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Luxembourg in the EU

2https://ec.europa.eu/eurostat/; based on data for 2014

https://ec.europa.eu/eurostat/


The Legatum Prosperity IndexTM
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Pharmaceutical industry R&D in Europe
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Pharmaceutical production
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European medicines regulatory network
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➢ Luxembourg is the only EU MS not to have a dedicated national agency for
medicines and health products.

➢ Fragmentation of competences across different divisions within the directorate
of health

➢ Lack of resources vs other small countries

➢ Fragmented and outdated legislation

An agency to address potential public health risks
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➢ "Science & Health Technologies Action Plan“ (2008): industrial and economic
development of biotechnology and biomedicine sectors to diversify the economy

➢ Significant investments made over the past ten years for the benefit of
biomedical public research have provided a base of expertise and knowledge that
can accompany the implementation of personalized medicine at national level

➢ Economic and employment situation is based on the establishment of an
attractive ecosystem for companies in the sector, including appropriate
regulatory oversight

An agency to accompany economic development
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➢ In order to guarantee public health while ensuring a strong economic
position of the country, the Government already provided in its
government program in 2013:

"In parallel with the strengthening of existing structures and collaboration with an
agency of another Member State , the Government will examine the feasibility of
setting up a National Agency for Medicines and Drugs whose objectives will be,
inter alia, to evaluate the Luxembourg and European marketing authorization
application dossiers, pharmaceutical products as well as to perform chemical and
physicochemical analyzes in order to control the quality of medicines and cosmetics
on the Luxembourg market ".

Government response
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➢ In order to fulfill this government mission, the Directorate of Health has conducted 
an external audit of the current Luxembourg regulatory system and its 
implementation. (medicines, medical devices, other health products).

➢ In May 2017, the report of this audit confirmed the need to plan a reorganization of 
the DPM and to craft a real strategy for the development of an agency in 
Luxembourg.

➢ In March 2018, the Council of Government gave its agreement in principle to 
establish a national agency for medicines and health products within two to three 
years.

Government response
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➢ Within the Health Directorate 

➢ In charge of all questions in relation to pharmacy practice and 
questions related to medicinal products and health products in 
general but more precisely to their manufacturing, control, 
market authorization, publicity, distribution, import and 
export

➢ Competence is also extended to controlled substances, 
medicinal cannabis, cosmetics and medical devices .  

Division of Pharmacy and Medicinal Products (DPM)
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Work programme 2018 - 2020
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➢ Reorganization of the Division of Pharmacy and Medicines

➢ Development of the concept of the Agency of Medicines and Health 
Products
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DPM DM ALMPS

DP

2018 2019 2020



1. Establishment of a quality management system (QMS)

2. Establishment of an adequate IT system, in line with 
European requirements and in connection with other 
national agencies and the European Medicines Agency (EMA)

3. Capacity building & development program for DPM staff in 
line with European regulatory requirements

4. Define the missions, the positioning at the European level 
and the regulatory framework of the future agency

5. Propose a communication plan related to the main missions

Priorities 2019 - 2021
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Establishment of a quality management system (QMS)

16Overview of eight quality management principles based on the international standard ISO 9004:2009, Managing for the sustained success of an organization – A quality management approach. 
Journal of Central Banking Theory and Practice · September 2015



Establishment of an adequate IT system

17Components of EU Telematics, 
EU Telematics strategy, EMA 



Strategy of the future agency
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Strategic focus areas

19https://assets.kpmg/content/dam/kpmg/xx/pdf/2017/12/medical-devices-2030.pdf



A national regulatory authority in an international context
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✓ Ensure that all medicines manufacturing, importation, exportation, wholesale and distribution 
establishments are licensed (GMP, GDP)

✓ Before medicines are marketed, assess their safety, efficacy and quality

✓ Monitor the quality and safety of medicines on the market to prevent harmful, substandard and 
counterfeit medicines from reaching the public

✓ Regularly inspect and control the informal market, including e-commerce, to prevent illegal trade of 
medicines

✓ Monitor advertising and promotion of medicines, and provide independent information on their rational 
use to the public and professionals

✓ Participate in regulatory networks and international meetings of drug authorities to discuss issues of 
mutual interest and concern, facilitate timely exchange of information and promote collaboration

✓ Monitor and evaluate performance to assess if perceived regulatory objectives have been met, to identify 
weaknesses and take corrective action (QMS)
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FROM DPM TO ALMPS
AGENCE LUXEMBOURGEOISE DES MÉDICAMENTS ET PRODUITS DE SANTÉ 
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Usage humain

