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Preface 

 

As a qualified body under clause 10, §3, paragraph 5 of the Law of 25 March 1964 

concerning medicines and of the Royal Decree of the 25 February 2007 concerning the 

authorisation of agents covered by clause 10, §3 of the law of 25 March 1964 concerning 

medicines, MDEON has a legal obligation, in accordance with clause 10,§3 of the above 

mentioned law, to consider visa applications presented by holders of a marketing 

authorization or registration, manufacturers, importers and wholesalers of medicines and 

medical devices (hereafter referred to as “the pharmaceutical or medical devices 

companies”) concerning scientific events, as targeted in clause 10, §2, paragraphs 1 and 2 

of the above law, which are taking place during several consecutive calendar days, including 

the related hospitality. 
 

The present Code of Ethics comprises, first of all, a certain number of rules which explain the 

legal basis with reference to scientific events and the granting of allowances of a scientific 

nature as defined in clause 10, §2, paragraphs 1 and 3 of the Law concerning medicines.  

 

Within the framework of its legal requirement, MDEON examines whether or not scientific 

events which are taking place during several consecutive calendar days, including the 

related hospitality, and the financial support proposed by an industrial company meet the 

requirements of the criteria mentioned in clause 10, §2, paragraphs 1 and 2 of the 

aforementioned law and if, accordingly, a visa can be granted. Without this visa, the costs 

for attendance – including hospitality costs – may not be paid for by a company to any 

individual in accordance with clause 10, §1 of the aforementioned law. 

 

In addition, this Code establishes the procedure which must be followed by the 

pharmaceutical or medical devices companies, as such as, eventually, in their quality of 

proxy, by the healthcare professionals themselves who organize a scientific event, with a 

view to the obtaining of a visa for the organising, sponsoring or the support for scientific 

events which are taking place during several consecutive calendar days, including the 

related hospitality. 

 

Furthermore, MDEON has established a procedure to be followed in this Code which permits 

companies to inform of the organisation, the sponsoring or the support of scientific events 

not subject to visa requirements on the one hand and the granting of scientific advantages 

on the other.  

 

Finally, this Code foresees the possibility for companies and healthcare professionals to 

obtain advice concerning the compatibility of other advantages or activities with the Code 

before their attribution or realisation. 

 

Thanks to an efficient visa procedure, a straight forward means of notification regarding 

activities which does not require authorisation and to the possibility of obtaining advice, 

MDEON hopes to satisfy legal requirements in terms of requirements of preliminary control 

leading to openness in the promotion of medicines and medical devices.  
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PART I. BASIC REGULATIONS 

 

 

CHAPTER I. ALLOWANCES AND ADVANTAGES 

 

 

Article 1. General prohibition 

 

1.1. Within the framework of the supplying, prescribing, deliverance or the administration of 

medicines or medical devices it is forbidden to supply, offer or promise – directly or 

indirectly – gifts, pecuniary advantages or benefits in kind to wholesalers, persons qualified 

to prescribe, deliver or administer medicines or medical devices as well as institutions within 

which originate prescriptions, deliverance or administration of medicines or medical devices.  

 

1.2. It is also forbidden, within the framework of the supplying, prescribing or the 

administering of medicines or medical devices for veterinary use, to supply, offer or promise 

- directly or indirectly – gifts, pecuniary advantages or benefits in kind to individuals 

procuring medicines or medical devices for veterinary use and, more particularly, to 

individuals targeted by clauses 1, 3 and 7 of the Law of 28 August 1991 concerning the 

practice of veterinary medicine.  

 

1.3. This prohibition concerns – amongst others:  

 the offering or granting of personal gifts, such as tickets to sportive or other 

entertainment events; 

 the offering to pay for all forms of hospitality beyond those accepted by clause 3 of 

the Code within the framework of a scientific event.   

 

 

Article 2. Exceptions 

 

However, the prohibition targeted in the above clause does not apply:  

 

1° to gifts and advantages that are inexpensive and concern medical, dental or veterinarian 

practice 

 

2° to the invitation and the payment of costs of participation in a scientific event – including 

hospitality costs – of healthcare professionals providing the event is in accordance with the 

conditions as described in clauses 3 to 8 of the present Code 

 

3° to the indemnification of legitimate services of a scientific nature within the limitations of 

clause 9 of the Code.   
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CHAPTER II. SCIENTIFIC EVENTS 

 

 

Article 3. Framework of the event  

 

3.1. Scientific events organised, sponsored or otherwise directly or indirectly supported, in 

Belgium or abroad, by pharmaceutical or medical devices companies to which healthcare 

professionals participate must be organised within a framework which does not bring into 

disrepute the scientific nature of the event.   

 

3.2. The term “scientific event” includes all activities dispensing information, training 

courses, seminars, scientific meetings and congresses as well as all forms of scientific 

meetings organised on the one hand by scientific organisations, hospital services, faculties, 

medical circles or others, or on the other hand by pharmaceutical or medical devices 

companies from Belgium or elsewhere. 

  

 

Article 4. Exclusively Scientific Nature 

 

4.1. The event must be of an exclusively scientific nature and must be organised within a 

medical or pharmaceutical framework. From the moment of arrival until the time of 

departure, scientific activities must take up the majority of the time allocated each day.   

 

4.2. The notion of scientific activities covers the whole scope of activities which have a direct 

link to the professional practice of the participants and which are necessary for a qualitative 

exercise of this profession in the interest of the patient.  

 

4.3. The event must take place at a suitable location that is appropriate to the scientific 

purpose of the event.  

