and Phytosanitary Measures (the WTO SPS Agreement);
3. To ensure that SPS measures do not create unjustified barriers to trade between the Parties.
4. To consider the asymmetries between the regions.
5. To enhance cooperation in the SPS field in line with the Economic Cooperation Chapter of this Agreement with the aim of strengthening the capacities of the Parties on sanitary and phytosanitary matters in order to improve access to the market of the other Party whilst safeguarding the level of protection of humans, animals and plants.

6. To progressively implement the region to region approach in trade of goods subject to SPS measures.

Article 2 – Multilateral rights and obligations

The Parties reaffirm their rights and obligations under the WTO SPS Agreement. 
Article 3 - Scope

1. This Chapter applies to all SPS measures of a Party that may, directly or indirectly, affect trade between the Parties.

2. This Chapter shall not apply to the standards, technical regulations and conformity assessment procedures defined in the Agreement on Technical Barriers to Trade of the WTO. 
3. Additionally, this Chapter shall apply to the cooperation on animal welfare matters.

Article 4 - Definitions

For the purposes of this Chapter:

1. WTO SPS Agreement means the WTO Agreement on the Application of Sanitary and Phytosanitary measures.

2. The definitions contained in Annex A of the WTO SPS Agreement shall apply.

Article 5 - Competent Authorities

The competent authorities of the Parties are the authorities competent for the implementation of this Chapter, as provided for in Annex 1 (Competent Authorities). The Parties shall, in accordance with Article 12 of this Chapter (Transparency and exchange of information) inform each other of any change of these competent authorities.

Article 6 - General principles

1. The SPS measures applied by the Parties should follow the principles established in Article 3 of the WTO SPS Agreement.

2. The SPS measures cannot be used so as to create unjustified barriers to trade.

3. The procedures established under the scope of this Chapter shall be applied in a transparent manner, without undue delays and in conditions and requirements, including costs, which should be no higher than the actual cost of the service and be equitable in relation to any fee charged on like domestic products of the Parties.

4. In the same way, the Parties will use neither the procedures mentioned in paragraph 3 nor the requests of additional information to delay the access to the market without scientific and technical justification.

Article 7 - Import Requirements

1. The exporting Party shall ensure that products exported to the importing Party meet the sanitary and phytosanitary requirements of the importing Party.

2. The importing Party shall ensure that its import conditions are applied in a proportional and non discriminatory manner. 

Article 8 - Trade Facilitation
A – List of establishments

1. For the import of animal products, the exporting Party shall inform the importing Party of its list of establishments meeting the importing Party’s requirements.

2. Upon request of the exporting Party accompanied by the appropriate sanitary guarantees, the importing Party shall approve establishments referred to in Annex 2 (3) which are situated on the territory of the exporting Party, without prior inspection of individual establishments. Such approval shall be consistent with the requirements and provisions set out in Annex 2 and it is limited to those categories of products for which imports are authorized.

3. The sanitary guarantees referred in this Article may include relevant and justified information to ensure the sanitary status of the live animals and animal products to be imported

4. Unless additional information is requested, the importing Party shall take the necessary legislative or administrative measures in accordance with its applicable legal procedures to allow import on that basis within 40 working days after having received the request of the exporting Party accompanied by the appropriate sanitary guarantees.

5. The importing Party will regularly submit a record, including information about the non-conformities upon which the rejection to approve the establishment was based.

B – Import checks and inspection fees

Any fees imposed for the procedures on imported products may only cover the cost incurred in by the competent authority for performing import checks; they shall be no higher than the actual cost of the service and shall be equitable in relation to any fees charged on like domestic products.

Article 9 - Verifications

1. In order to maintain confidence in the effective implementation of the provisions of this Chapter, each Party, within the scope of this Chapter, has the right:

a. To carry out verification of all or part of the other Party’s authorities’ control system, in accordance with the Guidelines described in Annex 3. The expenses of such verification shall be borne by the Party carrying out the verification; and
b. To receive information from the other Party about its control system and be informed of the results of the controls carried out under that system.

2. The Parties shall share the results and conclusions of the verifications carried out in the territory of the other Party and make them publicly available.
3. When the importing Party decides to carry out a verification visit to the exporting Party, this visit shall be notified to the other Party at least 60 working days before such verification is carried out, except in emergency cases or if the Parties concerned agree differently. Any modification to this visit shall be agreed by the Parties concerned.
Article 10 - Measures linked to animal and plant health

1. The Parties shall recognise the concept of pest- or disease-free areas and areas of low pest or disease prevalence, in accordance with the WTO SPS Agreement, OIE and IPPC standards, guidelines or recommendations. The Sub-committee referred to in Article 17 of this Chapter may define further details for the procedure for the recognition of such areas, taking into account any WTO SPS Agreement, OIE and IPPC relevant standards, guidelines or recommendations. This procedure will include situations related to outbreaks and reinfestations.
2. When determining pest- or disease-free areas and areas of low pest or disease prevalence, the Parties shall consider factors, such as geographical location, ecosystems, epidemiological surveillance, and the effectiveness of sanitary or phytosanitary controls in such areas.
3. The Parties shall establish close cooperation on the determination of pest- or disease-free areas and areas of low pest and disease prevalence with the objective of acquiring confidence in the procedures followed by each Party for the determination of such areas.

