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Your medicines and 
health products, are 
our concern!
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Dear Reader,
2011 was something of a special year for 
Belgium, and despite having to contend with 
a government of current aff airs at the federal 
level, the famhp spared no eff ort to optimally 
fulfi l its mission: towards healthcare sector, 
its partners and the government, but also, and 
above all, towards the patients. On the pages 
of this 2011 Annual Report, “Th e famhp on 
the right track”, you will see that the famhp 
has done a fi ne job.

As everyone knows, the role of the patient is 
a matter I care greatly about. I am therefore 
delighted with the resounding success of the 
second campaign mounted by the famhp, 
“A medicine is not a sweet”, designed to 
raise public awareness of the proper use of 
medicines. Indeed, it is important to remind 
people once in a while that a medicine may be 
ineff ective, inappropriate or even hazardous 
when used incorrectly, without the advice 
of a medical doctor or pharmacist, or if the 
instructions on the patient information leafl et 
are not followed.

I would also like to highlight the eff orts 
that the famhp has made jointly with the 
industry to reduce the backlog in processing 

fi les for obtaining marketing authorisation 
for medicines. Th is means that we can now 
face the future confi dent in the knowledge 
that fi les will be processed according to 
the prescribed regulations and within the 
established deadlines. Of course this is an 
aspect of crucial importance in light of the 
number of fi les submitted, but also and above 
all in terms of the public service it represents 
for the greater community.

I am convinced that in 2012, the famhp will be 
able to successfully meet such challenges yet 
again. I am thinking here, for example, of the 
creation of a centre of expertise for all topics 
related to the use of antibiotics and antibiotic 
resistance in animals, the Antimicrobial 
Consumption and Resistance in Animals 
(AMCRA), whose aim is to signifi cantly 
reduce antibiotics consumption in animals 
in Belgium and with which the famhp has 
worked very closely in 2011. I am also 
thinking of more recent events such as the 
scandal concerning PIP-implants. Th is crisis 
brought a number of gaps in the regulations 
to light, particularly with regard to the 
traceability and control of implants.

I am well aware of how hard the agency staff  
has already worked in this area and I have 
no doubt that they will continue to tirelessly 
strive to fi nd solutions for this complex but 
exceedingly important public health issue.

Finally, I would like to thank all agency staff  
for the eff ort that they continue to make, each 
day, towards further improving the quality, 
safety and effi  cacy of our medicines and 
health products.

I hope you will enjoy reading this report,

Laurette Onkelinx,
Deputy Prime Minister and Minister for Social Affairs and Public 

Health, in charge of Beliris and the Federal Cultural Institutions 
Minister responsible for the famhp

September 2012

Note from the Deputy Prime Minister and Minister for Social 
Aff airs and Public Health, in charge of Beliris and the Federal 
Cultural Institutions, Minister responsible for the famhp
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Note from the Chief Executive Offi  cer

Dear Reader,
Without question, 2011 was the year in 
which our agency was able to successfully 
consolidate the progress and results of its 
initial years. Th at is also why we have entitled 
this 2011 Annual Report: “the famhp on the 
right track”. Despite the challenging political 
context, in 2011 the famhp was able to 
smoothly move forward on the basis of the 
groundwork previously laid and to become 
increasingly effi  cient in performing its duties.

First and foremost, by appointing the middle 
management we were able to put the fi nishing 
touches on our workforce as an organisation. 
Th e middle management was gradually 
introduced in order to ensure the continuity 
within the divisions. I have every reason to 
be satisfi ed with the progress that has been 
made.

In addition to this structural optimisation, 
our agency continued to improve other 
aspects such as the processing and issuing of 
offi  cial documents, authorisations, licenses 
and certifi cates by streamlining the document 
fl ow thanks to an electronic system that we 
will continue to develop further. In November 
2011, a major project in this area was 
completed, the large-scale migration of our 
information technology system.

Th is year also represents the prospect for our 
organisation of achieving a positive balance 
in processing the backlog of fi les for obtaining 
marketing authorisation. In July 2008, the 
count was at 20,000 outstanding fi les; by 
the end of 2011 this had been reduced to 
just over 10,000 fi les, which is roughly the 
number of fi les received each year. Th ese 
impressive results attest to the excellent work 
done by the Backlog Working Group and 
through consultation with all of our partners, 
it has also led to proposals for necessary 
improvements to the internal procedures and 
the information technology system.

2011 was also a year of premieres and 
innovations: these included the fi rst 
decentralised registration procedure for a 
traditional herbal medicine, the AMCRA 
project, our role – for the very fi rst time – as 
Leading Member State in the context of a 
Voluntary Harmonisation Procedure (VHP) 
and the launch for our partners (including 
authorisation holders and the sponsors of 
clinical trials) of the new procedure for the 
electronic reporting of adverse reactions to 
medicines for human use.

Aside from all of these signifi cant 
achievements in 2011, I should of course 
also mention our second media campaign 
“A medicine is not a sweet” featuring twelve 
tips for using medicines appropriately. Th is 
public awareness raising campaign was very 
positively received both in the media and 
by healthcare professionals as well as by the 
patients themselves, which encourages us to 
organise more campaigns of this kind. In our 
capacity as guardians of public health, after 
all, it is part of our job to raise awareness and 
inform the public.

I could not end this overview without a word 
on the scandal concerning breast implants 
that erupted in late 2011. Th is case of fraud 
reignited the debate surrounding medical 
devices and the introduction of a traceability 
system for the use of implants in general. Th is 
is a matter that is already high on our list of 
priorities for the year 2012.

Th ere is yet another reason that 2012 promises 
to be an exceptional year for the famhp: it 
is the year of our fi rst fi ve-year anniversary, 
which also makes it an opportunity to assess 
the results of these initial years. In fact, the 
famhp plans to mark the occasion with the 
launch of a new visual identity.
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Of course these positive results were not 
achieved through the eff orts of the agency 
staff  alone, but with the help of our partners 
as well. I would therefore like to extend my 
warmest thanks to all of them. On behalf of 
my colleagues at the famhp who bring such 
boundless professionalism and enthusiasm to 
their work, I hope you will enjoy reading this 
Annual Report.

Xavier De Cuyper,
Chief Executive Offi  cer of the famhp

September 2012
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Mission
Th e famhp plays an essential role in the 
protection of Public Health with the following 
mission:

“Ensuring, from development to use, the 
quality, safety and effi  cacy:

• of medicines for human and veterinary 
use, including homeopathic medicines and 
herbal medicines, pharmacy made and 
offi  cinal preparations;

• of health products, including medical 
devices and accessories, and raw materials 
(active pharmaceutical ingredients) for the 
preparation and production of medicines.

Ensuring, from collection to use, the quality, 
safety and effi  cacy:

• of all operations involving blood, cells and 
tissues, which are also defi ned as health 
products”.*

* Based on the law of 20 July 2006 (BS-MB 08.09.2006) 
concerning the establishment and functioning of the 
famhp.

Role
To ensure the quality, safety and effi  cacy of 
medicines and health products in clinical 
development and on the market.

Values
Th e values nurtured within the famhp are 
carefully selected and form the unifying 
theme in our day-to-day activities:

• Professionalism
• Integrity
• Openness and transparency
• Comprehensiveness
• Participation

Mission, role and values
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Organisation chart of the famhp

© famhp/comm/22-11-2011
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New in 2011
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Middle management 
or MIDMA
Our agency has evolved further, with amongst 
other steps the appointment of the heads of 
the diff erent divisions within the famhp:

Chief Executive Offi  cer’s services (CEOs):

• Ann Eeckhout for the Communication 
Division

• Steven Hippe for the Legal Aff airs Division

Support services (Ss)

• David De Kuyssche for the B&Mc Division 
(budget and management control)

• Magali Durieux for the ICT Division

Directorate-General (DG) PRE authorisation

• Kristof Bonnarens for the R&D Division 
(human)

• Sofi e Colyn for the Marketing Authorisation 
Division (human)

• Dries Minne for the Medicines for 
Veterinary Use Division

• Wim Penninckx for the Assessors Division

Directorate-General (DG) POST authorisation

• Iris Geussens for the Marketing 
Authorisation Division Variations & 
Renewals

• Th ierry Roisin for the Vigilance Division 
(pharmaco, materio, haemo, bio)

• Marie-Louise Bouffi  oux for the Proper 
Use Division

Directorate-General (DG) INSPECTION

• Karin Froidbise for the Industry Division
• Roy Vancauwenberghe for the Special 

Investigation Unit Division (SOE-USE)

In 2012, the Executive Council hopes to be 
able to complete the selection of the heads of 
the divisions for those positions still open, 
namely:

• Head of the Quality Division within the 
CEOs

• Head of the P&O Division (personnel and 
organisation) within the Ss

• Head of the Health Products Division within 
the DG POST authorisation

• Head of the Dispensing Division within the 
DG INSPECTION

• Head of the Control Policy Division within 
the DG INSPECTION

23952_AFMPS_annualreport2011_EN.indd   1223952_AFMPS_annualreport2011_EN.indd   12 10/12/12   17:5810/12/12   17:58
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Communication on 
experiments
For several years we have been working on the 
project Interactive website CA – EC. Th is project 
is intended to make the communication 
about clinical trial applications between the 
competent authority (CA, in this case the 
famhp), the Ethics committees (EC) and the 
sponsors of clinical trials in Belgium far easier 
and more transparent. Th e EC involved in the 
processing of the application may use this 
interactive website to indicate whether or not 
they have received a complete application. 
From the start of the processing time for 

the application, at the intervals specifi ed in 
the regulations information is exchanged 
periodically between the local EC, the 
committee that provides the single opinion, 
the famhp and the sponsor.

In the course of 2011, several tests were 
carried out. In order to resolve a number 
of technical problems with the website, in 
consultation with the Steering Committee, 
the decision was taken to modify and simplify 
the login procedure.

Th e website will be put into use in the course 
of 2012.

Strategic communication 
plan of the famhp
Since January 2011 the Communication 
Division and the Working Group 
Communications at our agency has 
collaborated on the strategic communication 
plan of the famhp. For the strategic 
component, they were able to rely on 
the support of the Federal Public Service 
Personnel and Organisation (FPS P&O).

In order to be able to optimally fulfi l our 
mission, it is vital for the agency to have a 
strong communication policy in place that is 
in line with the organisational policy applied.

Th e elaboration of such a strategic 
communication plan includes two major parts:

• A strategic component which consists of the 
analysis of the policies of the famhp as the 
CA on one hand, and the communication on 
the other. Th is analysis should result in the 
formulation of the strategic communication 
objectives;

23952_AFMPS_annualreport2011_EN.indd   1323952_AFMPS_annualreport2011_EN.indd   13 10/12/12   17:5810/12/12   17:58
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• A component consisting of planning, 
implementation and evaluation. Th is 
includes the planning of the operational 
objectives and actions, monitoring the 
strategic communication plan and, fi nally, 
evaluation.

Th e external and internal communication was 
analysed using:

• An internal survey of all employees of the 
Agency (March 2011) and external focus 
groups made up of members of the three 
committees of the famhp (24 March 2011)

• Telephone survey of journalists (May 2011)
• Internal consultation within focus groups 

aimed at refi ning the results of the internal 
survey (26 April 2011)

• A seminar with famhp colleagues who play 
a key role in the information fl ow (24 May 
2011).

Th is analysis resulted in the formulation of 
the strategic communication objectives and 
completing the strategic component.

Th e strategic communication objectives were 
then translated into operational objectives 
and communication actions and the various 
priorities were set.

Priorities for 2011 that were achieved include:

• Th e expansion of the information 
specifi cally aimed at the general public, the 
media campaigns and the development of 
the database of the leafl ets of medicines 
authorised and marketed in Belgium;

• Th e launch of our second media campaign: 
“A medicine is not sweet”. After consultation 
with key partners and an announcement 
tailored to the diff erent target groups of the 
famhp;

• Th e preparation of the new visual identity 
of the famhp on the occasion of the fi fth 
anniversary of the agency.

Some priorities on the agenda in 2012:

• Celebrating our fi ve-yearly anniversary 
together with all the members of our 
staff  and our partners and publishing an 
anniversary brochure with a retrospective of 
the fi rst fi ve years;

• Launch of the new visual identity of the 
famhp with a facelift for our website;

• With a view to increasing the transparency, 
providing important information (including 
the regulatory framework and the mission, 
the internal regulations, the composition, 
the meeting calendar, agendas and 
reports) from the famhp committees and 
commissions associated with the famhp.

23952_AFMPS_annualreport2011_EN.indd   1423952_AFMPS_annualreport2011_EN.indd   14 10/12/12   17:5810/12/12   17:58
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Nature Reviews Drug 
Discovery devotes article 
to the tenth anniversary of 
the Committee for Orphan 
Medicinal Products (COMP)
In its issue of May 5, 2011, Nature Reviews 
Drug Discovery published the article “European 
regulation on orphan medicinal products: 10 
years of experience and future perspectives”, 
dedicated to the tenth anniversary of the 
COMP. Th e article provides an overview of the 
major achievements of the COMP since its 
inception.

In 2000 the regulation on orphan drugs at the 
level of the European Union (EU) was adopted 
in order to help patients suff ering from 
rare diseases for which no adequate therapy 
currently exists. Since then, the European 
Commission has certifi ed, following a positive 
recommendation from the COMP, more than 
850 products as orphan medicinal products 
and has granted an MA for more than 60 
orphan drugs in Europe.

Th rough this article, and on the occasion of 
the tenth anniversary of the COMP, Nature 
Reviews Drug Discovery reviewed the results 
achieved and the experience gained during 
the fi rst ten years in operation. Th e article 
also looks ahead and considers aspects such as 
how the development of better drugs can be 
catalysed for the large number of rare diseases 
for which there is still no eff ective treatment.

Herbal Medicines
First decentralised procedure 
(DCP – decentralised registration 
procedure) with Belgium as 
reference Member State
In 2011, the Homeopathic & Herbal 
Medicines Unit, together with the Assessors 
Division completed its fi rst DCP for a 
traditional herbal medicinal product with 
Belgium as reference Member State. Th is is 
a fi ne example of interaction between the 
company, the famhp and relevant authorities 
at the international level.

End of the transitional period
Th e transitional period of seven years, 
introduced by Directive 2004/24/EC on 
traditional herbal medicines, expired on 30 
April 2011 (Articles 43 to 50 of the Royal 
Decree of 14 December 2006). Henceforth, 
all herbal medicinal products need to 
have a registration (for traditional herbal 
medicinal products) or an MA before market 
introduction.

23952_AFMPS_annualreport2011_EN.indd   1523952_AFMPS_annualreport2011_EN.indd   15 10/12/12   17:5810/12/12   17:58
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• Suspected Unexpected Serious Adverse 
Reactions (SUSAR) from interventional 
clinical trials should be sent to the 
EVCTMPROD module of EudraVigilance;

• Other reports, to the EVHUMAN module of 
EudraVigilance.

Given the large number of errors detected 
in the status of the products subject to 
notifi cation, the famhp would like to remind 
the industry for medical devices (mainly Class 
I) of the rules. More and more notifi cations in 
fact relate to products made with plant-based 
preparations (such as essential oils and 
various extracts) with a medicinal eff ect.

Th e Homeopathic & Herbal Medicines 
Unit, responsible for the management of 
registration procedures and the procedures 
for MA of all herbal medicines, has published 
a series of presentations on our website 
which were shown during seminars and which 
provide further information about topics such 
as the instruments that have been introduced 
in order to clarify the compilation of data 
by the companies and the nature of the 
procedures to be followed.

In 2011 the Homeopathy & Herbal Medicines 
Unit fi nalised 57 fi les relating to applications 
for registration/MA of herbal medicines and 
variations to the registrations/MA.

EudraVigilance: repetition 
of the new procedure for 
the electronic reporting of 
adverse reactions
In April 2011, for its partners (including 
licensees and sponsors of clinical trials) the 
famhp launched the new procedure for the 
electronic reporting of adverse reactions 
to medicinal products for human use. Th is 
new procedure was launched to provide a 
solution to the problems encountered by the 
famhp with the local EudraVigilance system 
and entails a simplifi cation of the electronic 
reporting.

In accordance with national and European 
regulations, adverse reactions to medicinal 
products for human use have since then 
been directly reported electronically to the 
EudraVigilance system of the European 
Medicines Agency (EMA), and channelled to 
the following modules:

23952_AFMPS_annualreport2011_EN.indd   1623952_AFMPS_annualreport2011_EN.indd   16 10/12/12   17:5810/12/12   17:58
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co-fi nance AMCRA. AMCRA will seek to 
maximise the involvement of all interested 
parties through an extensive advisory board, 
with the aim of realising a sustainable 
antibiotics policy in veterinary medicine in 
Belgium.

Th e use of antibiotics in veterinary medicine 
and animal husbandry and the consequent 
development of resistance in animals and 
humans is an important problem. With the 
establishment of AMCRA, all stakeholders 
and the public can join forces to tackle this 
problem.

Establishment of the centre 
of Expertise on Antimicrobial 
Consumption and Resistance 
in Animals, AMCRA
On 15 June 2011, on the premises of the 
famhp, a memorandum of understanding was 
signed for the establishment of the Centre 
of Expertise on Antimicrobial Consumption 
and Resistance in Animals, AMCRA for short. 
In order to be operational as from 1 January 
2012, a coordinator and an administrative 
assistant were recruited for this non-profi t 
organisation.

AMCRA is an unprecedented, unique and 
industry-wide initiative with the mission 
of collecting and analysing all data related 
to the consumption of and resistance to 
antimicrobial agents in animals in Belgium, 
on the basis of which communication, 
awareness raising and advice can be provided 
in a neutral and objective way. Th e aim is to 
safeguard human health and animal welfare, 
and to achieve a sustainable antibiotics policy 
in Belgium.

Th e founders and fi nanciers of AMCRA are 
the agricultural organisations (Boerenbond 
– the cooperative agricultural association, 
Algemeen Boerensyndicaat – the general 
farmers’ union and Fédération Wallonne 
de l’Agriculture – Walloon Agriculture 
Federation), the Association of Premix 
Manufacturers, pharma.be – the general 
association of the pharmaceutical industry 
and the Supreme Council of the Order of 
Veterinarians together with the Faculties 
of Veterinary Medicine of the University 
of Ghent and the University of Liège. Th e 
Federal Agency for the Safety of the Food 
Chain (FASFC) and famhp support and 
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Belgium Leading Member 
State in the Voluntary 
Harmonisation Procedure 
(VHP)
In the context of the Clinical Trial Facilitation 
Group (CTFG) the R&D Division (human) 
of the DG PRE authorisation actively took 
part in the VHP. Th e VHP is a pre-submission 
procedure which off ers sponsors a guarantee 
of a common and harmonised assessment of 
their applications for multinational clinical 
trials by the Member States concerned. Th e 
national submission following the VHP thus 
becomes a purely administrative matter.

In April and May 2011 the famhp for the fi rst 
time acted as a Leading Member State in the 
context of a VHP, set up by the CTFG. After 
evaluation of the Clinical Trial Application 
(CTA) fi le by the diff erent Member States 
involved in the procedure in question, 
Belgium consolidated the list of Grounds for 
Non Acceptance (GNA – strong objections).

In October 2011, Belgium acted as reference 
Member State for the new procedure 
developed in the framework of the VHP. 
According to this new way of working, the 
reference Member State fi rst assesses the 
application and makes an evaluation report 
on which the other Member States concerned 
have the opportunity to comment. Th e 
reference Member State then draws up a list 
of GNA after discussion of the observations 
of the various Member States. Th e reference 
Member State evaluates the answers provided 
by the sponsor and communicates this to the 
other Member States concerned.

Th e VHP is an important task for the R&D 
Division (human).

In 2011, Belgium was involved in 38 out of the 
total of 82 VHP. During the national phase, 
after pre-submission of the VHP, the time 
between the start of the procedure (T0) and 
the adoption averaged 2.23 days. Th is period 
is considerably shorter than the maximum as 
recommended by the CTFG of ten days. Th is 
average does not include delays due to the 
receipt of proof of payment of the fee.

Migration of the ICT 
infrastructure
Th e ICT Division continued in 2011 with 
the autonomisation of its ICT services. 
For this purpose, a part of the existing ICT 
infrastructure, which until then had been 
managed by the FPS Public Health was 
migrated to the Shared Services, under 
the management of FEDICT and the FPS 
Chancellery of the Prime Minister.

Th e applications of all famhp employees 
were migrated to the new domain YourICT 
and a new server and new tools for secure 
connections (such as Virtual Private Network 
in the context of telework and a security 
platform for the connections to the EMA and 
the European Mailboxes) became operational.

In addition, the ICT Division consolidated 
the local computer network and a specifi c 
server room was set up in order to provide 
better support for ongoing projects such 
as the PMO project on the registry of retail 
pharmacies that requires the use of Firewalls 
on the connection with Smals (a non-profi t 
association that provides support to the 
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social sector and the federal public services 
in the fi eld of information management), the 
migration of the time registration system 
ProTIME and its various gateways, and the 
start of the Agile software development 
methodology.

“A medicine is not sweet!”, 
our second media campaign
In the context of exercising its responsibil-
ities, our agency wants to make available 
the most complete and easily accessible 
information on medicines and health products 
to patients so that they can use them in a 
rational and safe way.

After making available online the leafl ets 
and the summaries of product characteristics 
(SPC) of medicines authorised and marketed 
in Belgium as of January 2010, on 12 
September 2011 the famhp launched its 
second media campaign: “A medicine is not 
sweet”. With this campaign, the agency wants 
to raise public awareness of the proper use of 
medicines.

Th rough the minisite www.eengeneesmid-
delisgeensnoepje.be – www.unmedicament-
nestpasunbonbon.be off ering twelve keys, 
the campaign aims to raise awareness among 
the general public that a medicinal product 
may be ineff ective, inappropriate or even 
dangerous if used incorrectly, used without 
the advice of a medical doctor or pharmacist, 
or when the recommendations in the leafl et 
are not respected. Medicinal products should 
certainly not be used carelessly: “A medicine 
is not sweet!” Th e minisite is accessed via a 
banner on the website of the famhp and is 
intended as a reference to help patients use 
medicines correctly. In the fi rst month after 
the launch, the minisite received 84,336 visits.

Th e campaign was announced throughout the 
country through posters at retail pharmacies 
and in the waiting areas of medical doctors 
and paediatricians, banners on various 
websites, advertisements in various 
newspapers and magazines and via the public 
transport systems in major cities.
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Development circles 
within the agency
After the designation of the MIDMA, the P&O 
Division was able to start up the project on 
development circles with the full support of 
the Executive Council.

For the P&O Division, the development circles 
form a fi rst step towards a thorough analysis 
of the management capabilities of all team 
leaders. We would naturally like to have a 
team of functional managers in place who 
can act as facilitators willing to listen and to 
enhance the sense of responsibility. On the 
other hand, we want encourage our employees 
to display a greater sense of initiative, 
autonomy and participation. 

In this respect, the development circles are 
not only a valuable initial mental exercise, 
but also a method and a clear framework 
for further development along these lines. 
Development circles serve primarily to 
improve communication between managers 
and their employees and to foster a working 
relationship in which both parties have made 
a clear agreement. Th e employees are given 

the opportunity to present their wishes in 
terms of their further development, while 
their sense of responsibility is also addressed.

Specifi cally, the P&O Division had all 
functional heads (over 60 people) take part 
in a one-day training for all staff  and a total 
of four information sessions were held. 
Manuals have been provided and the staff  of 
the P&O Division also remain available for the 
necessary individual support as they consider 
willingness to listen a very important aspect. 
In the short and medium term, a refresher in 
the context of the management competencies 
will also be provided.

2011 or the end of 
the Backlog Working 
Group in consultation 
with stakeholders
For years, the number of closed applications 
for MA or variation to an MA failed to 
keep pace with the number of applications 
submitted. Th is discrepancy led to a 
progressive accumulation of fi les and a 
signifi cant backlog. For example, in July 

2008, there were more than 20,000 pending 
applications. In order to catch up and close 
the applications within the statutory s 
timeframes, the famhp started the so-called 
Backlog-project. Th e aim of the project was 
to increase the performance of the agency 
in terms of its basic activities without 
compromising on quality. Ultimately, the 
project was intended to allow the accumulated 
backlog to be resolved and the applications to 
be processed within the statutory timeframes. 
Th e project launched in August 2008 resulted 
in a turnaround: the number of completed 
applications exceeding the number of 
incoming applications.

Th anks to the continuous increase in 
performance, by late 2011 there remained 
just over 10,000 non-closed applications. 
Th is fi gure corresponds approximately to the 
number of applications fi led annually. Th e 
project proved to be a resounding success and 
could thus be completed.

However, the end of the project does not 
mean that eff orts may be allowed to slacken. 
During the fi ve-year project, in part thanks to 
the import monitoring tool, it was determined 
that the number of applications submitted 
itself steadily increased. While in 2007 there 
were fewer than 8,000 applications fi led, 
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it was observed in March 2012 that in the last 
twelve months, some 9,500 applications were 
submitted. Th e entry into force of the new 
directive on pharmacovigilance on 21 July 
2012 may have an impact on the number of 
applications submitted.

Our current capacity to close applications 
is slightly more than 12,000 applications 
per year.