 

 

Article 5. Hospitality 

 

5.1. The hospitality provided to healthcare professionals within the framework of scientific 

events must always be reasonable and remain of a subsidiary nature in terms of the 

scientific aims of the event. It must not bring into disrepute the good reputation of the 

industry and the healthcare professionals.  

 

5.1bis. The value of the meals provided, drinks included, may under no circumstances 

exceed the limits laid down in the Frequently Asked Questions in this matter. 

 

5.2. Hospitality offered directly or indirectly to healthcare professionals by pharmaceutical or 

medical devices companies must be limited to the participation in travel expenses, meals, 

overnights and registration fees for the event and must not include any period of stay 

beyond the official duration of the event.   

 

5.3. Hospitality shall not include sponsoring or organising of sporting or leisure events or 

other entertainment events. 
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Article 6. Place, date and duration of the event 

 

6.1. The place, date and duration of the event must not lead to any confusion regarding the 

scientific nature of the event.   

 

6.2. The location chosen for the event and the travelling arrangements to the event must be 

justified.  

 

6.3. In the case of the organisation,  sponsoring or  support for scientific events taking place 

in another country or the organisation, sponsoring or support accorded to healthcare 

professionals taking part in scientific events abroad, it is a requirement that: 

 

a. the majority of participants taking part in the event be not from Belgium. Good 

sense requires that, from a logistical point of view, such an event be held in another 

country.   

 

b. there be present at the event a pertinent managing body or infrastructure so that 

from a logistical point of view it makes good sense to hold the event in a country other 

than Belgium.    

 

6.4. The pharmaceutical or medical devices companies must avoid organising scientific 

events in places well-known for their sporting or leisure facilities.  

 

 

Article 7. People accompanying participants 

 

7.1. Invitations to attend scientific events as well as their organisation, sponsoring or 

support must be strictly limited to healthcare professionals only.  

 

7.2. In the case where participants are accompanied no financial support may be given 

towards the expenses of those accompanying. Pharmaceutical or medical devices companies 

must make every effort to ensure that this requirement is clearly respected and adhered to.     

 

7.3. No alternative programme shall be prepared for people accompanying participants at 

the event.   

 

 

Article 8. Prolongation of Stay 

 

Pharmaceutical or medical devices companies shall not participate in the organisation of 

extending of stays for personal reasons by participants and shall not contribute to the 

financial costs thereby incurred. Manufacturers, importers or wholesalers in medicines or 

medical devices shall take all necessary measures to ensure the complete transparency in 

such matters. 
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CHAPTER III. BENEFITS OF A SCIENTIFIC NATURE  

 

 

Article 9. 

 

9.1 Healthcare professionals may be rewarded by pharmaceutical or medical devices 

companies as payment for legitimate scientific acts on behalf of the above with the condition 

that these payments remain reasonable.  

 

9.2. « Acts of a scientific nature » should notably be interpreted as being the collaboration of 

healthcare professionals taking part in clinical trials as laid down by the Law of 7 May 2004 

concerning human experiments, the giving of scientific papers during teaching lectures, 

seminars, symposiums or congresses and the execution of contracts of consultations of a 

scientific nature. 

 

9.3. However, no payment may be effected, under any conditions, uniquely for attendance 

at a scientific event such as that laid down by clause 3 of the Code.  

 

 

PART II. PROCEDURE 

 

 

CHAPTER I. VISA BUREAU 

 

 

Article 10. Tasks 

 

A Visa Bureau is part of the MDEON, the role of which is to:  

 

1° by virtue of clause 10, §3 of the Law of 25 March 1964 concerning medicines, examine 

visa applications submitted by pharmaceutical or medical devices companies concerning 

scientific events which are taking place during several consecutive calendar days (including 

the related hospitality), as identified by clause 10, §2, paragraph 1, 2° of the above law 

concerning medicines and, if in conformity with the conditions and criteria legally laid-down 

and as stated in clauses 3 to 8 of the Code, to give a visa.   

 

2° to record notifications given by pharmaceutical or medical devices companies concerning:  

 

a. scientific events such as those identified in clause 10, §2 paragraph 1, 2° of the law 

of 25 March 1964 concerning medicines, which are not subject to visa requirements, 

and which they wish to organise, sponsor or support in another way and,   

 

b. indemnities which they wish to grant for the execution of benefits of a scientific 

nature, such as those identified in clause  10, §2, paragraph 1, 3° of the above 

mentioned law, 

  

3° at their request, to advise pharmaceutical or medical devices companies as well as 

healthcare professionals on the question of conformity with the dispositions of this Code for 

a subsidy, a benefit, an event or, more generally, on all acts or actions, prior to their being 

submitted, organised, carried-out or accepted.   
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Article 11. Composition 

 

11.1. The Visa Bureau is made up of two or more chambers; one of these (the Appeals 

Chamber) is exclusively charged with dealing with appeals lodged in accordance with clause 

21 of the Code. 

 

11.2. Without prejudice to clause 1, 9° of the Royal Decree of 23 November 2006 as 

executed in clause 10, §3 of the Law concerning medicines of 25 mars 1964, each chamber 

is made up of three members (natural persons), namely: 

 

a. a lawyer who is not a Company employee is the Chair of the Chamber; 

 

b. a member with extensive experience of the pharmaceutical sector but who no longer 

works for a pharmaceutical or medical devices company.   

 

c. a member with a certain amount of professional expertise in the Health Sector.   

 

11.3. Each member has a substitute and receives an allowance.   

 

11.4. Chairpersons, members and their substitutes are nominated by the Board of Directors 

of MDEON. They are excluded from sitting on the Board of Directors of the Association, from 

acting as a Board member and from representing a Board member as per clause 21 of the 

MDEON Statutes. The duration of a mandate is three years, with the possibility of mandates 

being renewed; they may also be revoked at any moment.   

