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This Pharma Legal Handbook answers essential questions about the legal and 
regulatory environment in 23 European countries.

Prepared in association with leading local and international law firms and 
consultancies, it is a must-have for any company operating in/or looking to enter 
these niches in any of these countries.

* THIS REPORT WAS ORIGINALLY PUBLISHED IN OCTOBER 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.
**LAST UPDATE: MAY 2021

Marketing, Manufacturing, 
Packaging and Labeling 
Advertising

PharmaBoardroom is not responsible for any mistakes contained within this publication. For specific advice on any legal issue, please contact a qualified 
professional.

Copyright: All rights reserved. No part of this publication maybe reproduced in any form or by any means, whether electronic, mechanical or otherwise including 
photocopying, recording or any information storage or retrieval system without prior written consent of PharmaBoardroom. While every attempt is made to ensure the 
accuracy of the information contained in this report, neither PharmaBoardroom nor the authors accept any liabilities for errors and omissions. Opinions expressed in 
this report are not necessarily those of the authors.
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List of partners in order of appearance:

PHARMDEDICT - 
BULGARIA

ALTIUS - BELGIUM HEUKING, KÜHN, LÜER 
& WOJTEK - GERMANY

GORRISSEN FEDERSPIEL
- DENMARK

CUATRECASAS - 
PORTUGAL

LIDINGS - RUSSIA

TGS BALTIC - ESTONIA, 
LATVIA & LITHUANIA

WILDGEN - 
LUXEMBOURG

DLA PIPER - ITALY,  
NORWAY & POLAND

MASON, HAYES & 
CURRAN - IRELAND

PRK PARTNERS - 
CZECH REPUBLIC & 
SLOVAKIA

FAUS & MOLINER 
ABOGADOS - SPAIN

SAYENKO KARENKO - 
UKRAINE

WENGER PLATTNER - 
SWITZERLAND

CLYDE & CO - UNITED 
KINGDOM

KINSTELLAR - 
BULGARIA

CALAVROS LAW FIRM - 
GREECE

DANIJEL PRIBANIĆ - 
CROATIA

MUȘAT & ASOCIAȚII - 
ROMANIA
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PharmDedict

Understanding the legal 
and business challenges 
in the life sciences and 
healthcare sector is in 
our corporate DNA
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This chapter about Marketing, Manufacturing, Packaging and Labeling Advertising in Belgium 
was published in association with:

* THE CHAPTER ABOUT BELGIUM WAS FIRST PUBLISHED IN DECEMBER 2019 AND THE INFORMATION CONTAINED WITHIN IS SUBJECT TO CHANGE.

ALTIUS is one of the largest Belgian independent law firms, consisting of approximately 65 lawyers. Established in 
Brussels, we advise Belgian and international companies on the legal aspects of transactions, projects and disputes.

We help our clients navigate through often-complex legislation and regulatory environments and provide clear 
solutions to a wide range of legal issues. In addition to our specialist legal knowledge, we focus on thinking creatively 
with our clients to offer tailor-made solutions. Our aim is to turn, through careful listening and awareness, strategic 
questions into clear, straightforward answers.

For tax-related issues, ALTIUS works closely with Tiberghien, a leading independent Belgian firm that specialises in 
tax law.
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BelgiumTHE AUTHORS

ASSOCIATE

Christophe is a partner in the IP & litigation department of 
ALTIUS and leads the firm’s life sciences and patents practice.
He is particularly specialised in intellectual property, with a focus 
on patent law, and healthcare law. He advises and assists national 
and international clients in complex litigation at the Belgian level 
and in national and international arbitration.

Christophe is a regular contributor of legal articles and speak-
er at conferences mainly in the field of intellectual property law, 
including the inaugural address to the Brussels Bar Association 
for the judicial year 2005-2006. He is a member of INTA, LES, 
EPLAW and acted as the president of AIPPI’s Belgian association 
from 2011 until 2017 and serves on the AIPPI Standing Pharma 
Committee. He is also a member of the editorial board of ICIP, a 
leading Belgian legal journal in the IP field. 