Vigilance is the key!
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famhp Day 2011 dedicated 
to the European Year of 
Volunteering
Giving time is the most precious yet the least 
expensive thing you can do for each other.

After a long process of consideration and 
in a move off  the beaten path, the famhp 
opted to hold a teambuilding day with a 
noble intention instead of taking the usual 
approach.

During an entire week, employees had 
the opportunity to contribute to various 
initiatives. 

Here is a small selection of the various 
volunteer activities:

• assistance in a sewing workshop;
• help in a social restaurant;
• painting in a homeless shelter;
• sprucing up a common area in a reception 

centre for asylum seekers;
• museum visit with blind and visually 

impaired students;
• tandem bicycle ride with blind and visually 

impaired students.

On Friday, all volunteers celebrated the 
completion of the week with a pleasant 
gathering in which experiences were 
exchanged. At this closing event, the 
non-profi t association Samusocial, an 
organisation dedicated to the homeless, 
showed us a short fi lm and gave us 
an explanation of its activities. Also 
Time4Society, the organisation that had 
carefully selected the projects for us, gave a 
brief explanation of its operations.

Important case involving 
transversal consultation and 
media attention
Breast implants produced by the 
fi rm POLY IMPLANT PROSTHESE 
(PIP) in France
In the past three years, there was an increase 
in the number of reports of incidents 
involving the use of breast implants fi lled 
with silicone gel, produced by the fi rm PIP 
in France. Th ese chiefl y concerned rupture 
of the prostheses and local complications. 
An inspection by the French competent 
authorities found that the silicone gel that 
was used in the production of the implants 
was diff erent from the gel which had been 
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approved. Th e prostheses therefore were not 
in compliance with the regulations on medical 
devices and were not subject to the intended 
evaluation.

In the context of materiovigilance, the famhp 
was informed and as a precaution, on 30 
March 2010, as was the case in France, the 
distributors of these implants, pharmacists, 
medical doctors and the anyone having them 
in their possession, where asked to stop 
their distribution, delivery, use and export. 
Additionally, this was followed by a number of 
laboratory controls, including physico-chem-
ical tests, mechanical tests and resistance 
tolerance testing of biological tissues in 
contact with the gel. Th e famhp sent a letter 
to Belgian hospitals on this issue.

Th e rupture of breast implants represents 
a known but unforeseeable risk and the 
results of the tests that were available in 
late November 2010, showed no other 
complications. With implants from the 
company PIP, a higher frequency of rupture 
and local infl ammatory reactions was 
observed, as well as signifi cant quality 
diff erences in the implants themselves.

It was recommended to heighten the usual 
monitoring of the patients in question.

In early 2011 the famhp received the fi rst 
reports of incidents involving these PIP breast 
implants.

In May 2011 the results ot the new tests 
showed no serious health risks for the 
patients who have such implants.

At the end of 2011, the French press reported 
a case of anaplastic large cell lymphoma 
resulting in death and one case of breast 
cancer (adenocarcinoma) in women with PIP 
breast implants. In France, the competent 
health organisations (National Cancer 
Institute, Institute of Health, Afssaps), in 
collaboration with scientifi c associations, 
pooled their expertise regarding the reports of 
incidents in women with PIP implants. At the 
same time, on a European level, consultation 
was begun among the authorities competent 
for medical devices.

Th e famhp decided as a precaution to 
recommend enhanced monitoring of patients 
and to advise women with questions to 
consult their medical doctor. Th e Superior 
Health Council and the Evaluation 
Commission for medical devices were 
also asked to issue recommendations. Th e 
commission was also asked to think about 
installing a system for the traceability of 

the use of implants in general. Th ese are all 
measures that will take priority on the agenda 
for 2012.

Prevention campaign on 
nuclear risks – “What to 
do in case of a nuclear 
accident?”
Since 1991 and the introduction of the 
Nuclear and Radiological Emergency Plan for 
the Belgian territory, the FPS Home Aff airs 
has organised, together with the federal 
agency for nuclear control (FANC-AFCN) 
regular information and prevention 
campaigns covering nuclear risks (regulatory 
framework: Royal Decree of September 27, 
1991 replaced by the Royal Decree of 17 
October 2003). In this context, in 1999 and 
in 2002 free preventive stable iodine tablets 
were supplied to families and communities 
(such as schools and enterprises) located in 
the vicinity of nuclear sites, the so-called risk 
zones. Th e aim was protect the inhabitants of 
these regions as well as possible against the 
consequences of an accident involving a leak 
of radioactive iodine.
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Th e last semi-annual analysis of iodine 
tablets distributed in 1999 (in a perimeter 
of ten kilometres around the nuclear sites) 
and in 2002 (in a perimeter up to twenty 
kilometres around the nuclear sites) carried 
out in late October 2010 by the Scientifi c 
Institute of Public Health (IPH) confi rmed 
the compliance and effi  cacy of these tablets 
until at least the end of April 2011, provided 
that the storage recommendations were 
observed. In 2011 the tablets that were 
distributed during the campaigns of 1999 
and 2002 needed to be replaced. For this 
reason, between 14 March and 16 April 2011, 
a national information campaign on nuclear 
risks was conducted along with a campaign 
with specifi c information on the distribution 
of iodine tablets for new inhabitants of the 
risk zones. Th e pharmaceutical industry 
played a signifi cant role, especially in the 
production, distribution and provision of 
stable iodine tablets. During this campaign 
the famhp focused on the quality, safety 
and effi  cacy of these stable iodine tablets, 
from their development to their use. Our 
agency also supervised the aspects prior to 
the distribution of the tablets. In this way, 
the famhp participated in the drafting and 
validation of the leafl et that comes with the 
medicinal product. In order to reinforce the 
information campaign and the campaign 
prior to the distribution of the tablets, a 

website specifi cally designed for the general 
public was developed and put online: www.
nucleairrisico.be – www.risquenucleaire.
be. Th is website also contains a section 
specifi cally for healthcare professionals. 
Pharmacists can fi nd information on 
their role provided jointly by the famhp, 
FANC-AFCN, the co-ordinating federation 
of the Belgian professional associations of 
independent retail pharmacies (APB) and 
the Belgian professional association of 
cooperative retail pharmacies (OPHACO). 

Due to an unfortunate coincidence between 
the launch of this nuclear campaign in 2011 
that had been planned far advance, and the 
disaster in Fukushima (Japan) on 11 March 
2011, feelings of both insecurity and fear 
arose among the general public, which were 
exacerbated by the impression that the 
stable iodine tablets in Belgium seemed to be 
reserved for a limited group of people (risk 
zones, as predetermined in the Nuclear and 
Radiological Emergency Plan for the Belgian 
territory) while on the other side of the world 
a major disaster had just struck. In order to 
reassure the Belgian population about the 
possible health consequences of the situation 
in Japan, the communication plan around the 
2011 nuclear campaign was adapted in light 
of the serious concerns among the public and 
the professional world.
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Despite these unfortunate circumstances, 
the assessment of all actions carried out in 
the context of this nuclear campaign 2011 by 
the FPS Home Aff airs, the FANC-AFCN and 
famhp was largely positive.
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Results 2011
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Directorate-General PRE authorisation 
or all activities prior to approval of the fi rst marketing authorisation 
for a medicine or health product

23952_AFMPS_annualreport2011_EN.indd   2823952_AFMPS_annualreport2011_EN.indd   28 10/12/12   17:5910/12/12   17:59



29

fam
hp – Annual Report 2011

A word from Greet Musch, director-
general of DG PRE authorisation

What 2011 meant for the DG PRE 
authorisation:
Further progress on the 
organisation of the divisions
In 2010, the structure of the DG PRE 
authorisation was validated by the Chief 
Executive Offi  cer and in 2011 a lot of hard 
work was devoted to further elaborating the 
substructures within the four major divisions 
of the DG PRE authorisation resulting in the 
implementation of sub-organisation charts 
in the Divisions R&D (human), Marketing 
Authorisation (human), Medicines for Veterinary 
Use and Assessors.

It was highly motivating for me to be able to 
see the commitment with which all the newly 
appointed heads took up their new tasks and 
responsibilities. I would like to thank each one of 
them for the positive energy they invest daily in 
their team and individual staff  members!

PS: Th is applies to everyone and not just the 
“divisions”!

Start of the project on Motivation 
of employees and launch of 
development circles
In March 2011, within the DG PRE 
authorisation, a workshop for the staff  was held 
on the theme of the motivation of employees. Th is 
led to the organisation of an event to which all 
employees of DG PRE authorisation were invited, 
with the aim of formulating “supported” points 
for action in order to improve the motivation of 
the employees. A working group of volunteers 
from the various work units within the DG 
monitors the realisation of the action points 
and it is responsible for a regular newsletter on 
motivation, an initiative that has been very well 
received.

Another positive result of the well-founded 
structures within the divisions has been the 
promising start of the development circles within 
the DG PRE authorisation.

Focus on the quality of the services 
provided within the DG PRE 
authorisation and on the core 
processes
In 2011, the DG PRE authorisation contributed 
to the development of a quality system within the 
famhp.

A 360° SWOT analysis was performed and 
the necessary input was also provided in order 
to enable an objective SWOT analysis for the 
famhp. Th rough this exercise, six key actions were 
identifi ed.

Within the DG PRE authorisation, two staff  
members were also designated to, starting from 
2012, actively participate in the project Common 
Assessment Framework (CAF) that is being 
coordinated by the Quality Division within the 
CEOs.
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Th ere is an action plan for preparing and/
or updating of the highest priority Standard 
Operating Procedures (SOP – written work 
instructions). Two employees are responsible for 
following this up and report on a regular basis to 
the DG PRE authorisation management team.

Successful outcome of the Working 
Group Expertise
Th e Working Group Expertise, coordinated 
by the Transparency Committee, identifi ed 
in consultation with stakeholders the highest 
priority needs for further expansion/development 
of the DG PRE authorisation and for the 
expertise within the famhp in general. Th e 
necessary reinforcement within the DG PRE 
authorisation in response to the upcoming 
Regulation on Clinical Trials and the review of 
the process to better meet unmet medical needs 
(e.g. through improved service in the form of 
scientifi c advice) was clearly identifi ed. Options 
for potential funding possibilities have been 
proposed.

Start up, further development and 
realisation of a number of priority 
projects within the famhp
Th e project Declaration of Interests was run 
smoothly and resulted in a number of clear SOP 
that will soon be submitted for validation.

Th e project on the harmonisation of the input and 
output between the international representatives 
of the famhp and the respective EMA/HMA 
(Heads of Medicines Agencies) committees 
was fi nalised. Th ere is now a clear plan and 
a monthly follow-up of the latest operational 
themes for matters relating to medicines and 
health products for human and veterinary use. 
Moreover, the members of the Executive Council 
meet on a quarterly basis with all international 
famhp representatives in order to align the 
current points on the agenda within the EMA and 
HMA board on one hand and within the EMA/
HMA-committees on the other. Th e International 
Relations Unit is responsible for the coordination.

Th e project Training Plan for famhp started in 
the autumn of 2011. As a learning organisation 
the famhp is putting the fi nishing touches on a 
policy that covers the current priority training 
needs and meets the demands of a modern HR 
management. Th e fi rst steps to benchmarking 
with sister organisations will take further shape 
in 2012.

Consensus on the establishment of 
a Scientifi c Council on medicinal 
products for human use
In consultation with the CEO, the Chairman and 
Vice-Chairman of the Evaluation commission 
for medicines for human use, a consensus was 
reached on the establishment of a Scientifi c 
Council on medicinal products for human use. 
In 2012, work will continue on a plan of action 
in this regard. A similar exercise was launched 
for a Scientifi c Council on veterinary medicinal 
products.

Hard work also continued within 
the various divisions of the DG PRE 
authorisation
It is with pride and gratitude to my colleagues 
that I present the information on the core tasks 
and the results achieved in 2011 per division and 
unit in this Annual Report, below.
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What will 2012 bring?
Together with you I would also like to take a brief 
look ahead at some of the important points for 
attention in 2012.

• Making promising innovative therapies 
available as quickly as possible to the 
population remains a key theme in 2012.

• To this end, the DG PRE authorisation 
will actively participate in creating an 
attractive environment for clinical research, 
including within the context of the revision 
of the European directives on clinical trials, 
Cross-border and medical devices. Th e 
impact on the core processes within the DG 
PRE authorisation will remain a point for 
attention in this process. Furthermore, the 
DG PRE authorisation will further reinforce 
its representation within the various national 
and European committees. Th e fi les on Early 
Authorisation/Early Access, Rare diseases 
and Personalised medicines will therefore be 
actively followed up.

• Action plan for a Scientifi c Council on medicinal 
products for human use.

• Based on this plan, discussions will be initiated 
regarding the Evaluation commission for 
medicines for veterinary vse and the Evaluation 
commission for traditional herbal medicines 
for human use, with a similar goal, namely 

the establishment of a Scientifi c Council. Th e 
growing complexity around “grey zone” or 
borderline products will certainly be an issue.

• Developing a Scientifi c platform with the 
famhp representatives within the Committee 
for Medicinal Products for Human Use 
(CHMP), the COMP, the Scientifi c Advice 
Working Party (SAWP), the Paediatric 
Committee (PDCO) and the Committee for 
Advanced Th erapies (CAT), with a view to 
improved and more proactive information 
exchange and improved harmonisation of the 
positions taken within these committees. Th is 
platform will initially be led by myself.

• Active monitoring of the Better Regulation 
Directive on veterinary medicinal products and 
the resulting impact on the core processes of 
DG PRE authorisation, in addition to an active 
contribution to the policy on antimicrobial 
resistance remain fi xed points on our agenda.

• Building the necessary expertise related to new 
methodologies for Benefi t-Risk assessment of 
medicines and health products throughout the 
life cycle, will be given more concrete shape in 
2012. In February 2012, already the kick-off  
signal will be given with the Benefi t-Risk 
seminar that the DG PRE authorisation is 
organising for members of the various famhp 
commissions and internal staff .

• Monitoring of the action plan which was drawn 
up in the context of the end of the seven-year 
transition period as proposed in the context 
of Directive 2004/24/EC on herbal medicinal 
products.

• Th e management plan of the DG PRE 
authorisation already takes into account 
the so-called opportunities for improvement 
such as those listed in the Benchmarking of 
European Medicines Agencies (BEMA) report 
of 2008. In October 2012, another BEMA 
audit is scheduled. A small, effi  cient team 
of three employees was composed so that 
this audit could be effi  ciently prepared and 
potential new points for action for the DG PRE 
authorisation could be swiftly translated into 
objectives after the audit.
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R&D Division (human) Th e R&D Division (human) made use of 2011 
to further expand its structure in line with the 
most effi  cient possible performance of its core 
tasks. Th is resulted in the following entities 
for the division:

• Administrative Staff  Entity responsible 
for the proper receipt and professional 
dispatching of new fi les within the division;

• File Management Entity responsible for 
tasks such as the management of new 
applications and substantial amendments, 
as well as following up the VHP-fi les;

• Compassionate Use & Medical Need 
Programmes Entity;

• Benefi t-Risk Entity.

Key tasks
Th e most important basic task of the division 
is handling fi les relating to authorisations 
for clinical trials and amendments to such 
fi les. Th e fi les are submitted by the sponsors 
of clinical trials: commercial or academic 
sponsors. After reception and validation, the 
fi les are verifi ed and if necessary passed to 
the Assessors Division to evaluate the results 
of the quality aspects and/or non-clinical 
data. After this process, the fi le is closed and 
archived. Th en the decision of the agency is 
communicated to the company/person who 
submitted the fi le.

In addition, fi les for Compassionate Use (CU) 
or Medical Need Programmes (MNP) are 
handled by this division.

Th e division also participates in the 
discussions concerning an important project 
in the context of the Unmet Medical Need 
issue.

Another important task is the handling of 
questions concerning clinical trials or research 
and development received by telephone, 
mail or e-mail at the general address of the 
division: CT.RD@fagg-afmps.be.
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Effi  cient execution of tasks
• With regard to the CTA and CU/MNP 

fi les, the aim is to respect the statutory 
timeframes without compromising 
professionalism. Th e division cooperates 
regularly with the Assessors Division, the 
EC, other European member states and with 
external stakeholders in order to allow the 

CTA in 2011

Month in 2011 01 02 03 04 05 06 07 08 09 10 11 12

CTA submitted
Applications (original) 64 39 47 22 47 41 44 39 36 41 34 42

Substantial amendments
submitted

103 108 209 180 147 122 125 128 122 111 127 114

Applications (original + substantial 
amendments) closed within 
the statutory timeframes

82.8% 86.5% 61.8% 61.8% 95.5% 96.9% 98.3% 97.7% 96.3% 98.1% 94% 96.9%

Questions regarding clinical trials or research and development
Answers to known questions
within two days

100% 100% 100% 97% 100% 93% 100% 100% 89% 100% 96% 100%

Answers to new questions 
within fi ve days

72% 83% 79% 83% 79% 52% 87% 71% 87% 58% 83% 65%

collaboration and completion of the fi les to 
proceed as effi  ciently and harmoniously as 
possible.
Th e R&D Division (human) also regularly 
collaborates with the DG INSPECTION and 
the Vigilance (pharmaco, materio, haemo, 
bio) and Health Products Divisions.

• In the table CTA in 2011, in March and April 
2011, we see a decrease of the percentage 
of fi les (original + amendments) that are 
processed within the timeframes. Th is can 
be explained by the very large number 
of amendments that were submitted in 
February and March 2011 (see the number 
of closed amendments in March and April 

23952_AFMPS_annualreport2011_EN.indd   3323952_AFMPS_annualreport2011_EN.indd   33 10/12/12   17:5910/12/12   17:59



34

fa
m

hp
 –

 A
nn

ua
l R

ep
or

t 2
01

1

2011 which is signifi cantly higher compared 
to other months). Th is massive submission 
resulted in a backlog of amendments. Th is 
situation was resolved by defi ning a new 
algorithm based on risk assessment relating 
to the modifi cation of the original data.

• In 2011, the R&D Division (human) 
received eleven fi les for CU programmes and 
four amendments to CU . Th ere were also 
three additional CU programmes granted 
on an exceptional basis. On the other hand 
the R&D Division (human) received twenty 
fi les for MNP and nine amendments to 
MNP. Most of these cases were completed 
within the statutory timeframes. A pilot 
project including a collaboration with the 
RIZIV-INAMI was an unexpected success. 
Th e fi rst results will soon be known.

• With regard to the frequently asked 
questions, the aim is to provide an answer 
within two days for already known 
questions and within fi ve days for new 
questions.

National and international 
recognition
• For the evaluation of applications for clinical 

trials, the Belgian regulations require the 
distribution of competency between the 
EC and the relevant authorities. In order to 

facilitate this, the famhp aims to ensure that 
communication with the EC is continuously 
improved.

• For several years now, the R&D Division 
(human) has been working on the project 
Interactive website CA – EC. Th is project 
is intended to make the communication 
about clinical trial applications between the 
competent authority (CA, in this case the 
famhp), the Ethics committees (EC) and 
the sponsors of clinical trials in Belgium 
far easier and more transparent. Th e EC 
involved in the processing of the application 
may use this interactive website to indicate 
whether or not they have received a 
complete application. From the start of 
the processing time for the application, at 
the intervals specifi ed in the regulations 
information is exchanged periodically 
between the local EC, the committee that 
provides the single opinion, the famhp 
and the sponsor. In the course of 2011, 
several tests were carried out, initially only 
internally within the famhp, and at a later 
stage, the EC authorised for providing the 
single opinion were involved.

• At national level, a workshop was organised 
on non-commercial clinical trials. Th is 
workshop was intended to create a dialogue 
with the academic world involved in clinical 
trials in order to improve the understanding 

of the guidelines by non-commercial 
sponsors. It is true that certain problems 
stem from the fact that guidelines are 
developed for commercial trials and for 
products intended for the market. Th e 
guidelines do not always take into account 
the objectives of academic research (better 
knowledge of the disease and treatment 
options). Early Phase clinical trials 
(including exploratory trials), and trials 
with Advanced Th erapy Medicinal Products 
(ATMP) are the most frequently discussed. 
In the particular case of early phase trials, 
the introduction of Good Manufacturing 
Practices (GMP) may require a certain 
fl exibility when the standards that permit 
the production and the correct application 
of Investigational Medicinal Product (IMP – 
a medicine for research) are to be respected. 
Th e documentation and monitoring of all 
operations performed must also comply 
with the standards.

• At European level, the R&D Division 
(human) attends the meetings of the ad hoc 
group of the European Commission and 
ensures the secretariat of the CTFG of the 
HMA.

• In the context of the CTFG, the division 
actively participates in the VHP. Th e 
VHP is a pre-submission procedure that 
off ers sponsors the guarantee of a joint 
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and harmonised assessment of their fi les 
for multinational trials by the Member 
States concerned. Th e national submission 
following the VHP is thus a purely 
administrative matter.

Th e main objectives for 2012
• Evaluation of the impact of the revision of 

the Clinical Trials Directive.
• Th is revision is scheduled for mid 2012. Th e 

directive will probably be transposed into 
a regulation. Th e impact of these changes 
on the management of the CTA will be 
monitored, as well as the impact on the 
co-operation between the EU Member States 
for the evaluation of multinational clinical 
trials.

• VHP and the role of the reference Member 
State.

• ATMP. Th ere are still many questions about 
these medicinal products. A follow-up 
workshop on non-commercial clinical trials 
will be organised so as to ensure the follow 
up of the problems inherent to the research 
with ATMP.

• Safety of clinical trials.
• A methodology will be developed for the 

monitoring of the various aspects in the 
area of the safety of clinical trials (e.g. 
SUSAR and Development Safety Update 
Report – DSUR).

Marketing Authorisation 
Division (human)

Th e Marketing Authorisation Division 
(human) is operational since 1 July 2009. 
Currently, the structure and daily operations 
have been optimised in order to be able to 
execute the range of tasks effi  ciently and 
professionally.

Th e organisation of the Marketing 
Authorisation Division (human) is based on 
three entities:

• Th e CP Entity responsible for new MA 
applications via the Centralised Procedure 
(CP), line extensions, variations and 
renewals;

• Th e MRP/DCP/NP Entity responsible for 
the processing of new MA applications 
through the Mutual Recognition Procedure 
(MRP), via the Decentralised Procedure 
(DCP) and the National Procedure (NP);

• Th e Closing Entity responsible for the 
administrative closing of fi les and delivery 
of the MA.

Each entity is led by a coordinator (or 
functional manager) who has been appointed 
in order to ensure the optimal management 
and daily coordination of these entities.
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For the MRP/DCP/NP Entity a File 
Management Coordinator and an 
Administrative Support Coordinator have 
been provided. A monthly staff  meeting of 
the functional managers and a meeting of 
each entity itself ensures the transmission of 
information leading to better coordination 
and communication between the entities 
and the transfer of information between the 
employees.

Key tasks
Th e main responsibility of the Marketing 
Authorisation Division (human) consists of 
the follow-up of MA applications of medicinal 
products for human use. Th is follow-up 
involves the validation, management and 
evaluation phase in order to reach a fi nal 
decision and possibly grant an MA.

Th e main tasks of the Marketing 
Authorisation Division (human):

• Reception and validation of MA 
applications;

• Reception and administrative monitoring of 
Active Substance Master File (ASMF);

• Co-ordination and follow-up of applications 
in function of the deadlines;

• Acting as a link between the pharmaceutical 
industry, national and international bodies 
(such as EMA), assessors (internal and 
external) and partner institutions (such as 
the WIV-ISP);

• Secretariat function of the Evaluation 
commission for medicines for human use;

• Active participation in consultations 
with other competent authorities, such 
as the Co-ordination Group for Mutual 
Recognition and Decentralised Procedures – 
Human (CMDh) and the Belgian Regulatory 
Aff airs Society (BRAS) regarding regulatory 
aff airs;

• Drafting of Public Assessment Reports 
(PAR);

• Administrative closing of fi les and delivery 
of the MA.

In 2011 the agency implemented the concept 
of hospital exemption (HE) for ATMP. Article 
28, second paragraph, of Regulation (EC) No. 
1394/2007 provides that the rules on the MA 
do not apply:
“On medicinal products for advanced 
therapy as defi ned in Regulation (EC) No. 
1394/2007, according to an individual medical 
prescription for a product that has been 
custom-made for an individual patient on a 
non-routine basis according to specifi c quality 
standards and used in the same Member 
State in a hospital, under the exclusive 

professional responsibility of a medical 
practitioner. Approval for the manufacture of 
these products is granted by the competent 
authority of the Member State...”.

Th e aim is to have the concept of HE included 
in the Law on Medicines and to devise a 
procedure for obtaining for it.

In 2011 we contacted the institutions that use 
this type of products. Our intention was to 
inform them and to have them send back to 
us a letter of intent on the product to verify 
whether these products are covered by the 
ATMP-HE.
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Effi  cient execution of tasks
To fulfi l its tasks, the Marketing Authorisation 
Division (human) collaborates with almost all 
other services of the famhp

Th us, various forms of co-operation were 
established:

• Th e Regulatory Offi  ce to clarify legal advice 
or interpretations of (existing) European 
directives between diff erent services and/or 
the Legal Aff airs Division.

• Th e working group ATMP-HE or the 
consultation platform regarding this matter.