 

11.5. The mandates of the different Chambers of the Visa Bureau may be cumulated but 

when a case is being dealt with in Appeal, members who sat in the Chamber initially dealing 

with the case are excluded from sitting in the Appeals Chamber, in accordance with clause 

21 of the Code.  

 

 

Article 12. Secretarial Service 

 

12.1. The Visa Bureau is supported by a Secretariat, the role of which is to deal with the 

administrative activities of the Office and to manage notifications and requests for 

authorisations. This service is carried out in a strictly neutral fashion and the service is not 

concerned in any way with the decision-making process of the Visa Bureau.   

 

12.2. The organism mandated to deal with the daily routine management of MDEON has the 

responsibility of managing the secretariat.  

 

 

Article 13. Working Methods 

 

13.1. Each Chamber meets as many times as there are requests to be dealt with.  

 

13.2. A quorum for each Chamber is reached once the Chairperson and at least one of the 

two other members are present. However, the Appeals Chamber can only meet if the three 

members are present. In the absence of a consensus, decisions are reached on the basis of 

a simple majority. In the case of the same number of votes for as against, the Chairperson 

has the casting vote.   
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13.3. The Chair is unquestionably sovereign in his or her Chamber in all procedures and 

decides on what measures are best adapted to the circumstances.  

 

13.4. For particular precisions on a matter, the Chairperson seeks the advice of an expert of 

his or her choice. The organism mandated to deal with the daily routine management of 

MDEON constitutes a list of experts in the medical devices sector and pharmaceutical 

industry and this list is readily available to all Chairpersons of the different Chambers. 

 

13.5. Each individual member of the Authorisation Bureau acts independently and if there is 

a conflict of interest, the member(s) concerned abstains from taking part in the proceedings 

concerned; this member will then call upon a substitute to replace him or her.  

 

13.6. Members of the Bureau undertake, at the risk of being dismissed from the Chamber by 

the MDEON, if they do not respect the confidentiality of all information in their possession 

relating to data, documents and other items concerning their activities within the framework 

of their mandate.  

 

13.7. Any Member of the Visa Bureau who is absent from three consecutive meetings to 

which he has been summoned, excepting in exceptional circumstances, will be regarded as 

no longer being a member. He or she will immediately be replaced by a new member.   

 

 

Article 14. Address of the Secretariat and its Opening Hours 

 

14.1. All correspondence relating to the application or within the framework of procedures, 

notification or requests for advice of the Visa Bureau must be addressed to the secretary of 

the Visa Bureau situated at: MDEON asbl, 64 Avenue du Roi Albert Ier in 1780 Wemmel.  

 

14.2. If proceedings need to be dealt with in situ, they must be presented during opening 

hours as indicated on the MDEON internet site.  

 

 

Article 15. Communication 

 

All correspondence issuing from the Visa Office – including notification of decisions – may be 

sent to the companies concerned by post, fax, e-mail or other forms of communication 

adapted to the circumstance.   
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CHAPTER II. VISA PROCEDURE  

 

 

Article 16. Field of Application 

 

16.1. Invitations of healthcare professionals and the consideration of their possible 

participation in a scientific event such as indicated by clause 10, §2, paragraph 1, 2° of the 

law of 25 March 1964 concerning medicines and taking place during several consecutive 

calendar days, including the related hospitality, are subject to a procedure for the obtaining 

of prior visa described as follows – independently of the fact that the above-mentioned 

professionals be present as participants or as speakers.    

 

16.2. Both the direct and indirect funding of costs of participation of healthcare 

professionals in a scientific event are subject to the granting of prior visa. It follows that the 

financial support of the organiser of a scientific event (for example, the hiring of a stand) is 

also subject to the visa procedure.  

The sponsoring of the organiser of a scientific event comes under the requirement of visa if 

the event is organised by or on behalf of an association managed by a majority of healthcare 

professionals practising in Belgium. In the case where the scientific event is organised by or 

on behalf of an association which is not managed by a majority of healthcare professionals 

practising in Belgium, the sponsoring of the organizer still requires the granting of a visa if 

the organiser may reasonably suppose that the event will attract a majority of healthcare 
professionals practising in Belgium. 

16.3. In submitting a request for authorisation from MDEON, the applicant implicitly accepts 

the application of the Code - including both conditions and criteria to which the event must 

conform and the procedure which must be adhered to in view of the obtaining of visa.  

 

 

Article 17. Delay and Procedure 

 

17.1. Visa must be obtained before the start of the scientific event and before healthcare 

professionals are invited to participate in the event. 

 

17.2. To this effect, pharmaceutical or medical devices companies must apply for a visa.  

 

Pharmaceutical or medical devices companies may apply under the aegis of a third party in 

their name. In particular, when several companies are concerned in sponsoring the same 

scientific event together (for example the hiring of a stand or stands), the organiser may 

submit a group application to include all of the companies sponsoring the event and who 

have mandated the applicant to so do on their behalf.  

 

17.3. The application is not receivable if it is submitted later than 15 working days before 

the start of the scientific event and after all healthcare professionals have been invited to 

participate. The date the application is received by the Visa Office - as indicated by clause 

18.4 - is the official date of acknowledgment.  
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17.4. However, in the following situations, the applicant may submit its visa application at 

the latest six working days before the start of the event: 

 

- the scientific event concerns in total a maximum of 15 participants and speakers 

- the Healthcare Professional(s) who form(s) the subject of the application take(s) part 

in the scientific event as (a) consultant(s). A consultant is a Healthcare Professional 

who, within the frame of a Scientific Event, is providing scientific acts on behalf of the 

organizer of the Event or on behalf of a Pharmaceutical or Medical Devices Company  

- the applicant submits a new visa application following a substantial change in 

arrangements when authorisation has already been granted (see clause 22) 

- the applicant submits a new visa application following a refusal.   

