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[TRANSLATION – TRADUCTION]

COOPERATION AGREEMENT BETWEEN THE GRAND DUCHY OF 
LUXEMBOURG AND THE KINGDOM OF BELGIUM ON MEDICINES AND 
HEALTH PRODUCTS

The Government of the Grand Duchy of Luxembourg, of the one part, and the Government of 
the Kingdom of Belgium, of the other part, hereinafter referred to as “the Parties”,

Having regard to the joint declaration of the Governments of Belgium and Luxembourg of 
4 July 2016 (Gäichel IX),

Having regard to the historical ties of friendship between the Grand Duchy of Luxembourg 
and the Kingdom of Belgium,

Having regard to the excellent bilateral relations enjoyed by the two countries,
Having regard to the convention of 25 July 1921 establishing the Belgo-Luxembourg 

Economic Union,
Having regard to the recent reforms of European Union laws on medicines and medical 

devices,
Have agreed as follows:

Article 1

The purpose of this Agreement is to strengthen cooperation between the Grand Duchy of 
Luxembourg and the Kingdom of Belgium in the field of medicines and health products as defined 
by the amended Act of 20 July 2006 on the establishment and operation of the Federal Agency for 
Medicines and Health Products of the Kingdom of Belgium.

Such cooperation shall include:
1. Market surveillance throughout the life cycle of medicines and health products;
2. Inspection in all matters covered by this Agreement;
3. Oversight of clinical studies and investigations;
4. Pharmacovigilance;
5. Dossier evaluation;
6. Exchange of expertise, resources and information;
7. Activities covered by this Agreement related to medicines, medical devices, blood, cells 

and human tissue.
The cooperation modalities are detailed in administrative arrangements.

Article 2

The Parties shall develop their bilateral relations on the basis of mutual respect for national 
laws, administrative procedures and internal practices.
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Article 3

The Grand Duchy of Luxembourg and the Kingdom of Belgium shall take the necessary 
measures, within the scope of their respective competencies, pursuant to this Agreement.

This Agreement shall be executed by the competent authorities of both Parties.
The decisions necessary for the execution of this Agreement shall be taken by mutual 

agreement.

Article 4

The Parties shall strengthen their ties by developing reliable means of communication and by 
holding in-person meetings at least once a year to evaluate ongoing joint projects, agree on new 
cooperation priorities and approve the cooperation programme for the following year.

Article 5

The Party requesting assistance from the other Party under this Agreement, acting in the 
exercise of State authority, shall cover the costs incurred by the other Party, in accordance with the 
regulatory and financial rules in force in the territory of the other Party.

The expenses shall be reimbursed on the basis of an invoice dated and signed by the other 
Party and accompanied by supporting documentation of the costs incurred.

Article 6

The performance of activities within the framework of cooperation under this Agreement 
shall not affect either the competence or the responsibility of the Parties with regard to the exercise 
of State authority in their territories.

The Parties shall respect the rules of confidentiality and impartiality and inform each other of 
any potential conflict of interest that may arise.

Article 7

Any dispute arising in relation to the implementation or interpretation of this Agreement shall 
be settled through negotiation between the Parties.

Any dispute concerning the application or interpretation of this Agreement that cannot be 
settled through negotiation within a reasonable time shall, at the request of one of the Parties, be 
submitted to arbitration.

The arbitration procedures shall be determined by the Parties by mutual agreement no later 
than two months after receipt of the request from one of the Parties.

If no agreement is reached on the terms of arbitration within three months of receipt of the 
request, either Party may request the President of the Court of Justice of the European Union, or 
one of the members of that Court designated by the President for that purpose, to appoint a single 
arbitrator to whom the dispute shall be submitted for decision.
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The arbitral award shall be binding on the Parties. The expenses of the arbitration procedure 
shall be shared equally between the Parties.

Article 8

This Agreement shall enter into force on the date of receipt, through the diplomatic channel, 
of the last notification by the Parties of the completion of domestic procedures for its entry into 
force.

Article 9

Either Party may terminate the Agreement as from 31 December of any year by giving six 
months’ notice through the diplomatic channel.

DONE at Luxembourg, on 17 January 2018, in two copies, in the French and Dutch 
languages, both texts being equally authentic.

For the Government of the Grand Duchy of Luxembourg:
LYDIA MUTSCH

Minister of Health

For the Government of the Kingdom of Belgium:
MAGGIE DE BLOCK

Minister of Social Affairs and Public Health