• Th e debriefi ngs on the meetings of the 
CHMP, the CMDh and the Pharmacovig-
ilance Working Party (PhVWP) in order 
to improve the scientifi c and regulatory 
expertise.

In 2011, the Marketing Authorisation 
Division (human) developed a number of 
special projects:

• Follow up and closing of MA requests 
within the statutory timeframes. In order 
to be able to report monthly on each type 
of procedure, the monitoring system was 
adapted.

• Th e national phase for the closing of MRP 
and DCP was identifi ed in 2010 as a point 
for action. Together with the Marketing 
Authorisation Division (Variation & 
Renewals) of DG POST authorisation, the 
following actions were taken:
• Self-Checklist for the handling of fi les by 

the pharmaceutical industry;
• Facilitate the review of the documents 

within the Closing Entity;
• Preparation of FAQ for everything to do 

with MA.
• A lot of attention is devoted to keeping 

up-to-date scientifi c and regulatory 
knowledge within our division and acquiring 
solid knowledge of ATMP-HE.

• Th e backlog in the writing of PAR for 
MRP and DCP with Belgium as Reference 
Member State (RMS) has been eliminated.

Increasing national and 
international recognition
• Certain employees of the division gave 

external training sessions on the following 
topics:
• How is a medicinal product authorised 

within the EU?
• MRP and DCP and regulations regarding 

“generic applications”.
• Common Technical Document: Module1: 

Introductory Course.

• In 2011, the target of “Belgium as 
rapporteur on nine fi les for medicines 
for human use authorised via CP” was 
successfully met and even surpassed. We 
received a total of thirteen fi les (four times 
as rapporteur, six as co-rapporteur and 
three in peer review) for review in addition 
to the fi fty which were followed up by the 
CP Entity.

• Unfortunately, the objective of “ten fi les 
for medicinal products for human use 
authorised via MRP or DCP with Belgium 
in the role of RMS” was not achieved. In 
2011, seven fi les with Belgium as RMS 
were submitted. Th e reason for this is the 
last-minute cancellation of the submission 
of fi les by applicants.

• In order to overcome the problem of 
cancellation in the future, together with 
external partners the agency will develop 
a new strategy for fi les for which Belgium 
would act as RMS. Th is is a priority for 
2012.

• Representation of the famhp was provided 
at the level of the CMDh as well as the 
support of the Belgian CHMP members.
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MRP, DCP
Th ere were 538 applications closed for the 
MRP and DCP.

The number of submitted applications 
(IN) and the number of applications 
closed (OUT) for 2011
Applications Total

IN 270

OUT (without variations) 467

Total OUT 538

Note:

• We recorded a decrease in the applications 
(IN) in 2011 compared to 2010.

• Th e total number of applications closed 
(Total OUT) is the number of closed 
fi les without variation and without the 
variations that our division closed which 
were submitted just after the approval of 
the fi les and which therefore had not yet 
been given MA.

CP

The number of submitted applications 
(IN) and the number of applications 
closed (OUT) for 2011
Applications Total

IN 376

OUT 370

Note:

• Th ere is almost no diff erence in the number 
of applications (IN) and (OUT) for 2011.

• We see an increase of 39% for the IN fi les 
between 2010 (271 fi les) and 2011.

Balance of the Marketing 
Authorisation Division (human) 
for 2011
NP
Th ere were 32 applications closed for the NP.

The number of submitted applications 
(IN) and the number of applications 
closed (OUT) for 2011
Applications Total

IN 44

OUT 32
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The number of submitted fi les (IN) by type for 2011
Type procedure IN Total

Full application 10

Line extension 0

Renewal 5

Variation IA 46

Variation IB 31

Notifi cation 21

Grouped variation 8

Grouped variation IA 42

Grouped variation IB 22

Analytical variation (60 days) 24

Analytical variation (90 days) 0

Clinical variation (60 days) 22

Clinical variation (90 days) 4

PAC (Post Approval Commitment) 137

Referral 4

376

The number of applications closed (OUT) per type for 2011
Type procedure OUT Total

Full application 3

Line extension 4

Renewal 11

Variation IA 42

Variation IB 30

Notifi cation 16

Grouped variation 9

Grouped variation IA 43

Grouped variation IB 22

Analytical variation (60 days) 28

Analytical variation (90 days) 0

Clinical variation (60 days) 38

Clinical variation (90 days) 7

PAC (Post Approval Commitment) 116

Referral 1

370
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Th e main objectives for 2012
• Implementation of a procedure for HE is 

planned, in particular drawing up a checklist 
for the substantive requirements for fi les 
and adjusting the regulations.

• An initial analysis of the impact of the new 
pharmacovigilance directive will be realised 
in 2012.

• A thorough update of the information 
from the Marketing Authorisation Division 
(human) on the website of the famhp is 
planned.

Medicines for Veterinary 
Use Division

Th e Medicines for Veterinary Use Division 
has several tasks related to the marketing of 
medicines and medical devices for veterinary 
use. In 2011, the structure of the division was 
further enlarged, resulting in:

• A separate coordination of all fi les 
submitted for clinical trials on medicines for 
veterinary use and for the fi les submitted 
for vaccines through the MRP, DCP and the 
Dutch-language NP.

• Th e entity responsible for the fi les 
submitted as part of the MRP and DCP.

• Th e entity responsible for handling the fi les 
submitted as part of the NP for fi rms on the 
Dutch-language list.

• Th e entity responsible for handling the fi les 
submitted as part of the NP for fi rms on the 
French-language list, the fi les submitted 
as part of the CP and the fi les for medical 
devices for veterinary use.
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Key tasks
Th e main task of the Medicines for Veterinary 
Use Division is, according to the NP, MRP or 
DCP, the validation, management and closing 
of fi les for:

• Applications for MA;
• Analytical and clinical variations;
• Five-yearly renewals (RQ).

Th e division also provides the administrative 
support to the Belgian delegates in the 
Committee for Medicinal Products for 
Veterinary Use (CVMP) in the fi le management 
for the CP.

In addition, the division is responsible 
for the authorisation of clinical trials on 
medicines for veterinary use, medical devices 
for veterinary use and parallel import. Also, 
the division is responsible for ensuring the 
transversality of veterinary issues within 
the agency. Th ere is close co-operation with 
the Evaluation commission for medicines for 
veterinary use by providing administrative 

and logistical support in the realisation of its 
tasks. It is thanks to the conscientious work 
of its staff  that the division was able to meet 
most of its goals for 2011.

Effi  cient execution of tasks
MA applications
In 2011 the division processed various MA 
applications. Th e number of applications to 
obtain an MA more or less stabilised after the 
sharp rise in 2010 (total of 148 in 2010 versus 
136 in 2011).

Analytical and clinical variations
Th e number of type IA, IB and II variations 
submitted by the NP in 2011 decreased 
slightly compared to 2010. Th is contrasts 
sharply with the number of variations 
submitted via the MRP, where there was 
an increase by more than 60% in the fi les 
submitted. Th is increase in the number of 
incoming fi les was followed by an increase in 
the number of closed fi les within the division, 
which amounted to 148 fi les more in 2011 
than in 2010.

Five-yearly renewals (RQ)
Since most products have in the meantime 
undergone their last renewal, the number of 
incoming fi les for RQ has been falling in the 
past three years. In 2011 the Medicines for 
Veterinary Use Division closed far more fi les 
for RQ than it received. In this way, one of the 
objectives, namely a signifi cant reduction of 
the backlog in the RQ, was achieved.

For the NP the backlog was reduced by 66 fi les 
with regard to RQ.
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The number of applications submitted and closed for 2011
IN 2009 OUT 2009 IN 2010 OUT 2010 IN 2011 OUT 2011 Diff erence 

between IN 
and OUT 2011

 NP Type IA & IB variations 695 705 640 664 577 540 37

  Type II variations 121 128 64 121 88 67 21

  Renewals 83 201 35 230 9 75 -66

  MA 17 22 2 15 3 10 -7

  Clinical trials 19 14 19 23 12 10 2

MRP Type IA & IB variations 564 438 652 717 1,090 865 225

  Type II variations 92 112 84 119 113 126 -13

  Renewals 71 57 56 72 44 70 -26

  MA 36 43 26 34 41 42 -1

DCP MA 79 56 120 72 92 89 3

Total   1,777 1,776 1,698 2,067 2,069 1,894 175

Reduction of the backlog
For NP, the corresponding chart shows that 
the historical backlog (national) since the 
creation of the famhp has been virtually 
eliminated.
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Evolution of the number of open fi les for medicines for veterinary use nationally 2007-2011
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Th e implementation of an integrated 
management system
Besides the introduction of a new structure as 
described above, in 2011 within the division 
a system was launched for measuring the 
throughput and the respect of the statutory 
deadlines for the main procedures.

Starting the analysis for the 
implementation of a new document 
management system (DMS)
In 2011, within the division, the functional 
analysis was started for the introduction of a 
central document management system. Th e 
completion of this system is planned for 2013 
and will, in addition to an effi  cient electronic 
archiving of records and documents, also 
allow an overview of the life cycle of a 
medicinal product to be obtained.
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Increasing national and 
international recognition 
• In 2011, members of the division actively 

participated in the various meetings 
concerning veterinary subjects. Th is mainly 
concerns the formal and informal meetings 
of the CVMP and CMDv.

• Th rough its representative, the division also 
took active part in the monthly meetings of 
the CMDv. Th e Borderline Working Group 
within the CMDv was started under the 
chairmanship of the Belgian CMDv member.

• In order to provide better support to the 
Belgian CVMP member a number of support 
tasks for this mandate will henceforth be 
arranged within the division.

• In 2011, Belgium (the famhp) was RMS in 
the context of three MRP and two DCP.

• Th e members of the division were actively 
involved in the publication of the waiting 
times and the FAQ on the famhp website, 
and provided follow-up of the mailbox 
infovet@famhp-afmps.be.

Other realisations of the division
• Processing of applications for authorisations 

for clinical trials of veterinary products.
• Processing of applications for authorisations 

for medical devices for veterinary use.
• Processing of applications for authorisations 

for parallel import.

Th e main objectives for 2012
• Better respecting the statutory deadlines.
• Further implementation of the new 

structure and the integrated management 
system.

• More Belgian recognition at national and 
international level.

• Active monitoring of the discussions 
concerning the revision of the European 
regulation on veterinary medicinal 
products.

• Optimising the functioning of the 
Evaluation commission for medicines for 
veterinary use.

• Active monitoring of the issues related to 
antimicrobial resistance.

Assessors Division
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Organisation
In 2011, it was possible to confi rm the 
organisation chart of the division with the 
selection and appointment of the division 
head, the scientifi c coordinators and other 
managers within the division. In addition, the 
division was reinforced with the recruitment 
of new staff .

Th e division consists of four teams of 
assessors:

• Th e Preclinical and Clinical Veterinary 
Entity where each assessor monitors a 
number of specifi c domains.

• Th e Non-Clinical Entity in which various 
assessors have their own domain of 
expertise such as vaccines, ATMP, 
biosimilars, nanomedicines, early-phase 
clinical trials and paediatrics.

• Th e Clinical Human Entity was signifi cantly 
enhanced in 2011. Within this group 
there are people who specifi cally focus on 
bioequivalence and pharmacokinetics while 
the others concentrate on one or more 
pharmacotherapeutic domains.

• Th e Quality Entity with specifi c specialisa-
tions in biological products, ATMP, chemical 
products and herbal medicines.

Key tasks
Th e main basic task of the division is the 
evaluation of scientifi c data submitted 
in support of applications by external 
stakeholders (e.g. scientifi c advice, clinical 
trials, MA). In order to perform this task 
in a professional and effi  cient manner, it is 
essential to constantly maintain and enhance 
the expertise within the division. In addition, 
systems must also be set up to ensure and 
monitor the quality of the work delivered. Th e 
assessors also represent the famhp within 
most international scientifi c committees and 
working groups. Th e expertise within the 
division, the quality of the work delivered and 
the role within the international scientifi c 
forums all play a role in increasing the 
national and international recognition of the 
famhp.

In 2011, the development circles for staff  were 
also introduced within the Assessors Division.

Effi  cient execution of tasks
• Th e accompanying tables provide an 

overview of the number of assessment 
reports delivered by the assessors in 2011.

• Th e division strives to respect the deadlines 
for the delivery of the assessment for 
the various procedures. Th ere remains 
a backlog in the clinical assessment of 
national MA-related procedures for 
medicinal products for human use. In order 
to address this, a part of the assessment 
has been outsourced on one hand and on 
the other hand the clinical team has been 
signifi cantly reinforced. It was not possible 
to eliminate the backlog in 2011 due to 
the learning period for the new assessors 
and the signifi cant increase in the monthly 
infl ux of new fi les. In addition, a backlog 
also remains with regard to the assessment 
of the renewal of the MA for medicines for 
veterinary use. In the course of 2012, the 
remaining backlog should be eliminated 
entirely.
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• 2011 marked the start of the development 
of an IT system that calculates and 
visualises the eff ective availability of the 
various assessors (including on the basis 
of the various assessment tasks already 
assigned, expected assessment times and 
other assignments). It is important that an 
assessment task is assigned to an assessor 
who has suffi  cient time to be able to deliver 
the report within the deadline. Th is IT 

system will also simplify the reporting and 
replace the monitoring system within the 
division.

• Work continued on the optimisation 
of the quality of the processes and the 
work delivered. As part of a project on 
the optimisation of the quality of the 
assessment, eff orts were devoted to the 
systematic use of standard documents, 
access to the history of the drug, the 

benefi t-risk evaluation and formalisation 
of the peer review systems. In addition, 
the most important processes in which 
the assessors are involved, have been 
documented in SOP. Th is work will be 
continued in 2012.

Number of assessment reports for medicinal products for human use
Quality Non-clinical Clinical BE/PK

First 
round

From the 
second 

round

First 
round

From the 
second 

round

First 
round

From the 
second 

round

First 
round

From the 
second 

round

Total

AMM National new 33 70 13 25 22 20 5 9 197

 National variation & renewal 194 213 146 64 165 131 4 2 919

 MRP & DCP 105 122 36 40 182 111 131 81 808

 CP 53 36 35 23 129 55 9 11 351

Scientifi c advice 53 125 33 0 10 221

Clinical trial 228 22 250 71 46 26 0 0 643

Total 666 463 605 223 577 343 159 103 3,139
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Reinforcement and development of 
the scientifi c expertise
• Th e reinforcement of the Assessors Division, 

the need for which was demonstrated in late 
2009 in an analysis of the qualitative and 
quantitative needs, is largely complete.

• In 2011 specifi c work was devoted to the 
development and embedding of expertise 
in biostatistics, methodology for the design 
of clinical trials and ATMP (cell, gene and 

tissue therapy). For each of these domains, 
an assessor was hired (in collaboration with 
the WIV-ISP). Besides their assessment 
tasks, these assessors are also expected 
to develop the network with external 
assessors. Th ere were also Key Performance 
Indicators (KPI) established for the 
development of these areas of expertise. 
Th e methodology used for the development

of these areas will also be used as a model 
for the further development of other 
domains.

• For the evaluation of the quality data 
for vaccines, the co-operation with the 
assessors of the WIV-ISP (human) and the 
CODA-CERVA (Veterinary) was further 
strengthened.

• All evaluators work on a continuous basis 
to maintain and strengthen their expertise, 
including through participation in courses 
and scientifi c meetings.

Increasing national and 
international recognition
• Th e optimisation of the quality of the 

assessment and further development of 
scientifi c expertise, as discussed above, 
contribute to increasing the national and 
international recognition.

• Th e assessors represent the famhp in four 
of the six scientifi c committees of EMA (i.e. 
CVMP, CAT, Committee on Herbal Medicinal 
Products (HMPC) and PDCO) where they 
play an active role. Th e assessors also 
represent the famhp within a signifi cant 
number of scientifi c working groups at 
national and international level. For some 
of these international groups, this involves 
holding the position of chair, such as for the 
Non-Clinical Working Group of the PDCO 
and the Expert Group on the Application of 

Number of assessment reports for veterinary medicines
 

 

Quality Clinical
First 

round
From the 

second 
round

First 
round

From the 
second 

round

Total

MA National new 7 9 0 8 24

 National variation & renewal 91 84 47 43 265

 MRP & DCP 8 9 32 46 95

 CP 7 2 11 9 29

Scientifi c advice 0 0 1 0 1

MRL (maximal residue limit)* 0 0 9 11 20

Total 113 104 100 117 434

*Maximum Residue Limit or MRL is the maximum permitted concentration of an active substance that determines the 
waiting period that must be respected between administering the medicinal product to the animals and their slaughter 
for consumption.
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the 3Rs in Regulatory Testing of Medicinal 
Products or simply the Expert Group on 
3Rs. In addition, the assessors performed 
roles such as rapporteur for a number of 
guidelines in the Safety Working Party 
(SWP) of the CHMP and in the working 
groups of the HMPC and they coordinated a 
number of activities related to vaccines.*

• Lectures have been given at international 
conferences and there has been 
participation in a number of scientifi c 
publications.

• Various assessors also contribute to the 
recognition of the famhp through the 
education they provide, in collaboration 
with universities, other competent 
authorities, professional associations and 
EMA.

*  Coordination of the CHMP activities is reported 
directly to the Director-General.

Th e main objectives for 2012
• Optimising the exchange of information 

within the division.
• Striving to systematically respect 

the deadlines for assessments and 
implementing systems to support this.

• Further developing and embedding the 
required expertise.

• Further developing systems for the quality 
of the assessment, including the benefi t-risk 
evaluation.

• Actively representing the famhp within the 
international scientifi c committees and 
working groups.

Scientifi c-Technical Advice & 
Knowledge Management Unit 

Th e Scientifi c-Technical Advice & Knowledge 
Management Unit (STA-KM) continued 
work on the optimisation of the STA services 
(scientifi c and/or technical advice) and the 
expansion of the unit within the organisation. 
Th e focus was mainly on the most effi  cient 
implementation of the basic tasks, respecting 
the statutory deadlines for handling requests 
for advice, reviewing the existing STA 
procedures and the STA fees system and a 
clarifi cation of the current STA scope.

23952_AFMPS_annualreport2011_EN.indd   4823952_AFMPS_annualreport2011_EN.indd   48 10/12/12   17:5910/12/12   17:59



49

fam
hp – Annual Report 2011

Th e STA-KM Unit off ers applicants the 
opportunity to request national scientifi c 
and/or technical (e.g. regulatory) advice for 
research into the development of medicines 
for human and veterinary use with an eye to 
possible applications for procedures such as 
clinical trials, MA or variations of existing MA 
for medicinal products. Th e main objective of 
the STA-KM Unit in providing national STA 
to applicants is to promote and facilitate as 
much as possible the development of new 
medicines from a regulatory perspective in 
order to improve the availability of innovative 
medicines for patients.

Th e main basic task of the unit consists 
of ensuring a centralised, effi  cient and 
transparent service that is able to guarantee 
the processing of national STA requests 
within the statutory timeframe. For each 
STA request, in close collaboration with 
the Assessors Division of the DG PRE 
authorisation, the most appropriate internal 
and/or external experts are involved in order 
to provide targeted, high quality advice. In 
this context, absolute confi dentiality must 
be ensured and also, potential confl icts of 
interest (COI) among the experts involved 
must be avoided. To do this, ideally the same 
methodology for COI management should be 
applied as at EMA level.

In addition, the STA-KM Unit is responsible 
for a consistent monitoring of previously 
supplied national and European recom-
mendations, for example via the interface/
representation within groups such as the 
SAWP, and SAWP-V, CAT, CHMP of the EMA. 
Ensuring the consistent implementation of 
prior advice is extremely important in order to 
ensure the quality and consistency of national 
STA of the famhp. In this context, the 
STA-KM Unit also collaborates transversally 
with the various departments and units 
within the famhp.

Currently the STA-KM Unit consists of three 
direct employees responsible for the overall 
and content related coordination of requests 
for advice, fi le management, logistical 
support and the COI management. One of the 
objectives for 2012 is to further strengthen 
the unit in order to be able to continue to 
guarantee a quality service in function of the 
increasing number of national and European 
requests for advice. Obviously, for each STA 
the unit must also engage the services of e.g. 
the Assessors Division.

Scientifi c and Technical Advice 
(STA)
Effi  cient execution of tasks
Tables 1 and 2 give an overview of the number 
of times national and European advice was 
processed in 2011.
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Table 1
  IN OUT

Total number national STA received in 2011 36 30

According to procedure Full STA 32 27

Ad hoc STA 4 3

According to spearhead Vaccines 9 7

Early Phase Development 15 12

Oncology 2 1

According to use Human 33 27

Veterinary 3 3

Table 2
  IN OUT

Total number European SAWP/SAWP-advice received in 2011 75 75

According to procedure Scientifi c Advice 71 71

Qualifi cation procedures and HTA 4 4

According to spearhead Vaccines 3 3

Early Phase Development 3 3

Oncology 28 28

According to use Human (SAWP) 74 74

Veterinary (SAWP-V) 1 1

• In order to most effi  ciently assign the 
assessment tasks to the most suitable 
internal or external assessor and based 
on their fi ndings to formulate clear 
advices, a good co-operation with internal 
stakeholders is essential. Building on 
the initiatives started in 2010, in 2011 
transversal co-operation was further 
reinforced within the famhp. In particular, 
attention was paid to the areas where 
multidisciplinary expertise is required (e.g. 
ATMP).

• A major objective for 2011 was to ensure 
a high quality basic service to external 
stakeholders. In this context, a formal 
SOP was developed for the processing 
of European requests for advice and the 
formalisation of the SOP for national 
requests for advice was largely implemented. 
In addition, an action plan was drawn 
up with a number of potential actions to 
improve the quality of the STA services, the 
advice given and the consistency with advice 
given previously (national or European).
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• Th e further structural development and 
refi nement of the tasks of the STA-KM Unit 
within the new structure of the organisation 
was carried out in 2011 in order to optimise 
the general STA services in a cost eff ective 
manner. Attention was devoted to the 
development of a systematic reporting of 
KPI and the implementation of a time/
cost-reporting system within the STA-KM 
Unit .

• In 2011, in close consultation with external 
stakeholders, a number of actions were 
taken in order to clarify the scope of the 
current STA procedures and to prepare 
a Royal Decree establishing the new, 
future STA procedures, scope and revised 
fees. Here the focus was on facilitating 
joint STA meetings with other medicines 
authorities and joint STA HTA meetings 
with HTA organisations (Health Technology 
Assessment) (mainly to facilitate an early 
authorisation and reimbursement of new 
innovative medicines in areas in which there 
is an urgent medical need).

• After further refi nement and validation, 
in consultation with all stakeholders, 
in 2012 the communication plan of the 
STA-KM Unit will be implemented in order 
to promote the national STA services to 
external stakeholders and to optimise 
the interaction mechanisms with internal 
stakeholders.

Increasing national and international 
recognition
Th rough the creation and initial development 
of the new STA-KM Unit, the fi rst foundations 
were laid for an effi  cient scientifi c and 
technical advisory service at the national 
level. In addition, in 2011 the Belgian 
representation at SAWP level was reinforced 
with a second alternate SAWP member and 
an alternate SAWP-V member. One of the 
Belgian alternate SAWP members was also 
appointed alternate CHMP member, which 
should benefi t the consistency in the scientifi c 
advice provided and in the acquisition of 
expertise.

Development and reinforcement 
of the scientifi c expertise
• In order to be able to provide a targeted 

and high quality STA, the availability 
and adequate input from the appropriate 
scientifi c and/or technical, regulatory 
expertise is essential. In this context, the 
investment in specifi c areas of expertise to 
include in the Assessors Division in 2011 
undoubtedly made a positive contribution 
to the services for national and European 
scientifi c advice. In 2012, the recruitment 
of a medical doctor is planned within the 
STA-KM unit in order to allow for further 
development of expertise and consolidation.

• Th e STA-KM Unit actively contributed 
to the systematic reinforcement and 
completion of the external expertise 
network at the national and European 
level. In this context, in 2011, two joint 
STA meetings were held in collaboration 
with the Dutch authority (or the Medicines 
Evaluation Board – CBG-MEB) and a joint 
STA HTA meeting was organised with the 
experts of the RIZIV-INAMI.

• Once again in 2012, the goal of the 
STA-KM Unit is to set up new strategic 
partnerships and to support initiatives in 
order to enhance the existing partnerships 
and interaction mechanisms with external 
experts, with an eye to aspects such as the 
further development, consolidation and 
dissemination of expertise that is available 
externally.
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Knowledge Management (KM)
A second important basic task of the STA-KM 
Unit consists of the development and support 
of knowledge management within the famhp.

In the framework of the project on Knowledge 
Management for which the Director-General 
of DG PRE authorisation is the sponsor within 
the famhp, a number of pilot initiatives were 
implemented in 2011, building further on the 
initiatives launched in 2010:

Within the Supportive Unit (Administrative 
Support and Management Support of the 
DG PRE authorisation), a methodology was 
developed for the systematic identifi cation of 
training (external training, certifi ed training, 
international deployment) and the recurring 
tasks in which the employees within the DG 
participate. In 2012, work will continue on 
the uniformisation of these methods in the 
famhp.

• Within the DG, the pilot project on 
the central archiving of (scientifi c) 
presentations by staff  was continued after 
internal evaluation. In 2012, potential 
actions will be explored in order to achieve 
the maximum input and output of the 
central archiving of presentations.