 

When an applicant opts to make use of this shortened period of application, it must not be 

forgotten that it may not be possible to lodge an appeal in the case of a refusal given that 

the Appeal Chamber would not be able to grant authorisation after the start of a scientific 

event.   

 

17.5. The whole of the procedure is carried out exclusively in written form.  

 

 

Article 17bis. Collective visa 

 

17bis.1. A visa request can only apply to a scientific event which has been well-defined.  

 

17bis.2. However, when a well-defined scientific event is repeated several times, a single 

visa may be delivered for the ensemble of events, with the provision that:  

 

- the events are identical (same programme, same content, same duration, same 

place, same conditions of hospitality and the same planning and same travel 

arrangements),  

- all of the events take place within one calendar year counting from the date of 

reception as indicated in clause 18.4,  

- the exact number of planned events, the number of participants, the periods during 

which – and if possible – the dates to which the different events will take place, being 

clearly stated in an appendix of the application for authorisation.  
 

17bis.3. In addition, when a company invites a healthcare professional to present several 

lectures and takes on board the lecturer’s hospitality costs, it is recommended that the 

company applies for a visa which re-groups together the lectures which attract the same 

degree of sponsorship.  

 

 

Article 18. Method of requesting visa 

 

18.1. All visa requests must be done through the website of MDEON using the official 

application form supplied by MDEON, to which should be appended all information and 

documentation which prove that clause 10, § 2, paragraph 1, 2°, of the law of 25 March 

1964 concerning medicines and clauses 3 to 8 of this Code is being adhered to. 
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18.2. Applications which do not contain the following items will not be receivable:  

 

a) In the case of invitation or sponsoring of healthcare professionals taking part in a 

scientific event:  

 A complete description of the applying company. 

 A complete and accurate title of the scientific event, the dates and the place when 

and where the event will take place.   

 Proof of where the event is to take place. 

 The dates, the duration and the chosen mode of return transport arrangements 

concerning the event.   

 In the event where the date and time of arrival or departure do not coincide with 

the commencement or ending of the event, the reasons must be stated. 

 The number of participants to be invited or sponsored and their professional 

capacity must be stated.   

 If the healthcare professionals are invited as consultants, a description of the 

scientific acts they will execute in the frame of the scientific event. 

 A brief description of the added value of the event for participants. 

 A brief explanation of the relationship between the object of the event and the 

professional activity of the participants.   

 The scientific programme of the event itemised on a daily basis in terms of content 

and from a timetabling point of view. 

 A brief description of the measures of hospitality being offered, detailed per day 

with indication of the timetable.  

  The event subscription fees, the costing for transport and hospitality fees 

requested by the organising company per applicant 
   A justificatif of what is included in the registration’s fees in scientific events 

organized by (associations of) healthcare professionals 

 A justificatif of the cost and the class of the chosen flight ticket. 

 

b) In the case of sponsoring the organiser of a scientific event:  

 The identity of the company making the request (if the scientific organiser makes a 

group request in the name of, or on behalf of several companies, the identity of 

each company must appear on the request)   

 The complete title of the scientific event, the dates when and the place where the 

event will take place 

 An estimate of the number of participants attending, 

 The scientific programme, detailed on a day-to-day basis in terms of content and 

timing, 

 a brief description of the added value of the event for participants, 

 the amount to be contributed by the applicant company towards the organisation of 

the event (in the case of a request for authorisation on behalf of a group of 

companies, the sum to be paid by each individual company must be mentioned),  

 a detailed budget for the scientific event, listing the different sources of the sums 

paid and the associated expenses, 

 a declaration by the scientific organiser stating that 1) the sponsorship amounts will 

only be used in the financing of scientific activities or for legitimate hospitality 

expenses by virtue of clause 5.2 of the Code and 2) that the eventual profit will be 

used conform article 10 of the Law of March 25, 1964 on the medicinal products 

 an undertaking to send to the Mdeon Secretariat by e-mail within the three months 

following the scientific event, the amount and the allotment of the closed account’s 

result. 
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18.3. The secretariat of the Visa Bureau will issue an acknowledgment of receipt for each 

request and will issue a registration number.   

 

18.4 All applications received before midday will be acknowledged on that day; requests 

received after midday will be acknowledged on the following working day. The date of 

sending of an acknowledgement is an important aspect in terms of the delay as stated in 

clause 17.3. 

 

 

Article 19. Examination of visa requests  

 

19.1. The Visa Bureau firstly decides if the request is in order, and if so proceeds to 

establish if the request is in accordance with the criteria in clause  10, § 2, paragraph one, 

2°, of the law of 25 Mach 1964 concerning medicines as described in articles 3 to 8 of the 

Code.   

 

19.2. If the Visa Bureau deems the proposal as described in the request is in order, and that 

it conforms to the dispositions listed in the first paragraph, visa is granted. In this case, a 

registration number is allocated by the Office. This number must be referred to in all 

correspondence established within the framework of the project concerned following 

reception of the visa.   

 

19.3. If the Visa Bureau deems the project as described in the request is not in order or 

does not conform to the dispositions as listed in the first paragraph, visa is refused. An 

explanation for a refusal accompanies the notification of refusal. In the case of a refusal, the 

sponsoring concerned may not be attributed to individuals identified in clause 10, § 1, of the 

law of 25 March 1964 concerning medicines. 