4. When determining such areas, whether for the first time or after an outbreak of an animal disease or a re-introduction of a plant pest, the importing Party shall in principle base its own determination of the animal and plant health status of the exporting Party or parts thereof, on the information provided by the exporting Party in accordance with the WTO SPS Agreement, OIE and IPPC relevant standards, guidelines or recommendations, and take into consideration the determination made by the exporting Party.
5. If the importing Party does not accept the above mentioned determination made by the exporting Party, it shall explain the reasons and shall be ready to enter into consultations.

6. The exporting Party shall provide the necessary evidence to objectively demonstrate to the importing Party that such areas are, and are likely to remain, pest- or disease-free areas or areas of low pest or disease prevalence, respectively. For this purpose, reasonable access shall be given, upon request, to the importing Party for inspection, testing and other relevant procedures.

7. The Parties recognise the principle of compartmentalisation of the OIE and pest free production places and sites of the IPPC. They will consider their future recommendations on the matter and the Sub-committee set up in Article 17 of this Chapter will recommend accordingly.

Article 11 - Equivalence

Through the Sub-Committee on SPS established in Article 17, the Parties may develop provisions on Equivalence and will make recommendations according to the procedures set up in the Institutional Chapter.

Article 12 - Transparency and exchange of information

1. The Parties shall:

a. pursue transparency as regards sanitary and phytosanitary measures applicable to trade;

b. enhance mutual understanding of each Party’s sanitary and phytosanitary measures and their application;

c. exchange information on matters related to the development and application of sanitary and phytosanitary measures that affect, or may affect, trade between the Parties with a view to minimizing their negative trade effects; and

d. communicate, upon request of a Party, the requirements that apply to the import of specific products.

Article 13 - Notification and Consultation

1. Each Party shall notify in writing to the other Party within 3 working days, of any serious or significant risk to human, animal or plant life or health, including any food emergencies.

2. Notifications shall be made to the contact points set up in Annex 4.  Written notification means notification by mail, fax or e-mail.

3. Where a Party has serious concerns regarding a risk to human, animal or plant life or health, affecting products for which trade takes place, consultations regarding the situation shall, on request, take place as soon as possible. Each party shall endeavour, in such conditions, to provide all the information necessary to avoid disruption in trade.
4. Consultations referred to in paragraph 3 of this Article could be held by e-mail, video or audio conference. The requesting Party should ensure the preparation of the minutes of the consultation, which shall be formally approved by the Parties
Article 14 - Emergency measures

1. The importing Party may, on serious risk to human, animal or plant life or health, take without previous notification measures necessary for the protection of human, animal or plant health or life. For consignments in transit between the Parties, the importing Party shall consider the most suitable and proportional solution in order to avoid unnecessary disruptions to trade.

2.  The Party taking the measures shall inform the other Party as soon as possible and in any case not later than 1 working day after the adoption of the measure. The Parties may request any information related to the sanitary and phytosanitary situation and measures adopted and the Parties shall answer as soon as the requested information is available.

3. Upon request of either Party and in accordance with the provisions of Article 13 (Notifications and consultations) of this Chapter the Parties shall hold consultations regarding the situation within 15 working days of the notification. These consultations will be carried out in order to avoid unnecessary disruptions to trade; it may consider options for the facilitation of the implementation or the replacement of the measures.

Article 15 – Cooperation and Technical assistance

1. The cooperation and technical assistance required for the implementation of this Chapter are established in Article X of the economic cooperation chapter of this Agreement.

2. The Parties will establish through the Subcommittee set up in Article 17 of this Chapter (SPS Sub-committee), a working programme, including the identification of cooperation and technical assistance necessities to build and/or strengthen the capacity of the Parties on human, animal, plant health and food safety issues of common interest.
Article 16 - Special and Differential treatment

Any CA Party may directly consult with the EU when it identifies a particular problem related to a proposed measure of the EU that may affect their trade. For such consultations, the decisions of the WTO/SPS Committee such as document G/SPS/33 may be used as guidance.