• In 2011 within the project on Knowledge 
Management attention was primarily 
focused on the preparation of the start-up 
of the subproject on Senior-Junior 
Knowledge Transfer within DG PRE 
authorisation, designed as a response to the 
most critical and urgent needs regarding 
knowledge loss in the short term. In 
planning this subproject, the focus was 
mainly on the defi nition of criteria for 
the identifi cation of critical knowledge, 
the design of useful methods and tools 
for the consolidation of existing (critical) 
knowledge and knowledge transfer between 
experienced and less experienced employees 
(seniors and juniors). In the second quarter 
of 2012, the pilot phase of this subproject 
should be started within the Assessors 
Division.

• In 2011, a project was formally launched to 
implement a DMS within the famhp. Th is 
DMS should primarily result in an orderly 
and effi  cient document management whilst 
embedding the available information and 
knowledge within the organisation. In this 
context, the coordinator of the STA-KM 
Unit is a member of the DMS project team 
at the level of the entire organisation.

• Th e project Development of a transversal 
IT interface with respect to increasing the 
accessibility of assessment reports for all 
assessors working within the famhp was 

expanded in 2011 to include units such 
as the STA-KM Unit in order to make the 
national and European scientifi c opinions 
electronically accessible to the assessors 
within the DG PRE authorisation. For this 
purpose, the STA database will be opened 
via the transversal IT interface currently 
available on the organisation’s intranet.

In 2012, the project on Knowledge 
Management will focus on:

• Th e start of the subproject Senior-Junior 
Knowledge Transfer within the DG PRE 
authorisation.

• Th e preliminary planning of this subproject 
within the other DGs and the further 
development of the DMS project at the 
famhp level.
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Homeopathic & Herbal 
Medicines Unit

In October 2011, the Homeopathic & 
Herbal Medicines Unit was divided into Co-
ordination Homeo and Co-ordination Herbal 
Medicines.

Key tasks 
Th e role of the Homeopathic & Herbal 
Medicines Unit is the granting and 
monitoring of registrations and MA of 
homeopathic and herbal medicines. Th is unit 
is responsible for evaluating and managing, 
in the broadest sense of the word, fi les for 
the registration and MA of homeopathic 
and herbal medicines and the processing of 
applications for modifi cation of the existing 
registrations and MA. Th ere is collaboration 
with internal and external experts in order to 
ensure the quality, safety and effi  cacy of this 
class of medicines, taking into account the 
specifi c regulations. Th e unit also plays a role 
in providing scientifi c and technical advice 
(STA).

Th e Homeopathic & Herbal Medicines Unit 
coordinates the work and provides the 
secretariat of two independent commissions:

• Th e Evaluation commission for homeopathic 
medicinal products for human and 
veterinary use (HCG-HCM)

• Th e Evaluation commission for traditional 
herbal medicines for human use (CKG-CMP)

Effi  cient execution of tasks
Homeopathic medicines have been on 
the market for many years. Th e regulator 
has taken steps to control this market, 
taking into account the evolution at the 
European level. In Belgium, initially all 
homeopathic medicines on the market in 
2002, were notifi ed in order to prepare their 
registration/authorisation. Approximately 
18,000 homeopathic medicines have been 
notifi ed and the registration or authorisation 
procedure is currently in progress.

Each new homeopathic medicine that is 
not notifi ed must be registered/authorised 
prior to being put on the market according 
to one of the two procedures described in 
the Royal Decree of 14 December 2006, inter 
alia, in Articles 38 and 41. Currently, various 
registration procedures and procedures for 
obtaining an MA are ongoing. Th e HCG-HCM 
plays a crucial role in the processing of these 
fi les.

Th e Homeopathic & Herbal Medicines Unit 
is also responsible for managing fi les for 
herbal medicines, in particular with respect 
to new applications for registration and MA, 
as well as the handling of applications for 
modifi cation of existing registrations and 
MA. A fi le manager and several experts work 
closely with the CKG-CMP for this purpose.
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Increasing national and 
international recognition
An employee of the Homeopathic & Herbal 
Medicines Unit represents the famhp in the 
Homeopathic Medicinal Products Working 
Group (HMPWG) at the European level. Th e 
famhp is also represented at the European 
Directorate for the Quality of Medicines 
& HealthCare (EDQM) in the group 
Homeopathic Manufacturing Methods 
(HMM) by an employee of the unit. Th is 
working group is responsible for preparing 
monographs relating to the methods of 
preparation of homeopathic mother tincture 
primary products, deconcentration and 
related topics.

Balance 2011 – Homeopathic medicines
Module 3 Module 5 Module 4

Assessment of new fi les Complexes 10 15 –

Pharmaceutical forms –

Dilutions –

Unitarians 1 1 –

Publicity fi les – Gentlemen's 
agreement

3 1 –

Answering of questions Complexes 18 3 –

Pharmaceutical forms 15 –

Dilutions 10 –

Unitarians 23 –

Publicity fi les – Gentlemen's 
agreement

6 –

23952_AFMPS_annualreport2011_EN.indd   5423952_AFMPS_annualreport2011_EN.indd   54 10/12/12   17:5910/12/12   17:59



55

fam
hp – Annual Report 2011

Balance 2011 – Herbal medicines
In 2011 57 fi les were closed for herbal 
medicines.

For the fi rst time since the creation of the 
famhp, Belgium was a reference Member State 
in a DCP for a traditional herbal medicine. Th e 
unit played a crucial role.

As an expert in the fi eld of herbal medicines, 
the unit participated in the preparation of 
advice or assessment reports. In this context, 
a representative of the unit participated in the 
meetings of the Mixed Commission. Th e unit 
also provides advice on a daily basis to other 
divisions of the famhp regarding medicinal 
plants and their components in the context 
of questions raised during the processing of 
other fi les.

Th e unit constructively contributes to the 
European policy on herbal medicines through 
the Belgian representatives in the HMPC of 
the EMA and the respective working groups. 
Th e unit also ensures that the link is made 
between the market situation in Belgium and 
the European decisions taken, accompanied 
by the appropriate actions.

Pharmacopeia/API Unit

Key tasks
Th e main tasks of this unit are:

• Contributing to the improvement of the 
quality of pharmacy made and offi  cinal 
preparations;

• Processing applications for authorisations;
• Processing fi les within the activities of the 

European Pharmacopeia Commission.

Effi  cient execution of tasks
Contribute to improving the quality of 
pharmacy made and offi  cinal preparations by:

• Th e provision of the Th erapeutic Magistral 
Formularium (TMF-FTM) for medical 
doctors. In the realisation of this successful 
project, the support from the Medisch 
Farmaceutisch Kwaliteitszorg (MFK or 
Medical Pharmaceutical Quality Assurance), 
an association that promotes the use of 
pharmacy made preparations, has been 
very useful. Th is association brings together 

the representatives of the two major 
professional associations of pharmacists 
in Belgium, APB and OPHACO, and the 
representatives of the manufacturers of raw 
materials. Th e provision of the TMF-FTM 
for medical doctors also allows quality 
pharmacy made preparations to be generally 
available.

• Th e revision of the Royal Decree of 19 
December 1997 to improve the quality of 
the raw materials used by pharmacists. 
Th is project is currently still in progress 
and should ensure a better quality of the 
raw materials available on the market. As a 
result of the revision, every distributor of 
raw materials – who is in compliance with 
the regulations – has obligations including 
a distribution license. Currently this is still 
not always the case.

Processing of applications for authorisation 
within the statutory timeframes:

• Th anks to the constructive and effi  cient 
co-operation between fi rms, experts and 
employees of the unit, the applications were 
processed promptly, with very little backlog.
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Results achieved
State of aff airs as of 31 December 2011 2010 2011

Total number applications for authorisation to be processed in 2011 1,552 100.00% 1,285 100.00%

Total number of authorisations granted in 2011 739 47.62% 663 51.60%

Remaining number of authorisation applications pending on 31 December 2011 813 52.38% 622 48.40%

of which: pending on company level 351 43.17% 303 48.71%

pending on administration level 126 15.50% 115 18.49%

pending on assessors level 1 0.12% 2 0.32%

ready to be granted 335 41.21% 204 32.80%

Increasing national and 
international recognition
• Processing of the fi les related to the 

activities of the European Pharmacopoeia 
within the deadline.

• No backlog whatsoever was found in 
the share of Belgium in the work of the 
European Pharmacopoeia, according to the 
standards prescribed by the Guide for the 
work of the European Pharmacopoeia.

• As planned, in the course of 2011 the 
Pharmacopeia /API Unit fi nalised the 
TMF-FTM project for medical doctors 
(publication and distribution).

• Th e unit concentrated on its legal 
obligations and Belgium’s participation in 
the work of the European Pharmacopoeia, 
and in a broader sense, of the EDQM.

• Th anks to the experience gained through 
the TMF-FTM, Belgium is part of the ad 
hoc Steering Committee of a European 
initiative for the realisation of a European 
formularium with paediatric preparations.

Priorities for 2012
Besides the effi  cient continuation of the 
ongoing tasks, in 2012 extra attention will be 
paid to the following projects:

• Launch of the online availability of the 
TMF-FTM;

• Finalisation and publication of the revision 
of the Royal Decree of 19 December 1997 on 
the control and analysis of the raw materials 
used by pharmacists, and in which a section 
will be devoted to raw materials for limited 
use (previously “orphan raw materials”).
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Directorate-General POST authorisation 
or all activities following approval of the fi rst marketing authorisation 
for a medicine or health product

23952_AFMPS_annualreport2011_EN.indd   5723952_AFMPS_annualreport2011_EN.indd   57 10/12/12   17:5910/12/12   17:59



58

fa
m

hp
 –

 A
nn

ua
l R

ep
or

t 2
01

1

A word from Vanessa Binamé, 
director-general of DG POST 
authorisation

For DG POST authorisation, 2011 was a very 
busy year but also a very successful year.

In the context of the development circles, 
functional and planning meetings were held 
with each of the staff  members of the DG POST 
authorisation. Th e objectives for the performance 

and personal development of each employee were 
determined and accepted. At the end of 2011, 
virtually all of these meetings had been held.

Th e DG POST authorisation collaborated on the 
embedding of an integrated quality system within 
the famhp through its role within the quality 
network of the agency and its contribution to the 
CAF exercise. Th ere were numerous SOP drafted 
and approved. DG POST authorisation also 
prepared for the second BEMA audit announced 
for the year 2012. At the same time, the DG 
continued to work on transposing the directive 
on pharmacovigilance, the campaign on the 
proper use of medicines was launched and a 
Haemovigilance portal was made available to 
nursing homes.

In addition to these major projects, the DG 
maintained the quality and productivity level of 
the basic tasks to standard. Th ere were no less 
than 13,000 fi les with variations and renewals 
closed and 1,620 Periodic Safety Update Reports 
(PSUR) fi les processed. Th e visa applications 
and notifi cations in the context of advertising 
were closed for 100% within the specifi ed 
timeframe. As regards medical devices, the 
DG POST authorisation processed 867 fi les of 
notifi cations and issued 791 export certifi cates. 
Extra attention was also paid to the handling 
of Risk Minimisation Activities fi les (RMA). In 
collaboration with the professional associations 

of the pharmaceutical industry (pharma.be, 
Febelgen and Bachi) an approval procedure was 
drawn up. Th e provision of additional resources 
and the application of this procedure should 
accelerate the assessment of the information 
submitted in the framework of the RMAs.

Finally, 2011 was a year in which we continued 
our collaboration with the patient represent-
atives. Such co-operation should be further 
strengthened in the coming years.

Last but not least I would like to express my 
sincere gratitude to all staff  of the DG POST 
authorisation. Th anks to them once again this 
year, we have been able to meet our goals. I would 
also like to sincerely thank our partners from 
other institutions and industry for their work and 
support throughout the year.

2012 will certainly be another year full of new 
challenges, such as, for example, the eff ect of the 
regulation on pharmacovigilance, the planned 
changes in the context of medical devices and in 
addition, of course, we will need to continue to 
perform our basic tasks with increasing effi  ciency.
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Marketing Authorisation Division (Variations & Renewals)
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Th e main task of the Marketing Authorisation 
Division (Variations & Renewals) is processing 
applications for variations and renewals of 
MA of medicinal products. In the process, 
the fi les pass through diff erent stages: from 
entry of the fi les into our database to the 
assessment of the requested variations to 
administrative closing of the fi les.

Th e Division was split into several units whose 
main tasks break down as follows:

Variations without/with minor impact on 
MA Entity
Th is entity covers all IA/IB variations which 
have little or no impact on the MA, the SPC 
and the patient information leafl et. Th e fi les 
are entered into the database, assessed by our 
staff  and then closed.

Change MAH/Batch Releaser (Marketing 
Authorisation Holder) Entity
Within this entity, the transfer of MAH are 
processed as well as changes in batch releasers

EC Decisions, EU recommends Entity
Within this entity, the simplifi ed procedure 
used for the implementation of the European 
safety recommendations is applied.

Th e Marketing Authorisation Division 
(Variations & Renewals) is also responsible for 
processing applications for parallel import and 
the requests for withdrawals of MA. 

Th e Call Center for MA is embedded within 
this division.

Cluster Entity
Th is entity handles all other variations that 
have a signifi cant impact on the MA, SPC 
and patient information leafl et. Besides 
entering the fi les into the database and their 
assessment and management during the 
evaluation phase, these fi les are administra-
tively closed by sending an adjusted MA to 
the MAH along with the approved SPC and 
patient information leafl et.

Some fi gures for 2011
Entity IN OUT

Variations without/with minor impact on MA Entity 4,055 4,110

Change MAH/Batch Releaser Entity 400 633

EC Decisions, EU recommends Entity 174 123

Cluster Entity 3,970 4,571
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Th ere were also 324 fi les closed due to the 
withdrawal of MA.

Balance of the Marketing 
Authorisation Division 
(Variations & Renewals) 
In 2011, the division focused primarily on 
eliminating the backlog of MA fi les.

In order to meet the expectations of our 
Responsible Minister regarding getting rid of 
this backlog by the end of 2011, on September 
1, 2011 a new project was launched. Th is 
project ran for three months, during which 
time an extra eff ort was required of four of 
our employees. Th is enabled the division to 
process an additional 3,037 fi les, leading to 
the closing of 12,798 fi les. A total of 8,599 
new fi les were received. We can therefore say 
that the objective of the elimination of this 
backlog has been achieved.

Vigilance Division (pharmaco, 
materio, haemo, bio)

Th e Vigilance Division (pharmaco, materio, 
haemo, bio) monitors the safety in use 
of medicines for human and veterinary 
use (pharmacovigilance), medical devices 
(materiovigilance) of blood and labile blood 
products of human origin (haemovigilance) 
and human tissue material (biovigilance). Th is 
responsibility includes gathering information, 
evaluating that information and, if necessary, 
taking appropriate measures.

Th e main tasks of the division are:

• Th e collection and evaluation of:
• individual reports of adverse reactons 

from MAH and healthcare professionals 
(medicines for human and veterinary use);

• PSUR (medicines for human and 
veterinary use);

• annual safety reports on clinical trials 
(ASR) with medicines authorised in 
Belgium (medicines for human use);

• incidents after the use of medical devices;
• information concerning serious adverse 

events and reactions with blood and blood 
components;

• information about serious adverse 
reactions and events with human tissue 
material.
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• Participation in the evaluation of 
applications for fi ve-yearly renewals (RQ) 
(medicines for human and veterinary use).

• Participation in activities relating to 
vigilance in the European context 
(medicines for human and veterinary use).

• Dissemination of information in the 
fi eld of vigilance addressed to healthcare 
professionals and the public.

• Implementation of the measures proposed 
after evaluating the pharmacovigilance data 
(medicines for human and veterinary use).

• Th is is done in collaboration with the 
Marketing Authorisation Division 
(Variations & Renewals) of the DG POST 
authorisation and with the DG PRE 
authorisation.

• Implementation of the measures proposed 
after the evaluation of the data on materio-
vigilance, haemovigilance and biovigilance.

Some fi gures for 2011
We generally see a signifi cant increase in 
the number of vigilance fi les needing to be 
processed. Th e backlog in the processing of 
PSUR could be eliminated and the current 
number of fi les corresponds to the average 
time normally required for the processing of a 
PSUR.

With regard to the backlog of reports to 
be submitted in EudraVigilance (January 
2005-April 2008), all the electronic reports 
created in the course of 2011 have been 
entered, there only remains a backlog for the 
paper reports.
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Some fi gures for 2011
Activity (number applications submitted) 2009 2010 2011 Evolution 

2010-2011

Pharmacovigilance of medicines for human use

PSUR 1,891 1,667 1,700 2.0%

Individual reports of adverse reactions 4,244 4,946 4,601 -7.0%

Pharmacovigilance of medicines for veterinary use

PSUR 294 394 744 88.8%

Individual reports of adverse reactions 134 246 314 27.6%

Materiovigilance

Number of reports 1,038 1,468 1,641 11.8%

Haemovigilance

Number of serious adverse events and reactions 905 911 943 3.5%

Biovigilance

Number of serious adverse reactions and events 8 22 33 50.0%

Backlog EudraVigilance (January 2005-April 2008): evolution of the% reports pending 

Electronic forms 31% 25% 0%

Yellow paper forms 70% 34% 34%
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Balance of the Vigilance Division 
(pharmaco, materio, haemo, bio) 
for the year 2011
Th e actions undertaken in the framework 
of the spearhead PROACTIVE vigilance are 
described in the section of this report devoted 
to spearheads.

• Since February 2011, within the Vigilance 
Division (pharmaco, materio, haemo, bio) a 
new structure has been implemented. Th e 
division is divided into fi ve entities: Human 
PhV/File Management/ADR Entity (Adverse 
Drug Reaction), Human PhV/Evaluation 
Entity, Veterinary PhV Entity, Materiovig-
ilance Entity and Bio- and Haemovigilance 
Entity. Th e daily management of each entity 
is in the hands of the entity manager. Th e 
managers of the entities are responsible for 
the co-ordination with the division head, 
who in turn is assisted by a staff  member.

• In April 2011, a new procedure for 
electronic transfer (E2B format) was 
launched for the specifi c modules of 
EudraVigilance. It concerns the reporting 
of adverse reactions linked to the use 
of medicinal products for human use by 
healthcare professionals falling under the 
national and European regulations to the 
famhp. More information is available about 
this in the section of this Annual Report 
specifi cally dedicated to the subject.

• In October 2011, within the division, a 
new registration system was launched for 
the monitoring of the various activities. 
All employees have access to the tool that 
enables them to better estimate the time 
required for the diff erent tasks.

• Th roughout the entire year 2011, the division 
worked on the implementation of the new 
European directive on pharmacovigilance of 
medicinal products for human use.

• Within the context of Total Quality 
Management, the division divided its 
functions into core processes for pharmaco, 
materio, haemo and biovigilance, and the 
SOP were identifi ed for the formalisation of 
the activities of the core processes. Work was 
also begun on issuing the necessary SOP.

2012 promises to be another busy year, 
which will include all activities related to 
the implementation of the new European 
directive on Pharmacovigilance of medicinal 
products for human use in July 2012, and 
the establishment of working groups for the 
monitoring of implantable medical devices, in 
order to be able to guarantee their traceability 
in the future as well as a better control of the 
sector, with the realisation of the interface 
for working with the European Database on 
Medical Devices (EUDAMED) and with the 
development of several other SOP.
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Health Products Division

Human tissue material 
On 1 December 2009, the law of 19 December 
2008 on the acquisition and use of human 
tissue material for medicinal application 
to humans or scientifi c research, came into 
eff ect. In the meantime, we can look back on 
two full years of experience in that area.

In the course of 2011, 64 applications for 
prolongation of the authorisation were 
submitted by existing institutions, while 
fi ve new institutions submitted applications 
for authorisation. On 31 December 2011 
there were 140 institutions for human tissue 
material in Belgium.

In the past year, after inspection:

• 60 defi nitive authorisations were issued;
• one authorisation was refused;
• an application for authorisation was 

withdrawn at the request of the applicant.

Th e other institutions have been granted 
temporary authorisation until the entry 
into force of a decision concerning their 
application for authorisation or a pending 
defi nitive authorisation.

Th e DG INSPECTION was in part responsible 
for a signifi cant improvement in terms of the 
application of the law and its implementation. 
In 2011 there were 81 inspections (61 MLM, 
twenty blood).

On March 14, 2011 a Ministerial Decree came 
into force amending the Ministerial Decree 
of 14 October 2009 establishing the price of 
human tissue material. Th is decision applies 
to amnion membranes for dermatological 
and ophthalmological use and cortical bone 
powder with osteoinduction capacity.

On 7 November 2011 the Royal Decree was 
promulgated establishing the conditions 
that the banks for human tissue material 
and intermediate structures must satisfy for 
obtaining and storing umbilical cord blood. 

Th is decision introduces aspects such as 
the mandatory typing of all human tissue 
material involved as from 1 February 2012. 
In addition, the decision provides for the 
designation of an operator of the registry 
of umbilical cord blood. Th is procedure is 
currently ongoing. Th e register should be up 
and running on 1 December 2012.

Th e famhp participates in the meetings of the 
working group on cells, tissues and organs 
(eight meetings per year) of the Superior 
Health Council (HGR-CSS). Th e deliberations 
of these working groups are mainly related 
to the good practice, quality and technical 
standards of products of human or animal 
origin.

Blood
In 2011, six authorisations as blood 
transfusion institutions (BI) were extended. 
Th e subsidy for the performance of the 
Nucleic Acid Amplifi cation Tests (NAT) 
and tests for detecting the Human Immu-
nodefi ciency Virus (HIV) and hepatitis C 
virus (HCV) in all of the donated blood was 
extended (RD of December 2011). In 2011, 
the subsidy for 2009 was also closed and 
liquidated; a total amount of €8,306,400 was 
granted to the BI.
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Some fi gures for 2011
Activity IN OUT

Declaring taxes 829  829

Notifi cations for distribution 245 240

Export certifi cates 690 791 

Clinical trials 36  22

Customised manufacturer notifi cations 45 45

Notifi cation class I manufacturers 200 582

Approval in the context of the care plan for diabetes 1 1

On 5 August 2011, the Law of 19 July 2011 
was published amending the Law of 5 July 
1994 on blood and blood products of human 
origin, and to raise the maximum allowable 
age to give blood and blood derivatives. Th e 
law now allows an age limit of up to 70 years 
(until the eve of the 71st birthday) to donate 
blood for regular donors.

Th ere were also four Royal Decrees 
promulgated, including the Royal Decree of 
24 October 2011 amending the Royal Decree 
of 4 April 1996 on the collection, preparation, 
storage and distribution of blood and blood 
products of human origin, which mainly 
involved technical changes.

Th e famhp is represented in the Commission 
and the EDQM on blood and blood 
components.

Th e blood platform met three times in 2011, 
with representatives of the BI.

An overview of the activities of the BI is 
published every year on the website of the 
famhp.

Medical Devices Entity
Achievements in 2011
In 2011 a catch-up operation was carried out 
regarding the backlog in the context of the 
completion of notifi cations for the marketing 
of Class I medical devices and the collection of 
taxes.

Th e Medical Devices Entity also focused on 
the development of a new database in order 
to comply with the European obligation to 
enter the data of each Member State into the 
European database EUDAMED, to become 
operational in May 2012.

Th e entity also followed the European 
activities which should lead to the elaboration 
of a new regulation and participated in the 
development of various European documents 
such as the Manual on Borderline and 
Classifi cation in the Community Regulatory 
Framework for Medical Devices which is 
regularly updated and guidelines published 
in early 2012 such as the guideline on clinical 
post-marketing studies or on the authorised 
representatives.
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Proper Use Division Th e safety and effi  cacy of medicines and 
health products are closely connected to their 
proper use. In order to promote the proper use 
of medicines, it is chiefl y important that both 
health professionals and patients/consumers, 
as well as the organisations involved in 
healthcare can have easy access to objective, 
appropriate and up-to-date information on 
medicines and health products.

Th e Proper Use Division ensures that all 
stakeholders have access to the necessary 
information allowing them to independently 
take the most appropriate decision for a 
rational and safe use of medicines and health 
products.

Th e main tasks of the Proper Use Division are:

• providing information about medicines and 
health products;

• reviewing and approving additional RMA for 
some medicinal products as conditions for 
the granting of an MA;

• in the fi eld of advertising of medicinal 
products: development of standards and, 
in particular regarding advertising for the 

general public, subjecting all advertising 
for medicinal products and information 
broadcast on radio or television to control in 
advance.

Information on medicines and 
medical products
In collaboration with the other divisions of 
the agency and with the technical assistance 
of Fedict, the Proper Use Division ensures the 
maintenance and further development of the 
website of the famhp.

Th e division compiles and disseminates 
relevant information on medicines and 
health products and manages the database 
of medicinal products authorised in Belgium. 
Th is database can be consulted on the website 
of the agency.

Requests for information on medicinal 
products authorised in Belgium can be sent to 
the following e-mail address: 
info.medicines@famhp-afmps.be.

In 2011, 796 requests for information were 
processed for 2,791 diff erent questions.
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Th e Proper Use Division, in co-operation 
with the representative associations of the 
pharmaceutical industry, also provides the 
publication of patient information leafl ets 
and SPC of medicines authorised and on 
the market in Belgium on the website of the 
famhp.