 

19.4. All visa granted by the Bureau are done so on the presumption that the projects 

requested are in conformity with the dispositions in clause 19.1., but the requests must be 

complete and must correspond to the reality and without prejudicing the dispositions in 

clause 22 of this Code.  

 

 

Article 20. Communication relating to the Bureau’s Decision 

 

Applicants will be informed of the Visa Bureau’s decision no later than five working days 

following confirmation of the reception of the said application in accordance with clause 18.4 

of the Code, with the reminder that the fifth working day ends at midnight. The absence of 

any communication of a decision within the time stated does not mean the application has 

been authorised.  

 

 

Article 21. Procedure for Appeal 

 

21.1. All applications that are not granted visa may go into appeal and be considered by the 

Chamber of Appeal of the Visa Bureau.   

 

21.2. In order to be receivable, the appeal must be accompanied by an explanatory note 

within five working days of the refusal and sent to the Bureau by registered post, with the 

postmark giving proof of the date of posting.  

 

mailto:info@mdeon.be
http://www.mdeon.be/


Code of Ethics - Unofficial translation  November 24, 2014 

Mdeon asbl - vzw 

Avenue du Roi Albert Ier | 64 | Koning Albert I-laan | 1780 Wemmel 
Tel.: 02/609.54.90 | Fax: 02/609.54.99 

info@mdeon.be | www.mdeon.be 
 
13 

The secretariat of the Visa Bureau acknowledges receipt of all appeal requests. Requests for 

appeal received before midday will be acknowledged on that day; those received after 

midday will be acknowledged on the next working day.  

 

21.3. The Chamber of Appeal examines the original application as presented by the 

requesting party, who may, if he or she desires, provide additional information in support of 

the original application with the proviso that nothing be altered. If the request is to be 

modified, this constitutes a new request and must be submitted as such to the Visa Bureau.  

 

21.4. The Chamber of Appeal takes into consideration the new elements included in the 

request and verifies that the request as described satisfies the conditions and criteria as 

defined in clause 10, §2, paragraphs 1, 2° of the Law of 25 March 1964 concerning 

medicines in clauses 3 to 8 of the Code. 

 

21.5. If the Chamber of Appeal judges that the project as described in the application 

conforms to the requirements as listed in clause 21.4, visa is granted. In this case, a visa 

number is issued by the Chamber of Appeal. The applicant is required to indicate this 

number on all correspondence dealing with the project concerned once the visa has been 

received from the Chamber of Appeal.  

 

21.6. If the Chamber of Appeal deems that the project is not in accordance with the 

requirements as listed in clause 21.4, visa is refused. A motivation for the refusal is 

provided.   

 

21.7. The Chamber of Appeal will make public its decision within five working days following 

the day of acknowledgment of receipt of the appeal, in accordance with clause 21.2, with the 

proviso that the fifth day ends at midnight. An absence of a decision being communicated 

within the time indicated does not imply that visa has been granted. 

 

21.8. The application for an appeal procedure must be provided in writing.  

 

 

Article 22. Major Modifications  

 

22.1. If a visa has already been granted for a project the applicant must re-apply for a visa 

if the project has been subjected to any major change or changes between the moment of 

the granting of the first authorisation and the date of the scientific event.   

 

22.2. By « major change or changes » it is understood that substantial alteration has been 

made to the project of which the Visa Bureau should be made aware so that they can 

reasonably take into consideration such a change or changes in line with the preceding 

paragraph.  

 

22.3. A special dispensation – in accordance with clause 17.3 of the present Code – can be 

granted to the applicant who has substantially modified his or her project; such a request 

must be made at the latest the sixth day preceding the start of the scientific event.   
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Article 23. Co-regulation with the FAMHP 

       

MDEON is obliged to immediately communicate the following information to the Federal 

Agency for Medicines and Health Products in such a way that the latter be in a position to 

exercise its legal requirement of control:  

 Refusals 

 Late Requests 

 Refusals transformed into Appeals   

 Irregularities detected by MDEON concerning the respecting of the procedure of 

requesting and granting of visa.   

 

 

CHAPTER III. PROCEDURE FOR NOTIFICATION 

 

 

Section 1. Scientific Events not subject to visa requirements 

 

 

Article 24. 

 

24.1. In the event of a Scientific Event not subject to visa requirements, the pharmaceutical 

or medical devices companies may inform directly the Visa Bureau that they have invited 

healthcare professionals to attend the event in accordance with clause i 10, §2, line 1, 2° of 

the law  of  25 March 1964 concerning medicines. 

 

24.2. By doing so, the company concerned expressly understands and undertakes to follow 

the procedure at stated down in the first paragraph of the Code.  

 

 

Article 25. 

 

25.1. The Visa Bureau must be notified at the latest by the tenth day before the start of the 

Event.  

 

25.2. Such notification must be sent by electronic means on a completed application form 

obtainable by the pharmaceutical or medical devices companies exclusively on the MDEON 

website. 

 

25.3. This form must include at least the following information: 

 Complete identity of the notifying enterprise,   

 The complete and accurate name of the Scientific Event, where it is to take place 

and the planned dates,   

 A description of the nature of the Scientific Event and its duration,  

 The number of participants to be invited or sponsored together with their 

professional domain of expertise, 

 A summary of the hospitality to be accorded to invited participants as well as a 

timetable of activities,  

 The sums of financial allocation to each participant within the overall financial 

arrangements of the organisation or the registration fees, transportation subsidies 

and hospitality offered to participants.  
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Article 26. 

 

26.1. An electronic acknowledgement of receipt is sent to all applicants in accordance with 

clause 24 once the application has been received by the Visa Bureau. This message is purely 

a receipt and in no way confirms that the application for the Scientific Event satisfies the 

criteria and conditions as listed in clause 10, §2, paragraph 1, 2° of the law of the 25 March 

1964 concerning medicines and of clauses 3 to 8 of the Code. 