Article 17 - Sub-committee on Sanitary and Phytosanitary Matters

1. The Parties hereby establish a Sub-committee on Sanitary and Phytosanitary Matters, comprising representatives of each Party with responsibility for sanitary and phytosanitary matters, as set up in Annex 1.
2. The Sub-committee may address any matter related to the rights and obligations of this Chapter. In particular, it shall have the following responsibilities and functions:

a. To recommend to develop the necessary procedures or arrangements for the implementation of this Chapter1;
b. To monitor the progress of the implementation of this Chapter;
c. To provide a forum for discussion of problems arising from the application of certain sanitary or phytosanitary measures with a view to reaching mutually acceptable alternatives. In this connection, the Sub-committee shall be convened as a matter of urgency, at the request of a Party, so as to carry out consultations.
d. To conduct the consultations established in Article 18 of this Chapter concerning the settlement of disputes arising under this Chapter.
e. To conduct the consultations established in Article 16 of this Chapter concerning the special and differential treatment
f. To promote the cooperation on animal welfare between the Parties.
3. The Sub-committee shall be comprised of representatives of the Parties and shall meet within the first year after the entry into force of this Chapter, and on request of either Party thereafter, not exceeding however a frequency in principle of one meeting a year. 
4. The Sub-Committee shall adopt at its first meeting its working procedures.

Article 18 - Dispute settlement 
1. When a Party considers that a measure of the other Party is or might be contrary to the obligations under this Chapter, it may request technical consultations in the Subcommittee on Sanitary and Phytosanitary Measures (the SPS Subcommittee) established in Article 17. The competent authorities identified in Annex 1 will facilitate these consultations.

2. Unless otherwise agreed by the Parties to the dispute, when a dispute is the object of consultations in the SPS Sub-committee according to paragraph 1 of this Article, those consultations shall replace the consultations foreseen in Article X (DS Chapter) provided that those consultations meet the requirements established in paragraph xx of that Article. Consultations in the SPS Sub-committee shall be deemed concluded within 30 days following the date of submission of the request, unless the consulting Parties agree to continue with the consultations. These consultations could be made via videophone conference, videoconference, or any other mechanism mutually agreed by the Parties.

ANNEX 1
Competent Authorities
A. 
Competent authorities of the EU
Control is shared between the national services of the Member States and the European Commission. In this respect the following applies:

- 
As regards exports to Central America, the Member States are responsible for control of the production circumstances and requirements, including statutory inspections and issuing health (or animal welfare) certifications attesting to the agreed standards and requirements.

-
As regards imports from Central America, the Member States are responsible for control of the compliance of the imports with the EU’s import conditions.

- 
The European Commission is responsible for overall co-ordination, inspection/audits of inspection systems and the necessary legislative action to ensure uniform application of standards and requirements within the Internal European Market.

B. 
Competent authorities of CA
(CA to complete)

ANNEX 2
Requirements and provisions for approval of establishments for products of animal origin
1. The competent authority of the importing Party shall draw up lists of approved establishments and shall make these lists publicly available.

2. Requirements and procedures for approval:

a) The animal product concerned shall have been authorised by the competent authority of the importing Party. This authorisation shall include the import and certification requirements;

b) The competent authority of the exporting Party shall approve the establishments intended to export and provide the importing Party with satisfactory sanitary guarantees that the establishments meet the relevant requirements of the importing Party;

c) The competent authority of the exporting Party must have the power to suspend or withdraw the export approval of an establishment in the event of non-compliance.

d) The importing Party may carry out verifications in accordance with the provisions of Article 9 (Verifications) of this Chapter as part of the approval procedure.

This verification shall concern the structure, organisation and powers of the competent authority responsible for the approval of the establishment and the sanitary guarantees regarding the compliance with the importing Party’s requirements. 

These checks may include on the spot inspection of establishments appearing on the list or lists provided by the exporting Party. 

Taking into account the specific structure and division of competence within the EU, such verification in the EU may concern individual Member States.

e) Based on the results of the verification provided for in (d), the importing Party may amend the list of establishments.

3. The provisions in points 1 and 2 shall initially be limited to the following categories of establishments:
· All establishments for fresh meat of domestic species
· All establishments for fresh meat of wild and farmed game
· All establishments for poultry meat
· All establishments for meat products of all species
· All establishments for other products of animal origin for human consumption (e.g. casings, meat preparations, minced meat)
· All establishments for milk and milk products for human consumption
· Processing establishments and factory/freezer vessels for fishery products for human consumption including bivalve molluscs and crustaceans

ANNEX 3
Guidelines for conducting verifications
Verifications may be carried out on the basis of or audits and/or on the spot checks.

For the purposes of this Annex:

· The "auditee" is the Party subject to the verification; 

· The "auditor" is the Party that carries out the verification

1. General principles of verification

(a)
Verifications should be made in co-operation between the 'auditor' and the 'auditee' in accordance with the provisions set out in this Annex.