Since 2010 the famhp has also published the 
withdrawal period for veterinary medicinal 
products and since 2011 also the list of 
unavailable, essential medicines.

Th ese information sources are essential tools 
that are used by the services of the famhp, 
the pharmaceutical industry or other national 
or international authorities to help carry out 
their activities, but especially by healthcare 
professionals and patients/consumers who 
in this way can gain access to the basic 
information for proper use of medicines. In 
this context, the Proper Use Division has also 
developed information campaigns for the 
general public

Th us, on 12 September 2011, was launched 
the second media campaign of the famhp: 
“A medicine is not a sweet!” to raise public 
awareness of the proper use of medicines.

Th e message to the public was that a medicine 
will be ineff ective, inappropriate or even 
dangerous if it is used incorrectly, if the advice 
of a medical doctor or pharmacist is not 
obtained and the recommendations on the 
patient information leafl et are not respected. 
Medicines should not be taken carelessly: “A 
medicine is not sweet”.

Th e minisite of the campaign: 
www.eengeneesmiddelisgeensnoepje.be – 
www.unmedicamentnestpasunbonbon.be 
presents twelve essential tips that should help 
citizens to properly use medicines. On the 
site, visitors can also download the campaign 
leafl et, poster and announcement.

Th e campaign had visibility throughout the 
country. For one month, banners on diff erent 
websites, posters and advertisements in 
various newspapers such as Metro invited 
readers and visitors to surf to the campaign 
minisite.

Th e minisite, which remains accessible via a 
banner on the website of the famhp, aims to 
off er a reference for the general public to teach 
people the correct way to handle medicines 
(see “New in 2011”).

Between 12 September and 14 October 2011 
the site was visited 84,336 times.

Application of the Sunset Clause
Th e Sunset Clause was introduced on 1 
April 2010. Under this provision, MA for 
medicinal products that are no longer on the 
market for more than three years, will be 
withdrawn. Th ere is an exemption procedure 
for certain MA that meet specifi c criteria 
that were determined by the famhp. Th is task 
was entrusted to the Proper Use Division 
because the list of medicines eligible for the 
Sunset Clause is compiled from the database 
managed by this division.

Between April 2010 and December 2011 there 
were 919 MA cancelled in accordance with the 
Sunset Clause.
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Notifi cations and visas for 
advertising to the general public
For the rational and safe use of medicines, it is 
also crucial that the information disseminated 
through advertising corresponds to the 
elements that were approved as part of the 
MA of the medicinal product and that they 
encourage rational use of medicines.

Th erefore, any advertising of medicinal 
products for human use intended for the 
general public is fi rst reviewed. For example, 
advertising for radio or television must fi rst 
obtain a visa based on the advice of the 
Commission for the supervision of advertising 
for medicines for human use. Th e famhp must 
be notifi ed of advertising for other media.

In order to verify the quality and relevance 
of the messages broadcast to the public, 
information campaigns on radio and TV on 
human health and human diseases which 
directly or indirectly refer to medicinal 
products, are also subject to prior approval. 
Th is visa is granted by the Responsible 
Minister after consultation with the 
Commission for the supervision of advertising 
for medicines.

Some fi gures for 2011
• Number of notifi cations assessed in the 

context of advertising in 2011: 548
• Number of visa requests for radio-/tv-

advertising: 68
• Number of visa requests for radio/

tv-information campaigns: 3

Additional risk minimisation 
activities (RMA)
Some MA are granted on the condition that 
the authorisation holder develops, in addition 
to the routine information such as the patient 
information leafl et and SPC, additional RMA, 
justifi ed by the Risk Management Plan (RMP) 
of the medinal product in question.

Th ese measures mainly include literature 
or programmes intended for healthcare 
professionals and/or patients. Th e material 
and programmess must be approved by the 
famhp before the medicinal product comes on 
the market.

For this purpose, the Proper Use Division 
published guidelines with recommendations 
in order to reduce the impact of these 
measures on various targeted groups.

Number of RMA fi les processed in 2011: 38
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Directorate-General INSPECTION 
or all inspection and control activities
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A word from Josiane Van der Elst, 
director-general of DG INSPECTION

2011 was a year of crucial momentum for the DG 
INSPECTION. Th e year of targeted decisions on 
a new structure for the DG INSPECTION and a 
new vision on inspections. It was a Point of No 
Return.

Th e new structure was brought more into line 
with the life cycle of an inspection, so that the 
way it is divided corresponds to a logical sequence 
of stages in the process. Th is involves the 
strategic inspection policy, operational inspection 
planning, the performance of inspections, the 
issue of licences and (enforcement of) regulations 
in the case of intentional violation of the 
regulations in the various areas to be inspected. 
A second important criterion used here is the 
“separation of powers” between the divisions. 
Th e third criterion aims to achieve a balance 
between the divisions in terms of capacity and 
functionality.

It was decided to introduce a structure with 
four business divisions, a Staff  Inspection 
Management and Inspection Staff  Strategic 
Policy. Th ese are:

• Th e Industry Division, competent in the fi elds 
of pharmaceuticals, medical devices, human 
tissue material;

• Th e Dispensing Division, competent in 
the areas of retail pharmacies, hospital 
pharmacies, medicinal stocks at veterinarians 
and specially regulated substances;

• Th e Authorisations Division or a new division 
for the delivery of authorisations, certifi cates, 
licences;

• Th e Special Investigation Unit Division, 
responsible for enforcement;

• Th e Staff  Inspection Management, responsible 
for shaping the inspection and control, 
including the development of self-monitoring 
and risk analysis for the various divisions;

• Th e Strategic Staff  DG INSPECTION, where 
the strategic control policy is devised through 
co-operation with all divisions of the DG 
INSPECTION, in interaction with the other 
DG and to which the stakeholders can also be 
invited.

Th e Control Policy Division already announced at 
the time of the creation of the DG INSPECTION, 
therefore will not be given the form of a separate 
division but will henceforth be represented by the 
Staff  Inspection Management and Strategic Staff  
DG INSPECTION. Th e blueprint for this new 
global structure for the DG INSPECTION was 
created in 2011, the concrete implementation will 
start in 2012. We will defi nitely provide further 
information on this in the Annual Report for 
2012.

Th e new DG INSPECTION structure will also 
form part of a new vision of the inspection 
activities whereby the approach of self 
monitoring as a concept has been defi nitively 
taken. Self-monitoring does NOT mean that 
there are no more inspections, on the contrary. 
Inspections will be diff erently oriented and 
based on defects found in the self-monitoring, 
on complaints and there will be more space for 
themed actions that respond to current events. To 
clarify, monitoring will gradually be introduced 
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in all the inspection areas in which the degree of 
monitoring will depend on the specifi c activity. 
As can be understood from the new structure, in 
2011, especially within the DG INSPECTION 
famhp support was sought and found for this 
new style of inspection. In 2012 the concrete 
realisation began in the form, for example, of a 
platform for consultation with the sector.

In 2010 a movement was also started which 
became increasingly clear in 2011: the profi le 
of the classic inspector auditor as executor is no 
longer true. Th e inspectors are all experts in their 
fi eld and as such in 2011 they have signifi cantly 
contributed to answering parliamentary 
questions, to fi les relating to the regulation and 
they have played an active role in consultation 
platforms with the sector. Also the fi le managers 
and administrative staff  are being asked for 
increasing levels of input for certain elements 
of management fi les. Obviously steps are taken 
to ensure that the focus remains on the basic 
task of the inspector/auditor, fi le manager or 
administrative staff  but the movement that is 
afoot is a refl ection of the fact that in the lifecycle 
of an inspection, every link is important and 
management and operational activities have a 
strong interface, otherwise one may lapse into 
“ivory management”.

Th is introduction will be followed by an overview 
of the achievements of the divisions of the DG 
INSPECTION.

If I had to mention a single highlight for each 
division for 2011, then I would come to the 
following:

• Industry Division: the answers to the Joint 
Audit Programme (JAP) audit of 2010 
and the associated introduction of the DG 
INSPECTION/Industry Division quality 
manual, as fi rst division within the agency;

• Dispensing Division: elaboration of the Royal 
Decree on individual medication preparation;

• Dispensing Division / specially regulated 
substances: administrative simplifi cation 
for import and export licenses for medicinal 
products;

• Special Investigation Unit: handling of fraud 
cases concerning medical devices.

If we venture to look ahead to 2012, the following 
fi les stand out:

• Medical devices
• RD “Hospital Pharmacy”
• RD “Substitution Treatments”
• Regulations concerning medicines and health 

products for veterinary use
• Directive concerning Good Distribution 

Practices (GDP)
• Directive concerning Counterfeit
• Administrative simplifi cation
• Telework as a growing reality

As Director-General, I am proud of my team who 
have demonstrated their versatility in joining me 
in moving in a new direction.
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Dispensing Division Inspection of retail pharmacies, 
hospital pharmacies and medicinal 
stocks at veterinarians
In 2011 a team of sixteen inspectors-phar-
macists/veterinarians conducted inspections 
in the retail pharmacies, hospital pharmacies 
and medicinal stocks at veterinarians.

Besides the regular routine checks, there 
were also actions on specifi c themes. In order 
to improve communication about and the 
eff ectiveness of our inspections, with this 
type of action it is customary to always fi rst 
carefully inform subjects about the upcoming 
inspections and any sanctions that might 
ensue.

For example, in 2011 a fi rst themed action 
was conducted at the level of medicinal stocks 
at veterinarians. Th e action related to the 
judicious use by veterinarians of all regulatory 
documents relating to the prescription of 
medicines for veterinay use. At the level of the 
retail pharmacies a similar action took place.

Within the domain of the retail pharmacies 
and hospital pharmacies such targeted actions 
have already been taken for some time. In 
2011 the actions were targeted at areas such 
as compliance with the prescription and 
storage of medicines (e.g. storing insulin and 

vaccines between 2° and 8° C) and compliance 
of the dispensing of veterinary medicinal 
products in accordance with the standard 
prescription models.

Th ere was also a campaign around the 
compliance of the dispensing of prescription 
only medicine, and there were checks on 
the quality of pharmacy made and offi  cinal 
preparations made in the pharmacy.

Another important part of our inspection 
team’s work is the regular collaboration with 
various courts for various fi les relating to 
medicines and health products.

In addition to the actions in the fi eld, the 
inspectors of the Dispensing Division took 
part in numerous meetings with the industry 
and worked on transversal projects with a 
view to revision, editing or enhancement 
of the regulations. Th e draft Royal Decree 
establishing regulations for individual 
medication preparation was started in 2011. 
In particular, the inspectors of hospital 
pharmacies participated actively in the 
discussion group founded in 2011 with 
the purpose of completely rewriting the 
instructions for hospital pharmacists.
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2011 was also marked by an enhanced 
interaction with the representatives of 
the pharmacists and other parties given 
the deadline of 1 January 2012 for the 
introduction of the DMS as imposed in 
the context of the Guide to Good Offi  cinal 
Pharmaceutical Practices and provided by 
the Royal Decree of 21 January 2009 on 
instructions for pharmacists.

Activities of the Precursors Entity
In 2011, the Precursors Entity took part in 
a number of meetings at the international 
level, with the objective of developing an 
electronic system for the exchange of licenses 
for the import and export of narcotics and 
psychotropic substances. Such a system could 
contribute to a further simplifi cation of the 
license for the international legal trade in 
narcotics and psychotropic substances.

At the national level, progress was made in 
the registration of substitution treatments. 
A pragmatic approach was proposed and 
accepted in the short term to arrive at a 
basic registration. Th e fi rst practical steps 
in this project have already started. Th is will 
make it possible at a later stage to achieve 
a comprehensive, real-time registration 
whereby more consideration be given to other 
developments within the eHealth platform. 

In this way, economies of scale can be made 
and double software development and the 
associated costs can be avoided.

Th ere were also a number of substances, 
including some so-called Legal Highs or 
Designer Drugs (psychoactive substances not 
yet regulated), added to the list of controlled 
substances. Th is will make it possible for 
action to be taken against the traffi  cking 
and use of these substances that can pose a 
real danger to Public Health. Th e inventory 
of these substances is a time-consuming 
procedure that requires an adaptation of 
a Royal Decree. As new substances very 
regularly appear the entity also participated 
in meetings with the aim of developing a 
new, more reactive way of working in order to 
combat new psychoactive substances and thus 
to protect the public health.

Some fi gures for 2011
Increases can be observed in nearly all areas.

• Activities Licensing of market participants
In 2011, 94 licenses/registrations (+ 9%) 
were delivered to market participants. 
Each permit issued is subject to extensive 
research beforehand.

• Import/export licensing
• For exports of registered substances, 

408 export licences (+ 37%) were 
delivered. Each application for this is 
accompanied by an extensive investigation 
into the legitimacy of the application and 
the operators concerned.

• For imports of registered substances for 
which a license is required, 29 licenses 
(+ 32%) were delivered. Each application 
for this is accompanied by an extensive 
investigation into the legitimacy of the 
application and the operators.

• Number of Pre Export Notifi cations 
(PEN): 376 (+ 23%).

• Intra-Community trade
Number of prior notifi cations of intra-Com-
munity transactions: 3227 (+ 32%)
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• Offi  cial reports
Th ere were 12 (- 48%) reports drawn up 
concerning alleged infringements in the 
trade in precursors in Cat I in pharmacies.
Infringements input/output: 18 (=)

• Suspicious orders and transactions
• Th ere were 64 (+ 7%) reports of suspicious 

orders and transactions recorded:
 > 26 (+ 13%) reports of regulated precursors 
(=).

 > 38 (+ 3%) reports of unregulated 
precursors ten of which related to gam-
ma-butyrolactone (GBL) (+ 11%).

94 Licences/Registration (activities)
408 Export Licences
29 Import Licences
376 PEN
3,227 Intra-Community transactions0
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Some figures for 2011

408

94 29

376

3,227

Reports of suspicious orders 
and transactions in 2011

38 Unregulated precursors
26 Regulated precursors
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Industry Division Th e tasks of the Industry Division are very 
diverse and extend over diff erent domains.

Th e relevant guidelines or 
regulations are:
GMP/GDP, or the domain of manufacturing 
and wholesale distribution of medicinal 
products
In 2011, the team was reinforced: two 
inspectors began their traineeship and one 
inspector completed his traineeship.

Th e number of inspections has not changed 
signifi cantly as the inspectors have focused 
this year on the introduction of the quality 
system.
Th rough these inspections, 23 new 
authorisations were granted and 171 
amendments to existing authorisations were 
allowed.

A whole series of documents were drawn up in 
the course of these inspections:

• EUDRA certifi cates (certifi cates directly 
entered in the European database Eudra): 
68 certifi cates of compliance. Th ese EUDRA 
certifi cates will gradually take the place 
of the traditional certifi cates and their 

introduction may be an explanation for 
the decrease which had already begun to 
become apparent in 2011.

• Traditional GMP certifi cates: 888.
• Product-specifi c certifi cates (Certifi cate of a 

Pharmaceutical Product – PP): 3,382.

To fi nd a solution for the sometimes long 
waiting period for certifi cates, under the 
coordination DG INSPECTION a working 
group with the industry was established. Th e 
various documents are important for the 
international recognition of our industry, 
especially in export markets.

Th e action taken in response to the reports 
of the Rapid Alert System (RAS) or the 
communication and handling of problems 
due to the quality of manufacture and/or 
distribution of a drug, depend on the risk 
to Public Health. For example, blocking the 
distribution of a medcine or withdrawal of all 
packaging of a batch of medicines.
In 2011, 252 rapid alerts were handled, 55 
of these 252 alerts (or 22%) were due to 
potentially serious problems.
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Medical devices
Th e Industry Division oversees the 
distribution of medical devices in accordance 
with the regulations and through a 
high-quality circuit.

• In 2011 four inspectors joined the team.
• Th e team conducted 89 inspections, 

primarily within the domain of the 
distribution of medical devices.

• For the sake of administrative 
simplifi cation, the delivery of Certifi cates 
for Medical Device (CMDs) was completely 
transferred to the DG POST authorisation.

Good Clinical Practices (GCP)
Th ese are the standards that apply to the 
organisation of clinical trials, the collection of 
data from these trials and the protection of 
the participating patients.

• In the course of the year, a second inspector 
joined the team after completing his 
traineeship.

• Th e inspection policy (founded in 2010 
in collaboration with the R&D Division 
(human) of the DG PRE authorisation) led 
to the realisation of fourteen inspections of 
clients, researchers and phase I units.

Pharmacovigilance
Th e verifi cation relates to the collection and 
treatment of pharmacovigilance data (adverse 
reactions) by MAH.

Th e impact of the new standard for pharma-
covigilance at the European level and its study 
with a view to transposition into Belgian 
regulation demanded a major eff ort on the 
part of the inspection team.

Blood banks and banks for human tissue 
material
In 2011, 121 inspections took place in blood 
transfusion institutions and institutions for 
human tissue material.

In the course of the year the inspectors in the 
training phase completed their traineeships, 
making for a total of four inspectors. In 
addition one new trainee began the training 
process.

Control of advertising and other 
promotional activities for medicines and 
medical devices
In the fi rst half of 2011 the equivalent of 2.5 
full-time inspectors were assigned to this 
fi eld. In the second half of the year this was 
only 1.5 FTE.

Checks are performed on advertising in the 
broad sense (content and design). In 2011 
there were various tasks and controls in the 
areas of:

• follow-up of complaints received (there 
were 128 complaints received through the 
specifi c contact or internally);

• routine checks in specialised and general 
press (197 controls, 13 leading to action);

• routine checks on sponsorship provided 
in the context of scientifi c events with at 
least one overnight stay. In this process, 
the co-operation between the agency and 
the non-profi t Mdeon allowed the most 
problematic situations to be optimally 
identifi ed. In this way, the famhp is able to 
more clearly defi ne its scope.

•  Th ese actions led to a formal report for 
3 of the fi les opened by the famhp on the 
grounds of a suspected lack of a Mdeon visa 
and a warning for 38 fi les. 46 cases were 
classifi ed without result;
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•  routine inspections at pharmaceutical 
companies (fourteen fi rms inspected);

• checking websites for retail pharmacies, in 
collaboration with the Dispensing Division 
(six websites controlled);

• handling of applications for obtaining 
accreditation as manager responsible 
for providing information (31 approvals 
granted);

• in 2011, special attention was paid to fi les 
relating to contributions and benefi ts 
promised or off ered within the fi eld of 
dentistry.

Division Special 
Investigation Unit – 
SOE-USE 

In 2011 the Division Special Investigation 
Unit or the SOE-USE got up to cruising 
speed in the processing of fi les that have to 
do with pharmaceutical crime. Th is mainly 
includes assistance to prosecutors by means 
of marginal notes, offi  cial investigations and 
the handling of postal parcels. Th e Internet is 
a priority issue because of the fragmentation 
and the transnational aspects which make the 
operational approach particularly diffi  cult.

For both the expertise and the management, 
the SOE-USE has become an indispensable 
link in the co-operation with police, customs, 
judiciary, FASFC and other divisions of the 
famhp. Because of the diversity of cases 
and their greatly increased numbers, the 

inspectors of the SOE-USE have to become 
thoroughly profi cient in all aspects of the 
regulation of medicines and health products. 
Only then can they convert an accurate 
assessment into operational steps. Many of 
these are “new” areas such as human tissue 
material and medical devices where the legal 
context in which off enses are committed 
cannot always be unambiguously defi ned.

Because of the many interventions and thanks 
to its product knowledge the SOE-USE is also 
a vital link in the fi ght against doping and the 
many abuses that take place over the Internet. 
Moreover, the “Salduz Act” has also had 
an eff ect in penal terms on the operational 
approach so extra caution must be applied in 
the case of infringements for which one year 
of prison is the penalty.

2011 was also marked by a number of studies 
related to medical devices. Th us, a recall and 
tracing was carried out for PIP breast implants 
in which a French company had used inferior 
quality silicone. Globally, some 300,000 
women have been aff ected by these practices. 
Th ere were also counterfeit Chinese oxygen 
sensors seized in three Belgian hospitals.
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A large study of quota was started and is 
still ongoing. Th e unfair practice whereby 
some pharmacies sell medines to wholesalers 
(reverse trading) or even resell in large 
amounts, can lead to a shortage of medicines 
on the Belgian market. Th ese medicines are 
then sold in other countries at a high mark up.

From 20 to 27 September 2011, 81 countries 
worldwide, including Belgium, took part in 
the action PANGEA IV. Th is involved the 
seizure of 2.7 million units of illegal and other 
counterfeit medicines that were the being sold 
illegally on the Internet. Th is brought renewed 
media attention to this problem.

Th e MediCrime Convention was adopted by 
the Council of Ministers of the Council of 
Europe and was inaugurated in Moscow and 
signed by twelve countries. A working group 
consisting of representatives of the FPS 
Justice and Public Health in Belgium should 
also pave the way for Belgium to sign the 
Convention. Pharmaceutical crime is a highly 
cross-border phenomenon. Th e MediCrime 
Convention devotes two articles to the multi-
disciplinary and multisectoral collaboration 
on this matter at national and international 
level. Th ere is no one-bullet strategy to 
combat phenomena such as counterfeiting, 
forgery and smuggling of authentic drugs. Th e 
development of co-ordinated co-operation 
between police, customs, justice, and food and 

drug authorities is still in its infancy and is 
urgently needed, we if we are to combat the 
international illegal trade over the Internet.

Th e famhp continues to actively participate 
in the meetings of WGEO (Working Group 
Enforcement Offi  cers) and in 2011 once again 
two meetings were held under the presidency 
of Hungary and Poland respectively.

DG INSPECTION - fi gures in 2011
Activity 2007 2008 2009 2010 2011

Number of inspections

retail pharmacies 733 951 932 763 667

hospital pharmacies 89 84 77 78 83

medicinal stocks at veterinarians 54 134 425 569 538

pharmaceutical companies– GMP 69 84 100 91 87

pharmaceutical companies– GDP 68 145 148 158 130
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DG INSPECTION - fi gures in 2011
Activity 2007 2008 2009 2010 2011

Number of offi  cial reports      

retail pharmacy inspectors 86 134 153 201 189

hospital pharmacy inspectors 3 9 12 4 2

pharmaceutical industry inspectors 12 12 9 41* 10

* = all inspection domains combined (fi gures for the previous years refer only to GMP/GDP) 

Narcotics and psychotropic substances, number      

inspections of stock and accounts at manufacturers, wholesalers-distributors, importers and exporters (Fr) 316 297 167 23 197

licence reviews – import (Fr) 318 383 232 194 309

licence reviews –export (Fr) 49 38 26 31 33

inspections of stock and accounts at manufacturers, wholesalers-distributors, importers and exporters (Nl) 212 249 241 249 237

licence reviews – import (Nl) 513 537 539 716 620

licence reviews – export (Nl) 118 87 90 96 86

Number of applications for import/export licences 7,514 7,701 7,402 7,415 7,088

average period for obtaining a licence of this type 5 days 5 days 7 days 8 days 8 days

Number of narcotics forms 600 600 570 596 605

average period for sending of a narcotics form 8 days 8 days 5 days 3 days 5 days

Precursors, number  

activities licences to market participants 88 81 69 86 94

import/export licences – export 200 189 325 295 408

import/export licences – import 11 17 21 22 29

import/export licences – PEN 280 189 308 304 376

import/export licences –intra-community trade 1,224 1,517 3,192 2,282 3,227
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DG INSPECTION - fi gures in 2011
Activity 2007 2008 2009 2010 2011

import/export licences – suspicious orders and transactions 53 52 63 60 64

Hormones and antibiotics, number       

new licences (Nl) 116 98 59 62 56

renewals (Nl) 99 69 39 92 139

extensions of certifi cates (Nl) 119 124 106 165 215

new licences (Fr) 56 52 49 51 61

renewals (Fr) 60 45 36 54 72

extensions of certifi cates (Fr) 39 60 57 46 91

Export, number       

EUDRA-certifi cates 47 68

GMP-certifi cates 1,653 1,481 1,490 933 888

Certifi cates of pharmaceutical products 3,181 2,730 3,283 2,518 3,382

CMD 734 725 657 859 848

other certifi cates (e.g. certifi ed copies, analysis reports) 276 353 357 410 539

export declarations 149 196 196 173 159

declarations of toll manufacturing activity 63 114 104 134 135

RAS of quality, of which 150 141 188 215 252

of Belgian origin  56 81 118 111

from Europe  85 107 97 141

of class 1  46 45 43 55

of class 2  69 116 129 117

of class 3  12 20 28 50
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DG INSPECTION - fi gures in 2011
Activity 2007 2008 2009 2010 2011

Unclassifi ed  8 0 0 0

fraud/counterfeit  6 7 15 30

for medicines for human use  129 163 191 219

for medicines for veterinary use  9 21 18 20

for raw materials  2 4 0 5

ForIMP  1 0 15 8

“14.12.2006” and “30.06.2004” licences, number       

new applications  41 28 23 23

applications for amended licenses  274 154 125 171

Number of applications for variations submitted to the Advisory Commission

urgent applications 24 16 28 23 29

applications processed according to normal procedures 72 114 125 96 89

Commission for the establishment of retail pharmacies, French language chamber, number       

applications 52 48 68 64 48

decisions 55 42 59 52 36

Registry of pharmacies, French language chamber, number       

applications for amendments  437 295 299 441

current applications (monthly average)  117 93 97 120

attestations/authorisations delivered  442 325 308 403

Commission for the establishment of retail pharmacies, Dutch language chamber, number       

new applications 66 59 72 79 78

ministerial decisions 97 92 154 115 77

Registry of pharmacies, Dutch language chamber, number       
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DG INSPECTION - fi gures in 2011
Activity 2007 2008 2009 2010 2011

applications for amendments  – 189 479 710 649

current applications (monthly average)   – 140 124 176

attestations/authorisations delivered   – 445 607 567

SOE-USE       

number of applications: infringements of the Royal Decree of 12 April 1974  – 12 16 – 54

number of applications: other infringements of medicinal product regulations  – 18 39 – 142

warnings – – – – 35

assistance to public prosecutors number of opened fi les  – 101 70 126 53

number of postal packages inspected  – 736 2,392 3,600 1,078

number of transit fi les (Bierset) 165 222

Recognition of pharmacists-clinical biologists       

French language chamber, number

new training plan 10 10 9 7 8

approvals issued 8 7 7 7 5

Dutch language chamber, number

new training plans 7 14 16 10 10

approvals issued 5 6 8 14 14
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Support Services

Pascal Giloteau, 
Coordinator of 
Support Services
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P&O Division

In 2011, the P&O Division emphasised 
the development of the organisation and 
its employees by launching several major 
projects. In addition, the division continued 
working on the installation of the agency 
structure through the organisation of 
promotion procedures for the middle 
management. One of the other priorities this 
year was the recognition of the employees by 
granting higher level functions and project 
bonuses.