 

26.2. The information which figures in these notifications is not used by the Visa Bureau 

other than for internal use – notably with a view to developing new propositions of directives 

in relation to the application of the Code to the Board of Directors.    

 

 

Section 2. Benefits of a Scientific Nature  

 

Article 27. 

 

27.1. The pharmaceutical or medical devices companies may directly inform the Visa Bureau 

of advantages which they wish to give, directly or indirectly, to healthcare professionals in 

exchange for scientific services such as those described in clause 9.2 of this Code, in 

addition to their contractual work. 

 

27.2. Through informing the Visa Bureau in this way, as described in the first paragraph, the 

enterprise expressly accepts the application of this Code concerning the procedure to be 

followed.  

 

 

Article 28. 

 

28.1. The notification must be made before the end of the tenth day before any benefits are 

accorded.   

 

28.2. A notification can only be done by electronic means through the sending of a 

completed form, an example of which, available to pharmaceutical or medical devices 

companies, can be found on the MDEON website. 

 

28.3. This form must include at least all of the following information:  

 The identity of the contractor,  

 The number of persons who will distribute the benefits and their professional 

quality,  

 A complete detailed description of the scientific benefits, the dates of their being 

distributed and the amount of time devoted to them,  

 A brief description of the added value of the scientific benefits in the contractor’s 

list,  

 The fees paid by the contractor to the agents and the means of payment.   
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Article 29. 

 

29.1. The Secretariat of the Visa Bureau informs of the reception of the notification by 

electronic means, in accordance with clause 27. This receipt is purely for administrative 

purposes and in no way suggests that the payments satisfy the criteria listed in clause 10, 

§2, line one, 3° of the law of 25 March 1964 concerning medicines or of clause 9 of this 

Code. 

 

29.2. The information contained in these notifications will only be used by the Visa Bureau 

for internal purposes – namely with a view to the developing of new propositions of 

directives in relation to the application of the Code to the Board of Directors.    

 

 

 

CHAPTER IV. REQUESTS FOR ADVICE 

 

 

Article 30. 

 

30.1. Pharmaceutical or medical devices companies as well as healthcare professionals may 

request advice concerning grants, benefits, events or, more generally, all activities from the 

Visa Bureau prior to their submission, organisation or acceptance in terms of conformity to 

the Code.  

 

30.2. The advice indicated above does not apply to scientific events subjected to the visa 

procedure in accordance with clause 16 of the Code.   

 

 

 

CHAPTER V. PROCEDURAL COSTS 

 

 

Article 31. 

 

31.1. All visa requests in accordance with clause 16 of this Code are subject to the payment 

of a fee of which the amount is fixed annually by the Board of Directors of MDEON in line 

with the running costs of the Association. 

 

31.2. The fees referred to in the preceding paragraph may vary according to the different 

criteria in operation, thereby ensuring a fair distribution of running costs for the Association.   

 

31.3. Fees thus identified in this clause are payable and paid at the same time as a visa 

application is submitted, or at the moment when advice is sought, independently of whether 

authorisation is granted or not, or if advice is given. Such fees are not refundable.   
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PART III. TRANSPARENCY 

 

Article 32 

 

Principe 

32.1. Notwithstanding the application of legal and regulatory provisions, and in particular 

those that relate to the protection of privacy, pharmaceutical or medical devices companies 

shall document and disclose transfers of value they make, directly or indirectly, for the 

benefit of a healthcare professional or organisation. 

 

When the recipient has its principal professional address or place of incorporation in 

Belgium, the documenting and disclosure of the transfers of value must be made in 

accordance with the rules and procedures as set out below. 

 

Definitions 

32.2. For the application of the provisions in this Part III of the Code, the following terms 

are to be understood as defined below:  

 

- Transfers of value: any direct or indirect transfer of value, whether in cash, in kind or 

otherwise, made, whether for promotional purposes or otherwise, in connection with the 

development and sale of medicinal products or medical devices for human use;  

 

- Direct transfers of value: transfers of value made directly by a pharmaceutical company 

for the benefit of a healthcare professional or organisation;  

 

- Indirect transfer of value: transfers of value made on behalf of a pharmaceutical or 

medical devices company for the benefit of a healthcare professional or organisation, or 

transfers of value made through an intermediate and where the pharmaceutical or 

medical devices company knows or can identify the healthcare professional or 

organisation that will benefit from the transfer of value.  

 

- Healthcare professional: any natural person who is a member of the medical, dental, 

pharmacy or nursing professions or any other person who, in the course of his or her 

professional activities, may prescribe, purchase, supply, recommend, rent, use or 

administer a medicinal product or medical devices and whose primary practice, principal 

professional address or place of incorporation is in Belgium. This definition of healthcare 

professional includes (i) any official or employee of a government agency or other 

organisation (whether in the public or private sector) who may prescribe, purchase, 

supply, recommend, rent, use or administer medicinal products or medical devices and 

(ii) any employee of a pharmaceutical or medical devices company whose primary 

occupation is that of a practising healthcare professional. All other employees of a 

pharmaceutical or medical devices company and wholesalers or distributors are 

excluded from this definition.  