He was appointed deputy judge at the Court of Appeal of 
Brussels in 2016 and is an active member of the International 
Bar Association (IBA). He also serves on the IBA Technology 
Law Committee. 

christophe.ronse@altius.com

Kirian specializes in intellectual property and regulatory affairs, 
with a particular focus on food, pharmaceuticals and life scienc-
es. His IP work includes complex patent litigation, often involving 
cross-border issues, and support and advice in respect of IP port-
folio management. His regulatory work spans the fields of clinical 
trials, launch and marketing strategies, pricing and reimbursement, 
tendering and life-cycle management.

Kirian obtained a Master in Law degree magna cum laude at the 
Universiteit Gent. After three years of IP practice, Kirian acquired 
additional international experience through postgraduate studies 
(LL.M) at the University of California, Berkeley School of Law, 
where he also obtained the Law and Technology Certificate.

Kirian is also a member of the Boalt Hall Alumni Association, 
the Benelux Association for Trademark and Design Law, and the 
International Association for the Protection of Intellectual Property. 
Additionally, he regularly speaks at conferences and seminars.

kirian.claeye@altius.com

CHRISTOPHE 
RONSE

KIRIAN
CLAEYÉ

PARTNER
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First of all, the medicines must be the subject of clinical trials. These clinical 
trials must be submitted to the FAMHP and an ethics committee for review 
and approval (see also Chapter II (available in The Pharma Legal Handbook 
Belgium))

If these clinical trials have been successful, the applicant can submit an appli-
cation for a MA. Obtaining a MA is a sine qua non condition for the marketing 
of the medicines on the Belgian market. Such application can be submitted 
applying one of the following procedures:
i. Centralised procedure: 
Medicines can be authorised by means of a single application procedure at the 
European Medicines Agency (‘EMA’). It is important to note that some prod-
ucts, such as biological medicines, must be centrally authorised. 

The application is assessed by the EMA’s Committee for Medicinal Products 
for Human Use (‘CHMP’) during a period of maximum 210 days. The CMHP’s 
scientific opinion is sent to the European Commission for a final decision. 

Once granted, the centralised MA is granted with a European authorisation 
number that is valid in all EU states, Iceland, Liechtenstein and Norway. 

ii. Decentralised procedure and mutual recognition procedure:
The decentralised procedure (‘DCP’) aims to obtain a MA simultaneously in 
several Member States for a not yet authorised medicine. The applicant can 
choose the Member States where obtaining a MA is envisaged. Each Member 
State chosen by the applicant is called a “Concerned Member State” (‘CMS’) 
and, among those Member States, the applicant has to choose one state that 
will be responsible for the evaluation of the application and that is called 
“Reference Member State” (‘RMS’).

The mutual recognition procedure (‘MRP’) enables an applicant to have 
a MA already obtained in one Member State (=RMS) recognised in one or 
more other Member States (=CMS). 

Following approval, the applicant receives national MAs with national author-
isation numbers for each of the Member States involved in the proceeding. 

It is mandatory to use one of these two procedures if a MA application has 
already been submitted in another Member State. These procedures allow also 
obtaining authorisation for generic medicines of medicines that have already 
been authorised under the centralised procedure. 

iii. National procedure: 
In Belgium, the request for a national MA must be submitted with the FAMHP. 
The Commission for Medicines for Human Use decides on the benefit/risk 

1. What is the authorization 
process for the marketing of
new drugs, biologics, medical 
devices, over-the-counter 
medications, and other medicinal 
products?

MARKETING, MANUFACTURING, PACKAGING 
AND LABELING ADVERTISING



BELGIUM

PLH: MARKETING, MANUFACTURING, PACKAGING AND LABELING ADVERTISING — 9

balance of a medicine on the basis of three criteria: the efficacy, safety and quali-
ty of the medicine. After an assessment, the applicant receives the decision from 
the Minister or the FAMHP. If positive, the applicant receives a national MA 
that is only valid on Belgian territory. 