Development of the organisation 
and its employees
Development Circles
In May and June 2011 all functional heads 
underwent an internal training on the 
management tool of development circles so 
that the fi rst talks could begin in June 2011. 
In order to optimally inform all employees and 
to allow for exchange with the P&O Division, 
various information sessions were planned, 
internal newsletters were sent to the staff  and 
in addition, all information was collected on 
the intranet.

Internal training
In the second half of the year, the division 
organised several internal training actions 
aimed at a wider audience.

• In this way, the staff  of the level C who were 
registered for a promotion examination 
(twenty registrants), were given a two-day 
training in order to increase their success 
rate. Th e training was very well received by 
the participants.

• Other staff  (nine registrants) who felt 
the need to improve their knowledge of 
scientifi c English, got the chance to register 
for semi-private lessons/lessons in small 
groups. Th ese lessons will start in 2012.

• Knowledge sharing is an important issue for 
the P&O Division. Th erefore, the division 
launched a pilot project on internal training 
provided by employees of the famhp. Two 
staff  members provided basic training 
on the use of the digital agenda. Th e 
co-ordination of the training was provided 
by the P&O Division. All staff  could enrol in 
this course and in total, 65 registered.

Th ese initiatives will be analysed in 2012 and 
expanded if the results prove positive.

Integration process
Brainstorming was done regarding the 
development of a full integration programme 
for new employees. Th e completion and 
implementation of the project is scheduled for 
2012.
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Recognition of employees
Higher function levels and project bonuses
Th ere were eleven senior positions allocated in 
the context of middle management.

Promotion and internal mobility
New procedures were initiated for the 
functions of Head of the Legal Aff airs 
Division, the B&Mc Division, the Assessors 
Division and Logistics. In addition, we can 
mention the promotions to the position of 
assessor (four positions), the internal mobility 
for the functions of inspector (four positions) 
and the co-ordinators for the Assessors 
Division (four positions).

Valorisation of seniority gained in the 
private sector
Th e recognition of the salary seniority is now 
completely fi nished and has been profes-
sionalised based on the useful skills for the 
job. Th e division heads will receive detailed 
training in order to understand this method 
before the fi le is examined in co-operation 
with the P&O Division.

Some fi gures for 2011

Evolution fulltime equivalents (FTE) in 2011
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Breakdown by statute
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B&Mc Division

B&Mc
Th e main tasks of the B&Mc Division are:

• Compiling and monitoring the annual 
budget;

• Recording income and expenditure and 
compiling the annual fi nancial accounts;

• Payment of invoices.

Some budgetary elements
Th e 2011 budget of the famhp, approved by 
Parliament, amounted to EUR 56,616,514 in 
income and EUR 56,616,513 in expenditure.

Th e income includes the government grant 
(EUR 19,010,348), deposited via the FPS 
Public Health, and own income derived 
from the application of various laws and 
regulations. Th is includes income from 
the reserves of the agency, estimated at 
EUR 250,000. Th e famhp was also granted 
permission to maintain fi nancial reserves for 
an amount of EUR 1,700,000.

Distribution of income for 2011
We can report that after the provisional 
closure of the year, the income realised in 
2011 was a total of EUR 55,052,412, without 
taking into account the amount of reserves 
used. Th e amount of EUR 54,053,352 however 
does take this into account (see accompanying 
chart). Th is corresponds to a decline of 2.84% 
in our income in comparison to the budget 
established. Without taking into account the 
amount of fi nancial reserves, in 2011 the 
income was 1.69% higher than estimated.

Th e income realised consists of EUR 
36,036,412 from our own income and 
EUR 19,016,000 from the grant. Our own 
income represents 65% of total revenue (see 
accompanying chart) and the grant, 35%.

In analysing our own income, with the 
exception of fi nancial products (EUR 444,375), 
we fi nd that 31% is derived from retributions 
and 69% from fees for service. Th ese taxes are, 
depending on the applicable legislation and 
regulation, levied according to the number 
of packages of medicines and raw materials 
sold, or on the basis of the turnover generated 
from medical devices. At the level of our own 
income, there is also the special fee from the 
EMA for the reimbursement of the activities of 
the famhp at the European level, amounting to 
EUR 3,682,769. Th ere is also another fee that is 
noteworthy for its intended purpose, since the 
contribution for clinical trials (EUR 1,754,671) 
is not only used to cover the agency’s costs for 
these trials, but also plays a major role in the 
fi nancing of the EC.
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As far as taxes are concerned, it should be 
pointed out that the taxes on packaging, the 
so-called “30 centimes” and “15 centimes “, 
represent an amount of EUR 4,708,095 or 
43% of the taxes. Another important tax is 
the tax levied on packaging, called the “50 
centimes” tax. Th is is good for EUR 4,608,102, 
or 42%. Th is last tax is not used in fi nancing 
the agency but is allocated in its entirety to 
the permanent monitoring of medicines.

Distribution of expenditure for 2011
Th e expenditure for 2011 amounted to EUR 
54,053,352, of which EUR 23,131,679 was 
committed to personnel costs (statutory and 
contractual staff ), corresponding to 42% of 
the expenditure. Another important item of 
expenditure is the payment of the allowance 
for fi nancing NAT blood tests, for an amount 
of EUR 9,529,940, or 18% of the expenditure. 
Two other important expenditure items are 
the costs incurred for control and analysis 
assignments for medicines and expenditure 
in the fi eld of information technology. Th ese 
costs amount to EUR 4,631,375 and EUR 
5,098,383, or 9% of all expenditures.

Registration of transactions and 
accounting principles
Since the establishment of the Agency, 
the B&Mc Division has performed double 
accounting, not only to meet the legal 
requirements, but also to ensure greater 
transparency in the diff erent incoming and 
outgoing fi nancial fl ows. It also results in 
a clearer understanding of the fi nancial 
functioning of the famhp for the various 
stakeholders. All income and expenditure 
are grouped into a single IT system so that 
accounting statements can easily and quickly 
be generated.

For its expenditure for the year 2011 the 
agency counted a total of 4,779 invoices. 
Th ese invoices were checked and after 
approval, they were introduced into the 
accounting system. Th e payment is made 
automatically after double electronic 
signature, within one month, using the 
payment system Isabel.

Th e own income for 2011 concretely includes 
12,107 deposits on eight bank accounts, into 
which specifi c revenues are deposited. Th ese 
include accounts for the receipts of the EMA, 
R&D, medicated feed, taxes on the number of 
packages and an account for various fees.

Once the cash payment is received, this is 
recorded as income and booked in the proper 
revenue category. Th is income is then debited 
from the fee corresponding to each service 
request submitted. Th is was done in 2011 
for the entry of 18,768 virtual sales invoices 
in the computerised records. Th e data are 
encoded manually. Th e information about the 
entries, such as the correspondence of the fees 
and the service requests, is mainly taken from 
the Medicines e-Submission and e-Approval 
System (MeSeA), specifi cally by verifi cation 
of the public inbox payment tracking. Th e 
allocation data not recorded in MeSeA are 
communicated by traditional means using 
administrative forms and fi nancial folders 
from the various agency divisions.
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Some fi gures for 2011

31% Contributions
10% EMA fees
5% Clinical trials fees
54% Other fees

13% Contribution "30 cents & 15 cents"
13% Contribution "50 cents"
5% Other Contributions 18% NAT blood tests subsidy

9% Controle and analysis medicines
9% ICT expenditure 
42% Personnel costs
22% Other expenditure

famhp expenditures 2011 2011 famhp income (excluding grant) 

The famhp’s 2011 budget in euros
Activity Budget Actual
Income    

Grant 19,010,000 19,016,000

Reserves utilised 1,669,576 -999,060

Own income 35,936,938 36,036,412

Total 56,616,514 54,053,352

Expenditure
Salaries and social 
security contributions

26,101,246 23,131,679

Other personnel costs 867,000 975,477

Non-ICT operating costs 15,522,806 15,243,725

ICT operating costs 3,553,312 4,891,772

Non-ICT capital 
expenditure

76,500 74,148

ICT capital expenditure 408,000 206,611

NAT blood test subsidy 10,087,649 9,529,940

Total 56,616,513 54,053,352
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Logistics
Logistics encompasses nine core tasks that can 
be summarised as providing services.

Management of the building
It is actively involved in the Management 
Council of the building Eurostation II within 
which common problems, costs and benefi ts 
related to the building are discussed; one 
employee permanently forms part of the 
reception team on the ground fl oor, there is a 
SPOC for the Archibus reservation system for 
conference rooms and a SPOC for reporting 
technical problems in areas such as air 
conditioning, lifts, lighting and plumbing and 
ensuring the allocation and management of 
access cards for the use of the Q-park parking 
garage and for the management of the access 
badges for the building.

Management of materials and purchasing 
service
Th is includes the purchase and distribution 
of consumables and small offi  ce equipment, 
the purchase and management of investment 
goods such as furniture and copiers and 
specifi c equipment (e.g. mobile telephones, 
GPS, thermometers for inspectors), and it 
also concerns the management of mobile 
telephony including repairs, replacements 
and subscriptions and the provision of metro 
tickets for service contracts.

Logistical support
Th is includes not only the fi rst technical 
assistance in the event of defects but also 
internal relocation and the related installation 
of the offi  ce space and furniture; Logistics also 
takes care of the transport orders for people 
and goods on request of the heads.

Catering
Logistics is responsible for the distribution of 
coff ee, tea and soft drinks at meetings, in the 
kitchenettes and coff ee corners, as well as for 
the management of drinks vending machines, 
sweets vending machines, water fountains and 
coff ee machines, including daily maintenance; 
upon receipt of certain (foreign) delegations, 
the staff  provide customised catering or 
reservation of the VIP room at the restaurant 
of the Social Services non-profi t association.

Reception
Th e employees responsible for the reception of 
visitors on the sixth fl oor also play a role as a 
fi rst point of contact for general information 
and they monitor the conference rooms.

Mailroom
Logistics is responsible for the receipt of 
mail and parcels from courier services, for 
the registration of correspondence and 

documents, for the distribution of letters and 
documents by Directorate-General and the 
departments and for sending outgoing mail.

Archiving of documents
Th e responsibilities include archiving in the 
basement level-T, and in the repository in 
Schaerbeek for older documents; an employee 
is responsible for the continuous monitoring 
of this depot.

Organising events
In consultation with the Event Team (a group 
of volunteers within the famhp) a contribution 
is made to the organisation of various events 
such as the annual famhp-day, the St Nicholas 
Day party and activities on the sidelines of the 
New Year’s reception; for retirement parties, 
the organisation is performed in line with the 
appropriate procedure.

Cleaning Service
Under the supervision of Logistics, the 
external cleaning company EOS condition 
provides daily upkeep of the work 
environment.
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ICT Division

In 2011, the ICT Division continued with 
the autonomisation of the IT infrastructure, 
which was originally hosted by the FPS Public 
Health. Th is was partly made possible by the 
following achievements:

• a data room or a room for the data servers 
in which the fi nishing touches were placed 
on the air and electricity supply;

• new networks (migration of the EMA 
connections to the Shared Services and 
Fedict, new own fi rewalls and a connection 
to the extranet of the Smals);

• new IT systems (migration of basic services 
to the Shared Services (Active Directory 
services for fi les and mail traffi  c);

• Migration of the time registration system 
Pronet.

• For better monitoring, the stock 
management of IT material was digitised 
and integrated into the software solution of 
the Helpdesk.

Th e ICT Division provided, in collaboration 
with the P&O Division, for an optimisation 
of the procedures in the context of staff  
movements within the famhp. Both divisions 
are closely involved in this area and their 
co-operation aims to improve services to the 
staff .

In order to support the need of training, the 
ICT Division established a new training room 
with computers and Internet connections. Th e 
division also tested a more fl exible solution 
for teleconferences and made this available to 
the staff  of the famhp.

For all ICT projects within the famhp, a 
portfolio management has been introduced 
with prioritisation according to the value for 
the agency, the costs, benefi ts, risks and price.

A number of major IT projects, including the 
Capacity Planning Tool, were implemented 
according to the iterative software 
development methods AGILE/Scrum. Th e 
advantage of this method is that interim 
evaluations and adjustments of the results are 
easier, which is also more eff ective.

On behalf of MeSeA we successfully upgraded 
from Filenet version 3.5 to 4.5. Th e support 
for the version 3.5 could no longer be 
provided which is necessary in order to ensure 
the availability of the application. During this 
migration, it was necessary to rewrite a large 
part of the code. After extensive user and 
stress tests the application was put into use 
with minimal impact for the users.

2011 marked the start of the monthly 
provision of a detailed list of the medicinal 
products authorised in Belgium along with 
their composition, for use in their authentic 
source, to the non-profi t association Belgian 
Centre for Pharmacotherapeutic Information 
(BCFI-CBIP).
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Th e necessary technical infrastructure was 
set up in order to make the leafl ets and 
the SPC of authorised and commercialised 
medicines available to the general public. Th e 
information is obtained from MeSeA and, if 
necessary, elsewhere within the famhp.

As part of the co-operation between Member 
States, the famhp granted limited and secure 
access to fi le data on medicines authorised 
in Belgium to the Ministry of Health of the 
Grand Duchy of Luxembourg. Th e partnership 
was launched in 2011 and there is a training 
scheduled in 2012.

Th e application for the authentic source for 
retail pharmacies in Belgium was put into 
pre-production.

A Checker for quality control of the electronic 
submissions of applications for MA for 
medicines for veterinary use was further 
developed by the French Agency Anses and 
incorporated as a reference in the European 
Directive.

Translation Services 
Division

Th e Translation Services Division of the 
famhp is responsible for translating and 
reviewing texts and for providing linguistic 
advice.

Due to the specifi c nature of the Belgian 
federal government, documents primarily 
need to be translated from French to Dutch 
and vice versa. To a lesser extent, translations 
are required to and from English and German.

Th e Translation Services Division works for all 
services of the famhp and translates primarily 
internal and external communications (Vit@, 
Vit@ Express and Flash MeSeA, external 
newsletters @ctua, @ctua EXPRESS, press 
releases, service memoranda, circulars, 
correspondence), texts for the intranet 
and website, draft regulations, answers 

to parliamentary questions, contracts 
and agreements, minutes and reports, 
presentations and lectures.

In the context of the development of a quality 
control system, in addition to its usual tasks, 
this year the Translation Services Division 
also translated a series of SOP prepared by all 
divisions, units, entities and other services of 
the famhp.
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Chief Executive Offi  cer’s services

Communication Division
Th e Communication Division is responsible 
for both the internal and the external 
communication policy, and assumes the role 
of the spokesperson of the famhp.

Since January 2011 the Communication 
Division and the internal Communication 
Working Group within our agency has 
collaborated on the strategic communication 
plan of the famhp. For the strategic part they 
were able to rely on the support of the FPS 
P&O. After an analysis of the external and 
internal communication through an internal 

survey of all employees of the agency (March 
2011) and external focus groups made up 
of members of the three committees of 
the famhp (24.03.2011), via a telephone 
survey of journalists (May 2011), through 
internal focus groups aimed at refi ning the 
results of the internal survey (26.04.2011) 
and via an famhp seminar with colleagues 
who have a key role in the information fl ow 
(24.05.2011), through the formulation of 
the strategic communication objectives, the 
strategic part was completed. Based on all 
the information gathered, a plan was drawn 
up for the rest of 2011 and for 2012 (see 
“New in 2011”).

In addition to the daily activities in 
support of the entire organisation (such 
as the managing the intranet, drafting 
speeches and presentations for the CEO, 
posters and business cards) the staff  of 
the Communication Division were also 
responsible for a number of larger projects.

23952_AFMPS_annualreport2011_EN.indd   9423952_AFMPS_annualreport2011_EN.indd   94 10/12/12   17:5910/12/12   17:59



95

fam
hp – Annual Report 2011

• For the famhp Day 2011 a theme was 
chosen related to “Th e European Year 
of Volunteering”. Th roughout the week, 
initiatives for charity work were organised, 
and on Friday a pleasant gathering was 
held at which all volunteers could exchange 
experiences (see “New in 2011”).

• Th e Communication Division also 
supported the prevention campaign on 
nucleair risks of the FPS Home Aff airs and 
the FANC-AFCN through communication 
actions aimed at the famhp partners (see 
“New in 2011”).

• Th e 2010 Annual Report: “Th e famhp 
moves beyond its Belgian borders. Annual 
Report 2010” was a long time coming but 
is an exceptional report due to the chapter 
devoted to the role of the famhp in the 
Presidency of the Council of the European 
Union for the second half of 2010. Of course 
there were also the two main sections: 
“New” in 2010 and “Results” in 2010 per 
division, or unit, structured according to the 
agency’s organisation chart.

• For the occasion of the agency’s fi fth 
anniversary in 2012, the preparations for a 
new visual identity of the famhp started in 
September 2011.

For 2011, we have observed that 
journalists continue to fi nd their way to 
our Communication Division and more 
specifi cally, to our agency, with a rising trend 
in questions from the press as result. Th e 
larger or recurring themes were:

• Adverse reactions of specifi c medicinal 
products

• Th e quota-system of medicines
• Electronic cigarettes
• Medicines for colds and coughs for children
• Medicines based on domperidone
• Medicines through illegal websites
• Mediator
• New directive on herbal medicines
• Sperm donors, sex selection and designer 

babies
• Sterilisation of medical devices with 

ethylene oxide

Together with the Proper Use Division, on 12 
September 2011 a press conference was held 
for launching our second media campaign: “A 
medicine is not sweet!” (See “New in 2011”).

In 2011 the Communication Division also 
represented the famhp in the communication 
network for the Belgian public services, 
COMMnet of the FPS P&O. At the 
international level, we should mention the 
representation of famhp in the Working 
Group of Communication Professionals 
(WGCP) of the HMA.
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Quality Division 

Th e development of an eff ective quality 
system for the famhp started in 2010. It 
became more concrete in 2011 through the 
creation of a Quality Division within the 
CEOs.

In 2011 the work continued steadily on the 
documents of the quality system. By the end 
of 2011 the famhp had:

• the quality manual of the DG INSPECTION;
• 55 approved SOP;
• fourteen memory aids;
• two work instructions;
• a range of forms and lists associated with 

the relevant documents.

Each of the approved documents was made 
available to staff  in Dutch and French via 
the intranet. By late 2011 more than 100 
documents were in diff erent stages of 
development, and their further processing, 
translation, approval, publication and entry 
into force are planned in the course of 2012.

Furthermore, in 2011 an SOP for handling 
complaints was introduced, including through 
an electronic complaint form on the website 
of the famhp.

Also in 2011, in co-operation with the Bureau 
of Quality of the WIV-ISP, the training of 
employees of the famhp as internal auditors 
was started. After the training, the fi rst 
internal audits were conducted by the 
Industry Division of the DG INSPECTION.

In 2012 the preparation and testing for a new 
electronic document management system, the 
DMS based on FileNet Workplace XT will be 
started. Th e DMS Quality, conceived as a pilot 
project to gain experience with a view to a 
general DMS for all documents of the famhp, 
should be operational in the fi rst half of 2012 
and aims to eliminate the need for paper 
versions of documents by using electronic 
signatures.

Finally, in 2011, preparations were made for 
the implementation of a CAF self-assessment 
and a next benchmarking, namely BEMA III 
in 2012.

Legal Aff airs Division

In 2011, the responsibilities of the Legal 
Aff airs Division of the famhp included:

• Legal advice and information;
• Requests for clemency;
• Disputes:

• Litigation and coordination of the 
elements of the defence;

• Administrative fi nes.
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International Relations Unit 

Th e International Relations Unit is 
responsible for the co-ordination of the 
internal and external fl ow of information 
in national and international contexts, with 
a view to the harmonisation of Belgium’s 
positions on the international level.

2010 was a special year for the International 
Relations Unit due to the preparation and 
co-ordination of the Belgian Presidency of 
the Council of the European Union in the 
second half of the year. After this fascinating 
experience, in 2011 the attention was 
fully focused on the continued effi  cient 
organisation of international relations.

Th us, a complete overview was drawn up 
of all existing international forums within 
the policy areas for which the famhp 
is competent. Th is overview provides 
information on aspects such as the main 
objectives of the international forum, the 

famhp-representation, the meetings for the 
current year and the link to the relevant 
website.

Th ere was also an SOP prepared which 
sets out the rules for the designation as a 
representative, the mandate, the preparation 
and the feedback from the diff erent meetings.

At the level of the Executive Council, it is the 
International Relations Unit which prepares 
the meetings of certain international forums 
such as the Pharmaceutical Committee of 
the European Commission, the HMA and 
EMA Management Board, in particular for 
transversal issues and coordinating activities.

A reporting system was also put in place 
through monthly operational and quarterly 
strategic meetings. Th e purpose of these 
meetings is to allow the transversal exchange 
of the subjects of either operational or 
strategic interest to various international 
representatives and offi  cials of the famhp.

At the international level, we should also 
note the assumption of an active role in the 
further elaboration of the results that may 
be regarded as a success achieved during 
the Belgian Presidency. Th is concerns 
the implementation of the Directive on 

pharmacovigilance and the Directive on 
combating counterfeit medicines. Th e 
unit has also contributed to the platform 
Corporate Responsibility in Pharmaceuticals 
resulting from the Ministerial Conference on 
Innovation and Solidarity (September 2010), 
mainly concerning the topic of ethics and 
transparency.

Program Management 
Offi  ce Co-ordination

In 2011 the PMO Co-ordination focused on 
improving the management of important 
famhp projects including optimally estimating 
the resources required for these projects to 
succeed. Th erefore the PMO scoreboard for 
monitoring the projects and the project fi le 
were revised and a section was added for 
the estimation of the necessary resources. 
Th ere was also an SOP introduced regarding 
project management within the famhp. Th e 
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aim of this special attention to the necessary 
resources is to make the most of the internal 
and external resources in addition to allowing 
greater fl exibility of the staff  in order to bring 
the various projects initiated to a successful 
conclusion. All this should signifi cantly 
improve project implementation.

In 2011 the focus was on the defi nition 
of methods for project planning, resource 
allocation, monitoring of deadlines and the 
progress of the projects. Th e process for 
managing budgets, planning and resources, 
determining the objectives and scope of 
projects and the risks inherent in their 
evolution are major stumbling blocks to which 
attention was paid. After all, projects always 
entail the risk of going over budget or delay. 
Th e PMO Co-ordination seeks a proactive and 
standardised form of project management 
in order to acquire a high level of maturity 
and continuously improve the project 
management at the same time as allowing the 
PMO Co-ordination to further evolve.

Th e SOP regarding project management 
promotes the application of these processes 
by project leaders, sponsors and employees 
with innovative ideas who would like to see 
them converted into a project. Th is SOP is 
a simple tool that outlines the planning, 
management and monitoring of all pro-
ject-related activities and can be used in the 
preparation of implementation reports. Th e 
SOP has been made available to all employees 
through our intranet.

A certain culture in the project management 
is crucial in order to mobilise resources, to 
identify problems and to reduce the confl icts 
inherent to the availability of those resources. 
We must focus on the concept of the shared 
responsibility of all stakeholders and improve 
the mutual interactivity, in particular in the 
fi eld of communication.

Th e PMO Co-ordination should contribute to 
the growth of the famhp by ensuring optimal 
visibility for all current projects and through 
performing analyses that can help the 
managers to make the right choices.

In 2011, we have observed signifi cant 
progress in many projects, thus enabling us 
gradually to reach the goals that we set via the 
business plan of our Chief Executive Offi  cer, 
namely:

• Being recognised at national, European and 
international level;

• Optimally informing the population;
• Developing transversality within the 

organisation;
• Developing partnerships with the healthcare 

sector;
• Transposing and establishing a culture as a 

learning organisation;
• Fulfi lling our basic tasks in a professional 

manner.