 

- Healthcare organisation: (i) any association or organisation active in the field of 

healthcare or at the medical or scientific level, irrespective of the legal or organisational 

form, such as a hospital, foundation, university or other teaching institution or learned 

society (except for patient organisations) whose business address, place of incorporation 

or primary place of operation is in Belgium, and (ii) any legal entity through which one 

or more healthcare professionals provide services.  
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Exceptions 

32.3. The obligation described under point 1 of this article does not apply to transfers of 

value that  

(i) either are not listed in article 34 of the present Code, such as premiums and benefits of 

limited value governed by article 2,2° and the meals and drinks governed by article 5.1bis,  

(ii) or are part of ordinary course purchases and sales of medicinal products or medical 

devices by and between a pharmaceutical or medical devices company and a healthcare 

professional, such as a pharmacist, or a healthcare organisation.  

 

Article 33 

 

Reporting period 

33.1. The transfers of value as referred to in article 32 must be disclosed on an annual 

basis. Each period for which a report is made shall cover a full calendar year (the “reporting 

period”). 

 

Delay 

33.2. Disclosures shall be made within 6 months after the end of the relevant reporting 

period. Without prejudice to the application of the legal and regulatory provisions, in 

particular concerning the protection of privacy, the information must remain accessible to 

the public for at least three years after the date when such information is first disclosed, in 

accordance with point 4 of this article.  

 

Template 

33.3. For consistency purposes, disclosures will be made using a structure set forth in annex 

1 of the present Code.  

 

Central platform 

33.4. Transfers of value shall be disclosed on the website of a central platform set up for this 

purpose. The practical aspects linked to this platform will be determined by means of 

guidelines.  

 

Language 

33.5. The information shall be disclosed in Dutch and French. Pharmaceutical and medical 

devices companies are encouraged to also make disclosures in English.  

 

Documentation 

33.6. Pharmaceutical or medical devices companies must document all transfers of value 

that must be disclosed in accordance with article 32.1. They must retain the relevant proof 

that they have respected their disclosure obligations correctly and in full for a minimum of 5 

years after the end of the relevant reporting period, notwithstanding the legal and 

regulatory provisions concerning the protection of privacy and other matters. 

 

Article 34 

 

Publication on an individual basis 

34.1. Except in the cases referred to in points 3 and 5 of this article, transfers of value shall 

be disclosed on an individual basis. Each pharmaceutical or medical devices company shall 

disclose for each identifiable recipient the amounts attributable to transfers of value during 

the reporting period for the benefit of this recipient which can be reasonably classed under 

one of the categories set out below. Such transfers of value may be aggregated on a 

mailto:info@mdeon.be
http://www.mdeon.be/


Code of Ethics - Unofficial translation  November 24, 2014 

Mdeon asbl - vzw 

Avenue du Roi Albert Ier | 64 | Koning Albert I-laan | 1780 Wemmel 
Tel.: 02/609.54.90 | Fax: 02/609.54.99 

info@mdeon.be | www.mdeon.be 
 
19 

category-by-category basis, provided that itemised disclosure is made available upon 

request by the relevant recipient, or the relevant authorities.  

 

Categories of transfers of value 

34.2. The categories of transfers of value referred to above are as follows:  

 

I. In regard to transfers of value to healthcare organisations:  

 

a. Donations and grants that support healthcare, including donations and grants (either 

cash or benefits in kind) to institutions, organisations or associations that are 

comprised of healthcare professionals and/or that provide healthcare  

 

b. Contribution to costs of scientific events, including sponsoring of healthcare 

professionals to enable them to attend these events, such as:  

i. Registration fees;  

ii. Sponsorship agreements with healthcare organisations or with third parties 

appointed by these organisations to manage a scientific meeting; and  

iii. Travel and accommodation as referred to in article 5 of the Code.  

 

c. Fees for services and consultancy. This category includes transfers of value resulting 

from or related to contracts between pharmaceutical or medical devices companies 

and institutions, organisations or associations of healthcare professionals under which 

such institutions, organisations or associations provide any type of services to a 

pharmaceutical or medical devices company or any other type of funding not covered 

in the previous categories. Fees, on the one hand, and on the other hand transfers of 

value relating to the reimbursement of expenses agreed in the written agreement 

covering the activity will be disclosed as two separate amounts.  

 

II. In regard to transfers of value to healthcare professionals:  

 

a. Contributions to costs related to scientific events, such as:  

i. Registration fees; and  

ii. Travel and accommodation as referred to in article 5 of the Code.  

 

b. Fees for services and consultancy. This category includes transfers of value resulting 

from or related to contracts between pharmaceutical or medical devices companies 

and healthcare professionals under which such healthcare professionals provide a 

service to a pharmaceutical or medical devices company, as well as any other type of 

funding not covered in the previous categories. Fees, on the one hand, and on the 

other hand transfers of value relating to the reimbursement of expenses agreed in 

the written agreement covering the activity will be disclosed as two separate 

amounts.  

 

Publication on an aggregate basis 

34.3. For transfers of value where certain information, which can be otherwise reasonably 

allocated to one of the categories set forth in point 2 above, cannot be disclosed on an 

individual basis for legal reasons, the pharmaceutical or medical devices company shall 

disclose the amounts attributable to such transfers of value for each reporting period on an 

aggregate basis. Such aggregate disclosure shall identify, for each category, (i) the number 

of beneficiaries covered by such disclosure, on an absolute basis and as a percentage of all 

recipients, and (ii) the aggregate amount attributable to transfers of value to such 

recipients.  
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34.4. Where a transfer of value required to be disclosed pursuant to points 1 or 3 above is 

made to an individual healthcare professional indirectly via a healthcare organisation, such a 

transfer of value shall only be required to be disclosed once. To the extent possible, such 

disclosure shall be made in the name of the individual healthcare professional in accordance 

with the categories set forth in point 2, II above.  

 

34.5. Transfers of value relating to research and development in each reporting period shall 

be disclosed by each pharmaceutical or medical devices company on an aggregate basis. 