(b)
Verifications should be designed to check the effectiveness of the controls of the auditee rather than to reject individual animals, groups of animals, consignments of food establishments or individual lots of plants or plant products. Where verification reveals a serious risk to animal, plant or human health, the auditee shall take immediate corrective action. The process may include study of the relevant regulations, method of implementation, assessment of the end result, level of compliance and subsequent corrective actions.

(c)
The frequency of verifications should be based on performance. A low level of performance should result in an increased frequency of verifications; unsatisfactory performance must be corrected by the auditee to the auditor's satisfaction.

(d)
Verifications, and the decisions based on them, shall be made in a transparent and consistent manner.

2. Principles relating to the auditor. The auditors should prepare a plan, preferably in accordance with recognised international standards, that covers the following points:

(a) the subject, depth and scope of the verification;

(b) the date and place of the verification, along with a timetable up to and including the issue of the final report;

(c) the language or languages in which the verification will be conducted and the report written;

(d) the identity of the auditors including, if a team approach is used, the leader. Specialised professional skills may be required to carry out verification of specialised systems and programmes;

(e) a schedule of meetings with officials and visits to establishments or facilities, as appropriate. The identity of establishments or facilities to be visited need not be stated in advance;

(f) subject to provisions on freedom of information, respect of commercial confidentiality shall be observed by the auditor. Conflicts of interest must be avoided;

(g) respect of the rules governing occupational health and safety related to SPS matters. This plan should be reviewed in advance with representatives of the auditee.

3. Principles relating to the auditee. The following principles apply to actions taken by the auditee, in order to facilitate verification:

a) The auditee must co-operate fully with the auditor and should nominate personnel responsible for this task. Co-operation may include, for example:

· access to all relevant regulations and standards,

· access to compliance programmes and appropriate records and documents,

· access to audit and inspection reports,

· documentation concerning corrective actions and sanctions,

· facilitating entry to establishments.

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

4. Procedures

a) Opening meeting. An opening meeting should be held between representatives of the Parties. At this meeting the auditor will be responsible for reviewing the verification plan and confirming that adequate resources, documentation, and any other necessary facilities are available for conducting the verification.

b) Document review. The document review may consist of a review of the documents and records referred to in paragraph 3.1, the structures and competences of the auditee, and any relevant changes to inspection and certification systems since the entry into force of this Agreement or since the previous verification, with emphasis on the implementation of elements of the system of inspection and certification for animals, animal products plants or plant products of interest. This may include an examination of relevant inspection and certification records and documents.

c) On the spot checks:

· To decide if an on the spot checks should be carried out, the risk of the concerned animal, plant or product, should be considered, taking into account factors such as the history of conformity with requirements by the industry sector or exporting country, the volume of product produced and imported or exported, changes in infrastructure and the national inspection and certification systems.

· On the spot checks may involve visits to production and manufacturing facilities, food-handling or storage areas and control laboratories to check on compliance with the information contained in the documentary material referred to in 4. b).
d) Follow-up verification. Where a follow-up verification 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 require correction.

5. Working documents. Forms for reporting audit findings and conclusions should be standardized as much as possible in order to make the approach to verification more uniform, transparent and efficient. The working documents may include any checklists of elements to evaluate. Such checklists may cover:

· legislation;

· structure and operations of inspection and certification services;

· establishment details and working procedures, - health statistics, sampling plans and results;

· compliance action and procedures;

· reporting and complaint procedures; and

· training programmes.

6. Closing Meeting. A closing meeting shall be held between representatives of the Parties, including, where appropriate, officials responsible for the national inspection and certification programs. At this meeting the auditor shall present the findings of the verification. The information shall be presented in a clear, concise manner so that the conclusions of the audit are clearly understood. An action plan for correction of any deficiencies noted shall be drawn up by the auditee, preferably with target dates for completion.

7. Report. The draft report of verification shall be forwarded to the auditee within 20 working days. The auditee shall have 25 working days to comment on the draft report. Comments made by the auditee shall be attached to and, where appropriate included in the final report. However, where a significant public, animal or plant health risk has been identified during the verification, the auditee shall be informed as quickly as possible and in any case within 10 working days following the end of the on-the-spot verification.

ANNEX 4
Contact Points and Web-Sites
A. Contact points

For the EU

European Commission  - DG SANCO

Mail: Rue de La Loi 200

B-1049 Brussels – Belgium

Tel - +322 2963314

Fax - +322 2964286

For CA
(CA to complete)
B. Fee free web-sites

For the EU

htpp://europa.eu.int/comm/dgs/health_consumer/index_en.htm  

For CA 
(CA to complete)
� Pending the outcome of the institutional table and the final architecture of the Agreement


� Pending on the outcome of the Institutional Table





PAGE  
1