Within this context, projects were started in 
areas such as:

• self-monitoring,
• risk management,
• dematerialisation of forms for narcotics,
• realisation of a strategic communication 

plan and a plan for the development of 
international relations,

•  developing a training plan,
• development of an interactive website with 

the EC,
• development of a system of knowledge 

management and optimisation of the 
functioning of the Evaluation commission 
for medicines for human use.
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Of course we also did not lose sight of 
the spearheads ONCOLOGY, VACCINES 
(for human and veterinary use), EARLY 
PHASE DEVELOPMENT and PROACTIVE 
VIGILANCE.

Th e PMO Co-ordination wants to reinforce the 
competencies of the project teams by helping 
to improve the planning and analysis of the 
investments by developing tools for project 
management with a view to the identifi cation, 
classifi cation and application of good practices 
based on the experience that has been gained 
since its establishment in 2008.
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which were unanimously adopted in the Council 
of Ministers. Th e main key elements of these 
conclusions include the priority of reviewing the 
clinical trials directive, a call for co-operation 
between Member States in the assessment of 
relative effi  cacy and the co-ordination of the 
initiatives in order to prioritise research and 
development. At this conference, a platform 
was also launched on corporate responsibility 
in the pharmaceutical industry that focuses on 
three themes: ethics and transparency, access to 
medicines in Europe, and the third world. With 
regard to the regulations, at the end of December 
2011 the pharmacovigilance directive was 
signed and published. For the Falsifi ed Medicines 
Directive, a political agreement was reached at 
fi rst reading. Th is directive includes standards for 
Internet sales of medicines, APIs, GDP-, brokers 
and transit controls, as well as minimum penalty 
measures. For Member States which already 
have some kind of safety certifi cation in place, 
such as Belgium, the directive provides for a 
transition period of six years after establishment 
of the implementation terms. Twenty informal 
meetings were held: HMA and workgroups of 
HMA or EMA with the main results being:

The three Committees of the famhp

Scientifi c Committee
In 2011 the Scientifi c Committee focused 
on various themes: potential confl icts of 
interest of commission members and both 
internal and external experts who provide 
assessments for the famhp, the regulatory 
obligation of the management of the 
information communicated to the outside 
world (transparency of information) and 
the transposition of the new EU directive on 
clinical trials into our national regulation.

Th e Scientifi c Committee also adjusted and 
supplemented its in-house rules with the 
obligation to declare any confl icts of interest 
concerning the cases discussed in the various 
commissions and the need to respect the 
confi dentiality of the discussions and of 
documents provided.

With regard to the declaration on potential 
confl icts of interest, the famhp has adopted 
the rules of the EMA. Th e scientifi c level and 
the independence of the assessments carried 
out by the nationally competent authorities’ 
are then checked by the EMA.

A schedule was also drawn up for managing 
the risks related to the declarations on 
potential confl icts of interest that should 
allow us to identify the members who may 
participate either freely or restrictively in the 

vote or, who rather may not vote. Th e fi les 
are currently under assessment to ensure the 
right balance between confl icts of interest and 
high-quality scientifi c expertise.

In close co-operation with the Legal Aff airs 
Division and building further on what was 
discussed in 2010, the Scientifi c Committee 
examined the documents of the various 
commissions that need to be published on the 
website of the agency.

Consultative Committee
Th e Consultative Committee met two times in 
the course of 2011.

At the fi rst meeting of 2011, an overview of 
the activities and results of the meetings held 
during the Belgian Presidency of the Council 
of the European Union was presented. Th e 
trio-approach of Spain, Belgium and Hungary in 
the pharmaceutical fi eld was primarily focused on 
the safety, quality and rational use of medicines 
as well as access to them, on pharmacovigilance 
and on the fi ght against counterfeiting. Th e 
Ministerial Conference on Innovation and 
Solidarity, organised in collaboration with the 
RIZIV-INAMI, led to important conclusions 
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• fi rst reading agreement on the Directive on 
Falsifi ed Medicinal Products;

• Council conclusions on innovation and 
solidarity

• acceptance of the 2015 HMA strategy;
• establishment of the management committee 

for medical devices;
• agreement on major issues concerning clinical 

trials.

Th ere was also a presentation on the 
regulation of medical devices based on three 
Royal Decrees.

Th e decrees for medical devices (Royal Decree, 
18.3.1999) and active implants fall under the 
jurisdiction of the famhp, the decrees for the in 
vitro diagnostics fall under that of the WIV-ISP. 
Th e verifi cation is done according to the category 
by the famhp, the FPS Economy and/or the 
FANC-AFCN. Within the famhp, the Vigilance 
and Health Products Departments of the DG 
POST authorisation and the Industry Division of 
the DG INSPECTION are involved.

A distinction is made between a medical device, 
an active medical device, an active implantable 
medical device and accessories. Combinations 
are possible. Except those considered as Class 
I medical devices may only be marketed if they 
have obtained a CE conformity label from a 
Notifi ed Body. Th e medical devices made to 

measure and intended for clinical research do 
not have to have a CE conformity label. With 
regard to classifi cation, there are four class rules 
and eighteen classifi cation rules set out in the 
regulations.

Incidents must be reported by all parties involved 
and are registered by the Vigilance Division, in 
the domain of materiovigilance.

Th e Assessment Committee for Medical Devices 
provides advice to the competent minister on the 
classifi cation, clinical trials, the incidents and 
the withdrawal from the market in the event of 
risk to Public Health. Th e DG INSPECTION is 
responsible for monitoring in the fi eld.

At the second meeting, there was a 
presentation on the declaration of interests, 
an important issue both at European level 
(EMA) and at national level for the famhp.

Th e European Regulation No. 726/2004 and 
the laws of 20 July 2006 and 25 March 1964 
create the regulatory framework within which 
the obligations of the famhp on the management 
of confl icts of interest are described. On 7 March 
2011, a Memorandum of Understanding relating 
to confl icts of interest between the famhp and 
EMA was concluded in which the responsibility 
for monitoring compliance with the European 
decisions in the area of confl icts of interest is 

placed within the famhp. Th e confl ict of interest 
statement must be completed, dated and signed 
by all staff  of the famhp, the external experts and 
the members of the commissions and the three 
famhp committees. Th e famhp checks whether 
these persons have a direct or indirect interest in 
a given institution or company whose activities 
fall within the jurisdiction of the famhp, thus 
determines the level of risk and decides whether 
the person may or may not participate in the 
activities of the famhp. Transparency is necessary 
and the statements of confl ict of interest must be 
made public. Th e famhp has a database available 
for this purpose.

Transparency Committee
In 2011 the Transparency Committee met 
seven times. In addition to these plenary 
meetings there were also meetings of working 
groups on the themes of pharmacovigilance, 
expertise and inspection. Th e main points 
for attention from these plenary meetings 
were the monitoring of the 2011 budget, 
the staffi  ng plan and the 2011 recruitment 
table. An opinion was issued on the 2012 
budget, asking the stakeholders to increase 
the fi nancial resources of the famhp so that all 
tasks can be carried out correctly.
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Furthermore, the famhp action plan for 2012 
was presented to the members of the committee. 
Th rough this plan, the famhp aims to:

• achieve the complete installation of the 
organisation including:
• the appointment of the middle 

management,
• the fi nalisation of the organisation chart,
• the full autonomy in terms of the IT 

system,
• the completion of the rearrangement 

of the facilities for an optimal working 
environment,

• the introduction of budget monitoring for 
income and expenditures,

• the eff ective start of a Total Quality 
Management (TQM – for aspects of internal 
control, risk assessment, self-assessment 
and the BEMA audit)

• the priority projects and actions, such as 
pharmacovigilance, strengthening the 
medical devices team, the revision of the 
Royal Decree 1885 and the new directive on 
counterfeit medicines.

Th e political situation in Belgium in 2011 
with a Government of current aff airs, meant 
that the possibility needed to be taken into 
account that the next government might 
change the parameters for the draft budget for 
2012.

Since the summer of 2011, through the 
working groups of the Transparency 
Committee the famhp has given priority to 
three categories:

• fi nding a solution for the mandatory 
decisions (e.g. pharmacovigilance and JAP);

• fi nding a solution for the need for expertise 
(including further development of the 
spearheads and the revision of the directive 
on clinical trials);

• overseeing the proper functioning of the 
famhp (e.g. in the areas of IT and the 
Backlog working group).

On the basis of proposals from the diff erent 
working groups, two recommendations 
on the budget for 2012 were issued to the 
Responsible Minister, with the following 
elements:

• Th e support of the Committee for the 
recruitment of fi ve additional GMP 
inspectors, as required by the JAP 
audit at the end of 2010 and included 
in the corrective action plan of the DG 
INSPECTION.

• Th e increase in the allowable expenditure 
of the famhp in 2012 in order to meet 
the requirements that the new European 
directive on pharmacovigilance imposes on 
the Member States, and which takes eff ect 
in July 2012,.

• An adjustment to the income obtained 
according to the fee for service principle 
(= regular revision downwards or upwards 
of the amounts according to the reality in 
order to cover the additional expenditure for 
the medicine). Th is refers to the DSUR and 
an increase in the fee for scientifi c advice.

• A review by the famhp of the agency/EC 
distribution ratio of the tax on clinical trials 
currently in force;

• Th e improved recovery of the annual sales 
tax is the main funding method for the 
medical devices section.
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The four spearheads of the famhp

ONCOLOGY spearhead
2011 status report and targets for 2012 for 
the ONCOLOGY spearhead with spearhead 
co-ordinator Sonja Beken.

In 2011, the work of the ONCOLOGY 
spearhead concentrated on R&D-related 
activities, particularly applications for clinical 
trials, national and European STA, activities in 
the context of paediatric regulations (national 
and EMA PDCO) and the Unmet Medical 
Need (UMN) – issues.

Specifi c fi gures/events for 2011 include:

• Submission to the famhp of 121 CTA for 
oncology medicines, chiefl y for phase I 
and II clinical trials, including several with 
ATMP.

• Approval of seven applications for CU and 
eight applications for MNP;

• Belgium supplied the co-ordinator for 28 
European oncology STA, many of these 
instances of advice had to do with biosimilar 
medicines, and one with an ATMP;

• At the national level, two full STA were 
processed for cancer medicines. In the 
context of one of them, there was a close 
collaboration with the RIZIV-INAMI.

• Activities in the framework of the paediatric 
regulations:
• Rapporteur Paediatric Investigation Plans: 

two
• Peer review Paediatric Investigation Plans: 

six
• Non-clinical topic leader: eleven
• Art. 45 Regulation N° 1901/2006: one fi le 

as rapporteur.

In terms of contacts with the relevant 
industry, in 2011 a scientifi c meeting was held 
on the subject of biomarkers and personalised 
medicine.

Th e ONCOLOGY spearhead was represented 
at diff erent national and international forums:

• Paediatric Oncology Task Force PDCO – 
EMA: representation by Jacqueline Carleer.

• Interview with Kristof Bonnarens “Role of 
the famhp in academic clinical research” by 
the Flemish League Against Cancer. Th is 
interview is part of an investigation into 
bottlenecks in the clinical research related 
to fi nance, regulation and the organisation 
of clinical trials.

• Paediatric Oncology Workshop (Biotherapy 
Development Association – BDA) London, 
5-6 December 2011: presentation by 
Jacqueline Carleer on the subject of 
Paediatric oncology: handling early 
non-clinical and clinical safety signals.

A continuation of these activities is planned 
for 2012.

Th e co-operation of the ONCOLOGY 
spearhead with the Cancer Centre was 
continued in 2011:

• A proposal for input from the famhp in 
projects of the Cancer Plan 2011-2013, 
together with the budget plan was 
submitted and has been selected for further 
discussion in the steering committee 
(03-29-2012) and the coordination 
platform.

• Eff ective participation of the famhp in the 
steering committee and the co-ordination 
platform of the Cancer Centre.

• Formal proposal (including the 
Memorandum of Understanding) for 
participation of the famhp in the project 
Belgian Society of Medical Oncology) in the 
context of the Cancer Plan.

Th is co-operation will be continued in 2012.
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• International networking is taking shape, 
including:
• the organisation of the WHO 

Benchmarking within the famhp;
• the role of the spearhead co-ordinator 

as observer for EMA/CHMP at the WHO 
SAGE meeting;

• participation in various international 
meetings such as the WHO Malaria vaccine 
meeting, WHO polio vaccine meeting, 
DIA vaccine seminar (chair topic), AVAREF 
Maputo as CHMP/EMA representative.

• Within the famhp, a vaccines working group 
was established under the leadership of 
the spearhead co-ordinator. As it is also 
the intention to build a multidisciplinary 
network around vaccines, the meetings of 
this working group are followed, not only 
through a permanent representation within 
the famhp, but also through a permanent 
representation of a number of sister 
organisations, particularly the WIV-ISP, 
KCE and HGR-CSS. Th e information 
that circulates within this group and the 
outcome of the discussions that take place, 
will also be shared in the future with you 
via the external newsletters of the famhp. 
Obviously, this can only be done for topics 
for which confi dentiality is not an issue. 
Looking ahead towards 2012 the fl ow of 
information will be further supported 
through a web page.

Also in 2011, the co-operation with 
the RIZIV-INAMI was continued and 
expanded, including through participation 
in the activities of the Working Group 
on Immunotherapy for the treatment of 
melanoma and glioma, by participating in 
the expert working group in the framework 
of the MNP Avastin in glioblastoma, through 
co-operation for a famhp STA in the context 
of the UMN problems for the treatment 
of advanced metastatic melanoma. Such 
co-operation will be repeated in 2012, with 
special attention devoted to the issue of UMN.

Th e current activities focused on R&D-related 
activities will also be continued in 2012. 
Th is will involve the fulfi lment of minimum 
requirements for internal expertise. An 
increased involvement in the assessment for 
obtaining an MA via CP of oncology medicines 
is only planned at a later stage, given the need 
for additional internal expertise.

VACCINES spearhead 
VACCINES for human use
2011 can be considered as a successful year 
for the VACCINES spearhead for human use 
within the famhp. Numerous activities were 
fi nalised and implemented by the spearhead 
co-ordinator Pieter Neels.

Th e famhp is pleased to present a number of 
ongoing and completed activities.

• Once again in 2011, the VACCINES 
spearhead took an active role in areas such 
as the activities to grant MA, and the famhp 
actively collaborated on various national 
and European STA about vaccines. It should 
be emphasised here that the famhp worked 
with the Medicines Evaluation Board (the 
Dutch Medicines Agency) for a specifi c fi le, 
which resulted in a fi rst joint STA.

• On an ongoing basis, eff orts are devoted to 
the national networking for the VACCINES 
spearhead and this is manifested by the 
participation of the spearhead co-ordinator 
in, for example, the vaccine symposium at 
the UA, the working group Flemish Health 
Conference under the auspices of Minister 
Jo Van Deurzen and the Federal Health 
Care Knowledge Centre (KCE)/HGR-CSS 
meetings on vaccines.
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• Various scientifi c projects in collaboration 
with a number of national academic centres 
are currently ongoing. Th ese projects seek 
to link information from diff erent databases 
in order to derive scientifi c added value, for 
example, in the case of the eff ects of the 
(Rota) vaccination.

For 2012, there are of course already new 
project proposals under consideration, 
including a proposal for organising an 
international symposium on pregnancy and 
vaccination. Work is also underway on a more 
intensive collaboration with veterinarians 
in the context of empowerment to combat 
zoonoses.

VACCINES for veterinary use
Vaccines for veterinary use is an area in which 
the agency is recognised as playing a pivotal 
role. Th e famhp continued its activities under 
the guidance of a new co-ordinator, Frederic 
Klein, who was appointed on 15 October 
2011.

A number of points, particularly at the 
European level, are worth highlighting:

• the granting of a new co-rapporteurship for 
a CP for an immunological product;

• the rapporteurship for ongoing procedures 
for two vaccines;

• the processing of two analytical variations 
and one clinical variation for which Belgium 
was rapporteur.

At the national level, 173 variations on 
vaccines were processed; in the same period, 
233 new variations were submitted to the 
famhp.

Pharmacovigilance on vaccines revealed an 
abnormal frequency of states of shock after 
administration of a vaccine against bovine 
pneumonia. Because this increase had also 
been observed in other European countries 
such as France and Italy, the vaccine was 

suspended by the European Commission. Th e 
analysis of the causes of the problem indicated 
the presence of endotoxin, which could be a 
possible explanation. Th e Pharmacopoeia also 
needed to be revised on this point, taking into 
account the knowledge available at that time. 
Th erefore, a modifi cation was also requested 
in the European monograph on parenteral 
drugs.

Belgium was also one of the European 
countries in which a new syndrome emerged, 
namely bovine neonatal pancytopenia (BNP), 
which very quickly led to the administration 
of a vaccine against BNP; there were 77 
cases reported. Due to the magnitude of 
the phenomenon, epidemiological and 
fundamental research was carried out in the 
faculties of Ghent and Liège. Th is research 
was geared towards an auto-immune 
mechanism with major histocompatibility 
complex-I (MCH-I). Th e vaccine in question 
was withdrawn from the market by the 
manufacturer after it was suspended by 
the European Commission. Th e necessary 
conclusions from this problem now need to 
be made in order to improve the safety of 
vaccines.
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PROACTIVE VIGILANCE 
spearhead
Th e development of the PROACTIVE 
VIGILANCE spearhead, which focuses on the 
prevention of adverse eff ects and adverse 
reactions associated with the use of medicines 
and health products, was also continued 
in 2011 under the watchful eye of the 
co-ordinator Th ierry Roisin.

Pharmacovigilance of medicines 
for human use 
In the framework of the project Active Phar-
macovigilance of medicinal products for human 
use, in 2011 several actions were carried out:

• Th e distribution to healthcare professionals 
of a brochure on the electronic reporting of 
adverse reactions through www.gelefi che.be.

• Th e organisation of a satisfaction survey 
among users of this online tool. In 2011 
the online system was used by 30% of 
the reporters (accounting for 41% of the 
reports).

• Th e publication of articles and reports in the 
trade press.

Our agency continued its partnership with 
the Veterinary Agrochemical Research Centre 
(CODA-CERVA), the offi  cial medicines control 
laboratory for the monitoring of medicines 
at the time of their commercialisation and 
subsequently. As part of the sampling plan for 
veterinary vaccines based on a risk analysis 
and the assessment of analytical variations, 
two vaccines were analysed.

Th e famhp also organised, in collaboration 
with CODA-CERVA, a routine GMP inspection 
for the renewal of accreditation.
Th e co-ordination committee that regulates 
and evaluates the co-operation between 
the famhp and CODA-CERVA met on two 
occasions in 2011.

In both regulatory and conceptual terms, the 
agency took part in the elaboration of the 
recommendations of the HGR-CSS and the RD 
and MD on the control of Q fever, especially 
through vaccination.

Th e Agency also participates in the activities 
of fi ve working groups of the Sanitary Fund 
of DG Animals-Plants-Foodstuff s of the 
FPS Public Health for discussions on the 
therapeutic agents for the following diseases: 
Infectious Bovine Rhinotracheitis, Bovine 
Viral Diarrhoea, Aujeszky’s disease, Porcine 
reproductive and respiratory syndrome, Blue 
Tongue.

Th e Agency also conducted brainstorming on 
vaccines and their place in the current and 
future therapy and their legal framework.
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Haemo/Biovigilance
• In the area of haemovigilance, the famhp 

further developed an online incident 
reporting system for adverse reactions to 
blood and blood components; this system 
has been operational since April 2011. Users 
quickly adopted the new online system that 
replaces the traditional Word form.

• Since April 2011 on a weekly basis, the 
famhp has published the inventory of 
available blood on its website. Th ese fi gures 
are based on data from the institution 
for blood transfusion on stocks of blood 
units that are available for delivery to the 
hospitals.

• Moreover, since October 2011, on a 
monthly basis, the famhp has published 
on its website the information submitted 
by the institution for blood transfusion on 
stocks of blood units which are supplied 
to hospitals, as well as the distribution 
according to ABO/Rh blood type DC.

• Th e famhp continued its awareness-raising 
actions in the context of haemovigilance 
and collaborated on the publication of an 
article about the recommended indications 
for the administration of polyclonal 
immunoglobulin preparations.

• Th e organisation of six training sessions 
(three per language list) intended for 
medical doctors and pharmacists, devoted 
to pharmacovigilance. During all of these 
sessions the new online reporting system 
was also presented.

• Th e continuation of the awareness 
campaigns in academic centres and 
hospitals and for groups of medical doctors 
and pharmacists.

• Th e publication, since February 2011, of the 
Direct Healthcare Professional Communication 
(DHPC) on the website. Th ese are letters, 
validated by the famhp, sent by the 
pharmaceutical companies to healthcare 
professionals informing them of possible 
risks that may occur during the use of 
certain medicines, as well as of the actions 
or recommendations for keeping these risks 
to a minimum.

Pharmacovigilance of medicines 
for veterinary use 
• Providing support to the knowledge centre 

AMCRA, which was founded in June 2011 
and is responsible for all matters related to 
antibiotic use and resistance in animals. Th e 
famhp supports this non-profi t association 
and funds its operation together with the 
FAVV-AFSCA.

• Th e publication on the famhp website 
of the Annual Reports of the Belgian 
Veterinary Surveillance of Antibiotic 
Consumption (BelVet-SAC). In order to 
reduce the consumption of antibiotics 
for veterinary use and to promote their 
judicious use BelVet-SAC and AMCRA 
closely monitor the consumption fi gures 
for antibiotics and the occurrence of 
antibiotic resistance. In addition they raise 
awareness of this problem among veterinary 
healthcare professionals. Th e famhp actively 
collaborates with these bodies.

• Th e publication of bulletins in the Folia 
veterinaria of the Belgian Centre for Phar-
macotherapeutic Information, non-profi t 
association (BCFI-CBIP).

• Th e publication on its website of Eudralex 
Volume 9B Guidelines on Pharmacovigilance 
of medicines for veterinary use, launched in 
November 2011.

Materiovigilance
In the area of materiovigilance, the famhp 
took initiatives to develop an interface 
enabling the EUDAMED database to be used. 
In order to comply with the decision of the 
European Commission, this system needs to 
be operational in 2012.
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aims to play a co-ordinating role in the fi eld 
of monitoring of these studies. In the course 
of 2011, the study applications submitted 
could be evaluated on the basis of existing 
International Conference on Harmonisation 
(ICH) guidelines. Th ere is perhaps no 
immediate need for new regulations 
therefore. Studies with combinations of 
new products in Belgium were inventoried 
so that future monitoring will be possible. 
A common position of the CTFG group was 
developed in 2011 and published on the 
CTFG website.

• For early phase development, scientifi c 
advice is very important because, especially 
when it comes to innovative medicines, 
there may still be remaining questions. 
Th e available knowledge about the product 
and its functional mechanisms should 
be suffi  cient to start studies in humans. 
What exactly is required is not always clear, 
especially when no guidelines exist or the 
existing guidelines are not fully applicable. 
Th e ability to request STA on this was fully 
implemented within the famhp in 2011. 
Th e procedures and timelines that should 
be respected for the provision of scientifi c 
advice, were defi ned. In 2011, these 
timelines were also respected and wherever 
possible advice on early phase research was 
provided even faster than the statutory 

EARLY PHASE DEVELOPMENT 
spearhead 
Realisations involving the EARLY PHASE 
DEVELOPMENT spearhead in 2011 under 
the leadership of the spearhead co-ordinator 
Walter Janssens.

Within this spearhead the famhp aims to 
maintain early phase research, which has a 
prominent place within the clinical trials in 
Belgium as a whole, at the current standard 
and facilitate it where possible.

Th e main achievements for 2011 are as 
follows.

• Conducting GMP inspections as 
described in the Circular 567 in order to 
ensure suffi  ciently fl exible and realistic 
implementation of GMP in early phase 
research. Th e Phase I units who want to do 
research under the conditions described in 
the aforementioned Circular were visited by 
the inspectors. As stated in the Circular, the 
results will be assessed internally in order to 
be able to propose an approach based on the 
practical reality.

• In the early phase clinical trial we noticed 
a number of studies on two products that 
are not yet licensed and which it is hoped 
will have a greater therapeutic eff ect with 
fewer toxic adverse reactions. Via the CTFG, 
the industry in question already indicated 
to the European authorities that more 
developments with two products will be 
likely in the future. Th e U.S. Food and Drug 
Administration (FDA) recently published, 
for discussion, a preliminary version of 
a directive on the development of two or 
more medicines that are not yet on the 
market. Th ese are signals that indicate 
an expected increase of studies involving 
the combination of two products in early 
development. Within the CTFG the famhp 
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processing time. Since the opportunity to 
request STA was created and since the ICH 
M3 guideline now defi nes the requirements 
in non clinical terms for conducting 
exploratory studies, the existing Belgian 
directive to support exploratory studies was 
reworked in 2011, and published on the 
website of the famhp in early 2012.

• In recent years, medicines based on cells 
and genetic techniques have made their 
appearance. Th ese ATMP are new and 
experience still needs to be gained in their 
use. In order to be able to rely on the widest 
possible expertise, European collaboration 
is needed. For the studies with products 
that are in an early phase of research, this 
European involvement was concretised by 
more closely involving the representatives 
of the famhp in the CAT evaluation process 
of the EEA.