Costs related to scientific events that are clearly related to activities covered by this 

paragraph can be included in the aggregate amount under the “Research and Development” 

transfers of value category.  

 

“Research and Development” transfers of value include transfers of value to healthcare 

professionals or healthcare organisations related to the planning or conduct of (i) non-

clinical studies (as defined in OECD Principles on Good Laboratory Practice); (ii) clinical trials 

(as defined in European Directive 2001/20/EC); or (iii) non-interventional.  

 

Note 

34.6. Each pharmaceutical or medical devices company shall publish a note summarizing the 

methodologies used in preparing the disclosures and identifying transfers of value for each 

category described in point 2. The note shall include a description of the valuation methods 

applied and of the way in which, depending on the case, an agreement for more than one 

year, VAT and other tax aspects, currency aspects and other issues relating to the timing 

and amount of the transfers of value were handled.  

 

Article 35 

 

Informed consent 

35.1. In view of the legislation on the protection of privacy, informed consent of the 

healthcare professional is essential to publish the transfers of value on an individual basis. 

 

35.2. In this regard and more generally, when transferring values to healthcare practitioners 

or organisations, pharmaceutical or medical devices companies are strongly encouraged to 

include, in their contracts with them, provisions relating to the recipients’ consent to disclose 

transfers of value in accordance with this Part III of the Code. In addition, companies are 

strongly encouraged to renegotiate existing contracts to include clauses to this effect. 

 

 

PART IV. GENERAL PROVISIONS, ENTRY INTO FORCE AND INTERIM MEASURES 

 

Article 36. 

 

36.1. The original version of this Code came into practice on 15 November 2006 with the 

understanding that scientific events which had commenced before 1 January 2007 would not 

come under the visa procedure as indicated in clause 16 of the Code. The present version of 

the Code, as approved by the Board of Directors on 24 November 2014, came into practice 

on April 1, 2015.  

 

36.2. The first reporting period referred to in article 33.1 shall be the 2015 calendar year for 

the companies member of pharma.be and the 2016 or 2017 calendar year for the companies 

member of Unamec.  
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36.3. The companies member of Bachi and FeBelGen will comply with the transparency 

obligation under Part III of this Code under the suspensive condition of developing a 

roadmap preparing the evolutions in the obligation. The roadmap will be drafted in 

consultation with the two associations concerned and must be approved by the Board of 

Directors. 

 

36.4. MDEON will undertake to execute all communications relating to the Code. Such 

communication will be sent to all interested parties – pharmaceutical or medical devices 

companies, healthcare professionals, patients and Governmental departments.   
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Art. 32 and 

Consent code

HCPs: City of 

Principal Practice

HCOs: City where 

registered

Country of 

Principal Practice

Principal Practice 

Address 
HCPs: Profession

HCPs: INAMI / 

RIZIV

HCPs: National 

Register Number 

(on ID-card)

HCOs: enterprise 

number 

(KBO/BCE)

(HCPi / HCPa / 

HCOi / HCOa)
Official name

Specification HCO 

(optional)
(Art. 34) (Art. 32.2) (Art.34) (Art. 34) (Art. 34) (Art. 34) (Art. 34) 

Sponsorship 

agreements with 

HCOs / third 

parties appointed 

by HCOs to 

manage a 

scientific event

Registration Fees 
Travel & 

Accomodation 
Fees

Related expenses 

agreed in the fee 

for service or 

consultancy 

contract, including 

travel & 

accomodation 

relevant to the 

contract

HCP i Dr A N/A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount

HCP a Dr B N/A N/A N/A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount

HCP i etc. N/A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount

N/A N/A Aggregate amount  Aggregate amount Aggregate amount Aggregate amount 

N/A N/A number number number number

N/A N/A % % % % N/A

HCO i HCO 1 N/A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount

HCO i HCO 2 N/A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount

HCO a etc. N/A N/A N/A Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount Yearly amount

Aggregate amount Aggregate amount Aggregate amount Aggregate amount Aggregate amount Aggregate amount 

number number number number number number

% % % % % % N/A

TOTAL AMOUNT

Full Name 

(Art. 32) 

INDIVIDUAL NAMED DISCLOSURE - one line per HCP (i.e. all transfers of value during a year for an individual HCP will be summed up: itemization should be available for the individual Recipient or public authorities' consultation only  as appropriate)

OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed on an individual basis for legal reasons

Aggregate amount attributable to transfers of value to such Recipients - Art. 34.3

Annex 1 - TEMPLATE - DISCLOSURE OF TRANSFERS OF VALUE

Donations and 

Grants to HCOs 

(Art. 34.2.I.a) 

Contribution to costs of scientific events (Art. 34.2.I.b & 

34.2.II.a) 

Fee for service and consultancy (Art. 

34.2.I.c & 34.2.II.b)  

       TOTAL         

Date of publication: ..............................

R&D

AGGREGATE DISCLOSURE

Transfers of Value re Research & Development  as defined  - art. 34.5 

 % of the number of Recipients included in the aggregate disclosure in the total number of Recipients disclosed - Art. 34.3

Number of Recipients in aggregate disclosure - Art.34.3

 % of the number of Recipients included in the aggregate disclosure in the total number of Recipients disclosed - Art. 34.3

INDIVIDUAL NAMED DISCLOSURE - one line per HCO (i.e. all transfers of value during a year for an individual HCO will be summed up: itemization should be available for the individual Recipient or public authorities' consultation  only  as appropriate)

OTHER, NOT INCLUDED ABOVE - where information cannot be disclosed on an individual basis for legal reasons 

Aggregate amount attributable to transfers of value to such Recipients - Art. 34.3

Number of Recipients in aggregate disclosure - Art.34.3
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