➢ Réglementation

➢ Procédures d'autorisation 
de mise sur le marché

➢ Fabrication, Distribution & 
Délivrance

• Bonnes pratiques 
de fabrication

• Bonnes pratiques 
de distribution

• Défauts qualité et 
ruptures de stock

• Délivrance dans les 
pharmacies

➢ Essais cliniques

➢ Usage compassionnel -
Programmes médicaux 
d'urgence

➢ Pharmacovigilance

• Réglementation

• Comment signaler 
un effet indésirable

• Circulaires et lettres 
aux professionnels 
(DHPC)

Usage vétérinaire

➢ Réglementation

➢ Procédures d'autorisation 
de mise sur le marché

➢ Fabrication, Distribution & 
Délivrance

➢ Autorisations 

➢ Antibiotiques en 
médecine vétérinaire

Dispositifs médicaux et IVD

➢ Réglementation

➢ Classification des products  

➢ Marquage CE

➢ Investiagtions cliniques
avec des DM 

➢ Surveillance du marché & 
Matériovigilance

Cosmétiques

➢ Réglementation

➢ Certificats de Vente 
Libre 

➢ Surveillance du 
marché & 
Cosmétovigilance

➢ Alertes & conseils au 
consommateur

Produits particuliers

➢ Vaccins

➢ Stupéfiants et 
psychotropes

➢ Cannabis médicinal

➢ Précurseurs

➢ Matières premières

➢ Produits borderline (à 
cheval sur différentes 
classes de produits)

Surveillance du marché

➢ Inspections

➢ Alertes

➢ Contrôle du 
médicament (défauts
qualité, falsifications, …)

Sécurité des Médicaments et 
Produits de Santé

➢ Bon usage du 
médicament

➢ Pharmacovigilance

➢ Matériovigilance

➢ Cosmétovigilance

➢ Achat en ligne en toute 
sécurité

➢ Voyager avec ses 
médicaments

Science réglementaire 

➢ Logiciels, télémédecine

➢ Intelligence artificielle

➢ Evaluations des 
technologies de santé

Information pour le 
public

➢ Le cycle de vie du 
médicament

➢ Bon usage du 
médicament

➢ Achat en ligne en 
toute sécurité

➢ Voyager avec ses 
médicaments

➢ Notifier un effet 
indésirable d’un 
médicament ou 
d’un produit de 
santé

➢ Que savoir sur les 
essais cliniques 

➢ Que savoir sur les 
dispositifs 
médicaux

➢ Que savoir sur les 
produits 
cosmétiques

➢ Rechercher un 
médicament

Information pour le professionnel 
de santé

➢ Notifier un effet indésirable 
d’un médicament ou d’un 
produit de santé

➢ Notifier un défaut qualité d’un 
médicament ou d’un produit 
de santé

➢ Lettres aux professionnels 
(DHPC)

➢ Trousse médicale d’urgence 
du médecin

➢ Substances spécialement 
réglementées

➢ Usage compassionnel -
Programmes médicaux 
d'urgence

➢ Essais cliniques

➢ Informations de sécurité des 
dispositifs médicaux

➢ Publicité pour les 
médicaments

➢ Antibiotiques en médecine 
vétérinaire

Product-based activities (vertical) Transversal activities



➢ KPI 1 Strategy and planning

➢ KPI 2 Leadership and culture

➢ KPI 3 Stakeholders

➢ KPI 4 Quality management

➢ KPI 5 Risk management

➢ KPI 6 Crisis management

➢ KPI 7 Human resource management

➢ KPI 8 Operations management

➢ KPI 9 Information management

➢ KPI 10 Interfaces

➢ KPI 11 Scientific decision-making

➢ KPI 12 Impact/effectiveness of regulation

Benchmarking of European Medicines Agencies
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➢ Strategy

➢ Governance & Legal framework 

• APL Dec 2019 => final +/- 9 mo

• Legal roadmap 2019 – 2022 (national and EU)

➢ Operational and financial model (Q1 – Q2 2020)

➢ Capacity building and HR strategy

➢ Digital/AI strategy and roadmap

➢ Partnerships and collaborations

• Inspections (AFMPS)

• PV (CRPV Nancy) 

• MoUs

➢ Communication plan

Building blocks & next steps
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