Please refer to Chapter I, Question 6: “How does the authorisation process 
differ between brand-name products and generic products?”. (available in The 
Pharma Legal Handbook Belgium)

Please refer to Chapter I, Question 4: “What are the approximate fees for each 
authorisation?”. (available in The Pharma Legal Handbook Belgium)

Please refer to Chapter I, Question 5: “For how long are marketing authorisa-
tions/registrations valid? How are mare marketing authorisations/registrations 
renewed?”. (available in The Pharma Legal Handbook Belgium)

The bodies within the administrative authorities responsible for assess-
ing and monitoring the safety of human medicines are the Belgian 
Pharmacovigilance Centre for medicines for human use (‘BPC’) established at 
the FAMHP, and the Pharmacovigilance Risk Assessment Committee (PRAC) 
at the EMA.

The MA holder must also set up a pharmacovigilance system (sensu lato), 
consisting of (i) a pharmacovigilance system that is company specific and (ii) a 
risk management system that is product specific. The MA holders should keep 
detailed reports of all possible side effects that have occurred in or outside the 
European Union, and report to the relevant authorities serious adverse reac-
tions within a maximum period of fifteen days. Additionally, they should also 
at regular intervals submit actualised periodical reports regarding the safety 
to the competent authorities.

The MA holder must also appoint a pharmacovigilance manager, called the 
qualified person responsible for pharmacovigilance (‘QPPV’), who is respon-
sible for the above actions. If the QPPV is not physically present in Belgium, 
a local contact person should be appointed as well.

Following the evaluation of the pharmacovigilance data, the FAMHP may 
decide to suspend, withdraw or amend the MA. It must then communicate 
this decision to the EMA, the other Member States and the MA holder.

Foreign marketing authorisations can only be recognised provided that they 
are rendered by a Member state of the European Union and not by a third 
country. In such case, the so-called mutual-recognition procedure should still 
be followed (see also Question 1).

2. What is the authorization pro-
cess for the marketing of gener-
ic versions of these products?

3. What are the typical fees for 
marketing approval?

4. What is the period of 
authorization and the renewal 
process?

5. What are the requirements, 
if any, for post-approval 
pharmacovigilance?

6. Are foreign marketing 
authorizations recognized?
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Yes, parallel import or parallel distribution of medicines is allowed within the 
European Economic Area. 

When it concerns centrally authorized medicines (i.e. one authorisation 
for the entire EU), reference is not made to ‘parallel import’, but to ‘parallel 
distribution’. In such case, a notification of the EMA of the intended parallel 
distribution is required.

In case of nationally granted MAs, parallel import is allowed, provided that 
the following conditions are met:

- A MA has been granted in the Member State of origin (part of the EU or 
of the European Economic Area) for the medicine to be imported;
- A MA has been granted in the Member State of import for the reference 
medicine;
- The imported and the reference medicine should at least:

o have the same qualitative and quantitative composition in active 
ingredients; 
o have the same therapeutic indications;
o be therapeutically equivalent;
o have the same pharmaceutical form;

- No further differences may exist between the imported and reference 
medicinal product that could be therapeutically relevant and/or could pose 
a danger to public health.

The applicant for a parallel import authorisation is required to compile a file 
and submit it to the FAMHP in order to obtain this authorisation and the 
setting of the maximum price.

Finally, parallel distribution and import should respect intellectual prop-
erty rights, such as trade mark rights, and should in this regard comply with 
the principles that have in this regard been set by the Court of Justice of the 
European Union.

As for medical devices, once a device has been CE-marked, it can be mar-
keted anywhere in the EU, as long as the general requirements for medical 
devices are complied with.

Belgian law prohibits the requesting, offering, accepting, or providing of 
“gifts, monetary advantages or benefits in kind” to wholesalers, persons 
qualified to prescribe, deliver or administer medicines or medical devices 
and institutions where prescribing, delivering or administering medicines or 
medical devices take place.

The above prohibition does not apply to:
(i) gifts or benefits of limited value that concern medical, dental or veter-
inarian practices (such as EUR 50 per gift and up to a maximum of EUR 
125 per year), 
(ii) invitations and payment of costs for participation in scientific events, 
including the hospitality of healthcare professionals if certain conditions 
are met; and 

7. Are parallel imports of 
medicines or devices allowed?

8. What are the restrictions 
on marketing practices 
such as gifts, sponsorships, 
consultancy agreements, 
travel and entertainment, or 
other incentives for healthcare 
organizations and individual 
medical practitioners?