• An eff ort was made in 2012 to launch a 
dialogue with academic researchers. In 
this way, the famhp hopes to facilitate 
innovation in these centres, to respond to 
questions about the study and development 
of medicines within the academic sector, 
and make the necessary regulatory 
requirements better known and more 
accepted. A workshop was organised in 
the autumn of 2011 for this purpose. Th is 
paved the way for better interaction with 

the academic sector, the how and why of 
our regulations, which must also be placed 
within a European context were clarifi ed 
and a number of concerns and questions 
were expressed that we will further 
follow-up in the future. Th e workshop 
also addressed the ATMP, where academic 
researchers can make a major contribution.

• Of course, the smooth processing of 
applications for clinical trials remains 
a primary concern of the famhp. Th e 
timelines for processing such applications 
were generally respected, for all studies, 
including studies with products in an 
early phase of development. In order to 
broaden the expertise in the management 
of the applications and to better ensure 
the continuity of the processing of these 
applications, the involvement of the various 
evaluators in the processing of the studies 
was increased.

• Th e famhp received a visit from a 
representative of the Malaysian drug 
authority in order to study our methods 
and thoughts about early phase medicine 
research.

• Of course, in 2011 there was participation 
in various national and international 
conferences, including a webinar on Early 
phase studies for diabetes, Symposium 
Exploratory Clinical Development World 

Europe 2011 in London, the 12th Annual 
Phase 1 Clinical Trials in London, Informa 
Life Sciences 4th Annual, Animal models for 
therapeutic research 2011, Berlin, Safety 
pharmacology in early phase and link to later 
development in Innsbruck and Innovation in 
Phase I Clinical Development in Verona.

109
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DG INSPECTION
Regarding harmonisation of inspection 
and control activities, and the fi ght against 
pharmaceutical crime, the staff  of the DG 
INSPECTION present at the international 
fora bringing together various international 
medicinal products authorities. 

International representation

DG PRE authorisation
Th e DG PRE authorisation plays an important 
role in the encouragement of innovation, the 
evaluation of clinical trials, and the processing 
of applications for MA and amendments 
to existing MA for medicines for human 
and veterinary use. Th e evaluation of MA 
issued by the famhp usually takes place via a 
European procedure. European directives and 
guidelines are used even in purely national 
procedures. It is extremely important for the 
DG PRE authorisation to closely follow up on 
the changes and evolution in the regulation 
and to ensure a pertinent active contribution 
to the relevant discussions that take place at 
European level. Th e DG PRE authorisation is 
therefore also permanently represented in a 
number of European committees and working 
groups. European evaluation tasks, e.g. as 
rapporteur for the CP or as a coordinator 
in the European STA procedure, can only 
be acquired and effi  ciently performed if we 
are present in the relevant committees and 
working groups. 

DG POST authorisation
Th e DG POST authorisation is in turn 
represented in various European committees 
and working groups engaged in the area 
of vigilance and proper use of medicines 
and health products. By means of this 
participation we remain informed at all times 
of the developments taking place in relation 
to medicines, medical devices, blood, cells and 
tissues. Belgium’s know-how is shared with 
our European colleagues, and consultation 
ensures better harmonisation. 
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On the following pages you will fi nd an overview of the internal 
staff  members who represent the agency in the most frequently 
meeting international committees, working groups and other 
platforms.

Pharmacovigilance Working Party – PWP Jean-Michel Dogné (DG POST authorisation)

Safety Working Party – SWP 
(Standing Working Party)

Sonja Beken (DG PRE authorisation)
Karen De Smet (DG PRE authorisation)

Scientifi c Advice Working Party – SAWP 
(Standing Working Party)

Walter Janssens (DG PRE authorisation)

Similar Biological (Biosimilar) Medicinal 
Products Working Party – BMWP 
(Temporary Working Party)

Karen De Smet (DG PRE authorisation)

Vaccine Working Party – VWP 
(Temporary Working Party)

Karen De Smet (DG PRE authorisation)
Pieter Neels (DG PRE authorisation)

CVMP Working parties
Effi  cacy Working Party – EWP-V (Standing 
Working Party)

Sandy Vermout (DG PRE authorisation)

Pharmacovigilance Working Party – PhVWP-V 
(Standing Working Party)

Lionel Laurier (DG POST authorisation)

Working Group on Quality Review of 
documents – (human + veterinary) 
(Associated groups) (Standing Working Party)

Dries Minne (DG PRE authorisation)
Francoise Mosselmans (DG POST authorisation)

EMA and its Working groups
EudraCT Kristof Bonnarens (DG PRE authorisation)

Erik Everaert (DG PRE authorisation)
Pieter Vankeerberghen (Ss)

EudraGMP Pieter Vankeerberghen (Ss)

EudraLink Nicolas Leroy (Ss)

Eudranet Nicolas Leroy (Ss)

EMA Management Board (EMA MB)
Xavier De Cuyper, Chief Executive Offi  cer
Greet Musch (DG PRE authorisation)

EMA Committees
Committee for Advanced Therapies – CAT Claire Beuneu (DG PRE authorisation)

Belaïd Sekkali (DG PRE authorisation)

Committee for Medicinal Products for Human 
Use – CHMP

Laurence De Fays (DG PRE authorisation)
Christophe Focke (DG PRE authorisation)
Pieter Neels (DG PRE authorisation)
Walter Janssens (DG PRE authorisation)

Committee for Medicinal Products for 
Veterinary Use – CVMP

Bruno Urbain (DG PRE authorisation)
Frédéric Klein (DG PRE authorisation)

Committee for Orphan Medicinal Products 
– COMP

André Lhoir (CEOs)

Committee on Herbal Medicinal Products 
– HMPC

Heidi Neef (DG PRE authorisation)
Wim Vervaet (DG PRE authorisation)

Paediatric Committee – PDCO Jacqueline Carleer (DG PRE authorisation)

CHMP/CVMP Working Parties
Joint CHMP/CVMP Quality Working Party – 
QWP (Standing Working Party)

Katrien Van Landuyt (DG PRE authorisation)

Joint CVMP/CHMP ad hoc Working Group on 
the application of the 3Rs (Replacement, 
Reduction and Refi nement) in the development 
of medicinal products (Temporary working 
party)

Sonja Beken (DG PRE authorisation)

CHMP Working Parties
Biologics Working Party – BWP (Standing 
Working Party)

Alan Fauconnier (DG PRE authorisation)

CEOs:  Services of the Chief 
Executive Offi  cer

Ss: Support Services
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EudraPharm Marie-Louise Bouffi  oux (DG POST 
authorisation)
Godefroid Wokala Libambu (Ss)

EudraVigilance Margriet Gabriels (DG POST authorisation)
Nicolas Leroy (Ss)

EudraVigilance Veterinary Frédéric Klein (DG POST authorisation)
Lionel Laurier (DG POST authorisation)
Nicolas Leroy (Ss)

Eurs Pieter Vankeerberghen (Ss)

GCP Inspectors Working Group Dominique Delforge (DG INSPECTION)
Sarah T’Kindt (DG INSPECTION)

GMP/GDP Inspectors Working Group Josiane Van der Elst (DG INSPECTION)
Karin Froidbise (DG INSPECTION)
Cathérine Planchon (DG INSPECTION)
Wim Van Linden (DG INSPECTION)

(Invented) Name Review Group – NRG 
(Associated groups) (Standing Working Party)

Vanessa Binamé (DG POST authorisation)

Pharmacovigilance Inspectors Working Group 
– PhV IWG

Nele Matthĳ s (DG INSPECTION)
Christophe Debruyne (DG INSPECTION)

Process Analytical Technology Team – PAT 
Team

Catherine Planchon (DG INSPECTION)
Wim Van Linden (DG INSPECTION)

Task Force Resources in MRP-DCP – HMA/
EMA Transparency Group – Virtual Advertising 
Network

Alain Denis (DG INSPECTION)

EU Telematics Controlled Terms – EUTCT Pieter Vankeerberghen (Ss)

TIGes Pieter Vankeerberghen (Ss)

Working Group on Quality Review of 
Documents (human + veterinary) (Associated 
groups)(Standing working party)

Dries Minne (DG PRE authorisation)
Françoise Mosselmans (DG POST authorisation)

HMPC Working party
Quality Drafting Group – DG Q (Temporary 
Working Party)

Heidi Neef (DG PRE authorisation)

PDCO Working party
Non-Clinical Working Group Jacqueline Carleer (DG PRE authorisation)

HMA and its Working groups
HMA/EMA Training Project Team – Working 
Group implementation of the AMR Revised 
Action Plan

Greet Musch (DG PRE authorisation)

HMA Management Group – HMA-MG Xavier De Cuyper, Chief Executive Offi  cer
Els Geeraerts (CEOs)

Clinical Trials Facilitation Group – CTFG Greet Musch (DG PRE authorisation)
Kristof Bonnarens (DG PRE authorisation)

Co-ordination Group for Mutual Recognition 
and Decentralised Procedures – Human 
– CMDh

Sophie Colyn (DG PRE authorisation)

  Co-ordination Group for Mutual Recognition 
and Decentralised Procedures – Veterinary 
– CMDv

Valerie Van Merris (DG PRE authorisation)

EMACOLEX Steven Hippe (CEOs)

Focus Group on Improvement of Veterinary 
Medicines Legislation

Greet Musch (DG PRE autorisation)

Heads of Medicines Agencies – HMA Xavier De Cuyper, Administrateur général

Homeopathic Medicinal Products Working 
Group – HMPWG

Marie-Anne Mouyart (DG PRE autorisation)

Telematics Support Group Magali Durieux (Ss)
Pieter Vankeerberghen (Ss)

Working Group of Communication 
Professionals – WGCP

Ann Eeckhout (CEOs)

Working Group of Enforcement Offi  cers – 
WGEO

Roy Vancauwenberghe (DG INSPECTION)

Working Group of Quality Managers (WGQM) Robert Delattin (CEOs)
Josiane Van der Elst (DG INSPECTION)

Council of Europe
Committee of Experts on the Classifi cation 
of Medicines as Regards their Supply – 
CD-P-PH/PHO

Marie-Louise Bouffi  oux (DG POST 
authorisation)
Eline Vanderbiest (DG POST authorisation)

European Committee on Blood 
Transfusion – CD-P-TS

Walter Bontez (DG POST authorisation)
Ludo Muylle (DG POST authorisation)

European Committee on Organ 
Transplantation – CD-P-TO

Ludo Muylle (DG POST authorisation)

European Committee on Pharmaceuticals 
and Pharmaceutical Care – CD-P-PH

Josiane Van der Elst (DG INSPECTION)

Committee of Experts on minimising the public 
health risks posed by counterfeiting of medical 
products and related crimes – CD-P-PH/CMED

Roy Vancauwenberghe (DG INSPECTION)

CEOs:  Services of the Chief 
Executive Offi  cer

Ss: Support Services
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Committee of Experts on quality and safety 
standards in pharmaceutical practices and 
Pharmaceutical Care – CD-P-PH/PC

Tom Brusselmans (DG INSPECTION)

European Pharmacopeia Commission Katrien Van Landuyt (DG PRE authorisation)

Pompidou Group Dirk Mergan (DG INSPECTION)
Bernard Vandenbosch (DG INSPECTION)

Council of European Ministers
Horizontal Drugs Group – HDG Bernard Vandenbosch (DG INSPECTION)

Working Party on Pharmaceuticals and 
Medical Devices

Els Geeraerts (CEOs)

European Commission
Ad-hoc Group on Clinical Trials Greet Musch (DG PRE authorisation)

Central Management Committee – CMC Vanessa Binamé (DG POST authorisation)

Competent Authorities for Medical Devices 
(CAMD)

Vanessa Binamé (DG POST authorisation)

Drug Precursor Committee (Brussels) Dirk Mergan (DG INSPECTION)

Electronic Labelling Working Group Frédérique Meulders (DG POST authorisation)

Eudamed Working Group Damien Lambot (DG POST authorisation)
Frédérique Meulders (DG POST authorisation)
Philippe Scohy (Ss)

Eudranet Nicolas Leroy (Ss)

Medical Devices Expert Group on Borderline 
and Classifi cation

Frédérique Meulders (DG POST authorisation)

Meeting of the Competent Authorities for 
blood and blood components

Ludo Muylle (DG POST authorisation)

Competent Authorities for 
TISSUES AND CELLS

Ludo Muylle (DG POST authorisation)
Josiane Van der Elst (DG INSPECTION)

Medical Devices EXPERT Group – MDEG Frédérique Meulders (DG POST authorisation)

Notice to Applicants – NTA Sophie Colyn (DG PRE authorisation)
Anicet Ndayabandi (DG PRE autorisation)

Pharmaceutical Committee – human Els Geeraerts (CEOs)
Wim Penninckx (DG PRE authorisation)

Pharmaceutical Committee – veterinary Els Geeraerts (CEOs)
Greet Musch (DG PRE authorisation)

Process on Corporate Responsibility in the 
fi eld of Pharmaceuticals

Els Geeraerts (CEOs)

Regulatory Committee on quality and safety 
of blood

Ludo Muylle (DG POST authorisation)

Regulatory Committee on Tissues and Cells Ludo Muylle (DG POST authorisation)

Standing Committee – human Els Geeraerts (CEOs)
Greet Musch (DG PRE authorisation)

Standing Committee – veterinary Els Geeraerts (CEOs)
Greet Musch (DG PRE authorisation)

Transparency Committee Els Geeraerts (CEOs)

TSE/BSE Working Group Frédérique Meulders (DG POST authorisation)

Vigilance Working Group (Materiovigilance) Damien Lambot (DG POST authorisation)
Sebastien Vanackere (DG POST authorisation)

Working Group on coding of tissues and cells Ludo Muylle (DG POST authorisation)

PIC/s
PIC/s Committee Karin Froidbise (DG INSPECTION)

Josiane Van der Elst (DG INSPECTION)

UNO
Commission on Narcotic Drugs – CND Bernard Vandenbosch (DG INSPECTION)

International Narcotics Control Board – INCB Bernard Vandenbosch (DG INSPECTION)

WHO
International Medical Products Anti-
Counterfeiting Taskforce (IMPACT)

Roy Vancauwenberghe (DG INSPECTION)
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National representation 
Commissions and consultation platforms of the famhp in 2011

various bodies, the house rules, composition, 
meeting calendar, agendas and reports. Th e 
development of this project is one of the 
priorities for the year 2012.

Th e famhp-representation
In order to optimally perform the mandate 
of the famhp, the agency calls upon diff erent 
bodies: the famhp-commissions, the national 
consultation platforms with other public 
services, institutions and stakeholders and 

the famhp representatives in national and 
international commissions, committees and 
working groups.

Th e chart below shows the commissions and 
consultation platforms with other public 
services, institutions and stakeholders across 
the three pillars or DGs of the agency. Th is 
breakdown is based on task distribution; for 
a number of commissions and platforms, all 
activities are co-ordinated from a single pillar.

With a view to increasing the transparency 
and providing information to the general 
public, the pharmaceutical industry and 
institutions involved in Public Health, 
there was in the course of 2011 a working 
group established in order to determine 
which information about the operation 
of the various commissions within the 
famhp should be made public and how. 
Th is concerns information related to the 
regulatory framework and the mission of the 

DG PRE authorisation DG POST authorisation DG INSPECTION
famhp Commissions

Advisory Commission
Commission for the supervision of advertising 

for medicines for human use
Commission for the approval of institutions assigning 

preliminary approvals for scientifi c events
Evaluation commission for medicines for veterinary use

Evaluation commission for medicines for human use
Evaluation commission for homeopathic medicines for human and veterinary use

Evaluation commission for traditional herbal medicines for human use
Commission for the recognition of 

pharmacists-clinical biologists
Evaluation commission for medical devices

Pharmacopoeia commission
Mixed Commission (human + veterinary sections)

Commission for the establishment of retail pharmacies 
and chambers of appeal (for applications in French and for 

applications in Dutch)
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Consultation platforms with famhp-stakeholders
General assembly of the EBMPracticeNET 

non-profi t association
Advisory committee haemovigilance – FPS Public Health

Clinical Trial Task Force (CTTF) with the Ethics Committees
Consultation platform for electronic prescription 

of medical feed
Consultation platform Medical Devices

Consultation platform Human tissue material
Consultation platform with APB and OPHACO
Consultation platform Hospital Pharmacists

Patient platform
Board of Directors of the BCFI-CBIP

Technical Consultation Platform Registration – TOR
HUM TOR – JOINT TOR – VET TOR, with pharma.be, FeBelGen and Bachi

Working group Blood with HGR-CSS

National consultation platforms with public services and institutions 
AMCRA Steering Committee with FAVV-AFSCA and BAPBCOC

BAPCOC (with FPS Public Health)
Consultation platform with FAVV-AFSCA 

DGO-SCM Guidance Committee 
(with APB and OPHACO)

RECIP-E Guidance Committee 
(electronic prescription in the outpatient sector)

Guidance Committee of the network of Medical Pharmaceutical Committees – FPS Public Health, 
General Directorate of healthcare institutions

Mdeon Board of Management
Belgian Biosafety Advisory Council (ARB) – WIV-ISP

Advisory Committee on Biocides (CAB) Advisory Committee on Biocides (CAB)
Commission animal by-products (CoABP) with the FAVV-AFSCA

Professional Ethics Committee (with FPS Public Health – 
DG Animals-Plants-Foodstuff s)

Fund Rare Diseases and Orphan Drugs – 
King Baudouin Foundation

Interdepartmental committee of experts on blood, organs, cells, tissues and embryos 
(with FPS Public Health, KCE, RIZIV-INAMI and WIV-ISP)

Interdepartmental network on “information society services” 
(with FPS Economy)

Interdepartmental Commission for Fraud Prevention 
Coordination in the economic sectors – ICCF-CICF

Interdepartmental coordination unit for food safety control 
(ICVV-CICSA) – College of Principal Public Prosecutors 
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Inter DG drugs (with FPS Public Health and RIZIV-INAMI)

Multidisciplinary fraud prevention unit for the safety of 
the food chain (MFVV) – CMSA – FAVV-AFSCA, FPS Economy, 

FPS Finance and the federal criminal police

Multidisciplinary Hormone Unit – FAVV-AFSCA, 
FPS Finance and the federal criminal police

Non-availability of medicines (with RIZIV-INAMI)

Consultation platform Infl uenza 
(in co-operation with external partners)

Consultation platform on Potassium iodide tablets campaign 
(with FPS Interior Aff airs) (ad-hoc)

Consultation platform pandemic fl u – Belgian Army and WIV-ISP 
(ad-hoc)

Consultation platform Internal Control – Internal Audit

Consultation platform with CODA-CERVA Consultation platform with CODA-CERVA

Consultation platform with e-Health

Consultation platform with FANC-AFCN

Consultation platform with FAVV-AFSCA

Consultation platform with famhp – SOE-USE) – FAVV-AFSCA 
(NOE)

Consultation platform with FAVV-AFSCA, FPS Public Health and 
Public Health Minister’s offi  ce (veterinary)

Consultation platform with FAVV-AFSCA, FPS Public Health and 
Public Health Minister’s offi  ce (veterinary)

Consultation platform with FPS Economy

Consultation platform with WIV-ISP

Consultation platform of the Precursors Entity with Customs, 
Federal Police and Justice (FEDLAND)

Consultation platform meeting NVGV – OPHACO

Provincial medical commissions 
(with FPS Public Health)

Strategic unit /RIZIV-INAMI

Steering committee on authentic sources for medicines –
RIZIV-INAMI, BCFI-CBIP, eHealth

Technical Council for Implants – RIZIV-INAMI

Technical Council for Radioisotopes – FANC-AFCN, RIZIV-INAMI

Therapeutic Magisterial Form – TMF-FTM

VETCONSULT – FAVV-AFSCA, FPS Public Health, association of veterinarians, Dierengezondheidszorg Vlaanderen (DGZ) and Arsia

Working Group on blood of the Superior Health Council
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Various other consultation platforms are based within the CEOs or the Ss.

External consultation platforms based within the CEOs (national)
Advisory committee Recip-e with the RIZIV-INAMI (also with APB and OPHACO) RIZIV-INAMI see DG INSPECTION

Guidance Committee eHealth FPS Public Health - eHealth

College OIP College OIP

Fund Rare Diseases and Orphan Drugs King Baudouin Foundation see DG PRE authorisation

Consultation platform Internal Control see DG INSPECTION

Board of Directors of the KCE KCE

External consultation platforms based within Ss (national)
FED 20 OIP

Forum of B&Mc-directors FPS Budget

Network Internal Control FPS Budget

Network of certifi cation holders Selor

Network of selection directors Selor

Network Diversity FPS P&O

Network Competency management and development circles FPS P&O

Network OIP – P&O- directors FAVV-AFSCA

Network Personnel and welfare FPS P&O

Network Taxonomy FPS P&O

Working Group bees – FAVV-AFSCA, FPS Public Health, 
association of beekeepers, Dierengezondheidszorg Vlaanderen 

(DGZ) and Arsia

Working Group cells, tissue and organs of the Superior Health Council

Working Group Varroase – FAVV-AFSCA, FPS Public Health, 
veterinarians’ associations, Dierengezondheidszorg Vlaanderen 

(DGZ) and Arsia
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Legal context of the famhp

Regulations governing organisation, 
functioning and activities of the famhp: visit 
www.fagg.be – www.afmps.be.

New regulatory issues: laws, Royal Decrees 
(RD), Ministerial Decrees (MD) and circulars 
published in 2011.

Laws published in 2011
In 2011, no new laws governing organisation, 
functioning and activities of the famhp were 
published.

Royal Decrees published in 2011
RD of 7 November 2011 laying down the 
conditions with which the banks for human 
tissue materials and intermediate structures 
must comply in the context of the acquisition 
and storage of umbilical cord blood.

Ministerial Decrees published 
in 2011
MD of 2 December 2011 on the recognition 
of institutions and centres for the collection, 
preparation, storage and distribution of blood 
and labile blood products of human origin.

MD of 14 January 2011 on the recognition 
of institutions for the collection, preparation, 
storage and distribution of blood and labile 
blood products of human origin.

Circulars in 2011
16-12-2011: Circular 583 – Addressed to 
the sponsors and applicants for clinical trials. 
Payment for the application for clinical trials. 

10-27-2011: Circular 581 + declaration – 
Addressed to the holders of a license granted 
under the Royal Decree of 30.06.2004 laying 
down implementing measures of the Act 
of 7 May 2004 concerning experiments 
on the human person in terms of clinical 
trials on medicinal products for human use. 
Amendment to the declaration system for 
medicinal products for research.

07-10-2011: Circular 582 – Addressed to 
the directors of blood institutions. Control 
of fi les in support of expenditure on the 
implementation of NAT testing.

08-07-2011: Circular 532 bis – Updated 
version of Circular No. 532 of December 17, 
2008 – Addressed to the holders of an 
authorisation for the placing on the market 
or registration of medicinal products for 

human and veterinary use. Risk Management 
Plan – adoption by the national authorities of 
the “additional risk minimisation activities – 
additional RMA”.

08-03-2011: Circular 578 – Addressed to 
pharmacists and hospital pharmacists. Th e 
existence of the required amounts of iodine in 
retail and hospital pharmacies.

15-02-2011: 577 + circular form – Addressed 
to the holders of a marketing authorisation 
or registration of medicines. Legal obligations 
and practical provisions on information on 
the availability of authorised medicines or lack 
thereof.

21-01-2011: Circular 574 – Addressed to the 
medical device manufacturers and distributors 
of medical devices. Reclassifi cation of total 
joint prostheses.
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Contact 
Some useful information

Federal agency for medicines 
and health products – famhp
Eurostation II
Victor Hortaplein – Place Victor Horta 40/40
1060 Brussels
www.fagg.be – www.afmps.be
general phonenumber + 32 2 524 80 00 
(Open between 08.00 and 18.00)
General faxnumber: +32 2 524 80 01
welcome@fagg-afmps.be
EORI-number BE0884579424

Secretariat of the Chief Executive Offi  cer, 
Xavier De Cuyper
tel. +32 2 524 80 05
fax +32 2 524 80 03
management@fagg-afmps.be

Communication Division
comm@fagg-afmps.be
Ann Eeckhout, spokesperson for 
the famhp and Responsible for 
the Communication Division 
tel. +32 2 524 80 12
mobile +32 495 23 71 69

Webmaster
webmaster@fagg-afmps.be

Legal Aff airs Division 
ius@fagg-afmps.be

Medicines for Veterinary Use Division 
infovet@fagg-afmps.be

Pharmacovigilance of Medicines for Human Use 
vig@fagg-afmps.be

Call centre Registration – MA, 
for medicines for human use
tel. +32 2 524 80 04
registration@fagg-afmps.be

Information about medicines 
and health products 
info.medicines@fagg-afmps.be

Inspection and control – General
inspection@fagg-afmps.be

Inspection and control 
Dispensing Division (pharmacies)
pharmacy@fagg-afmps.be

Inspection and control – Industry Division
industry@fagg-afmps.be

Medical devices 
meddev@fagg-afmps.be

Human tissue material
mch-mlm@fagg-afmps.be

Research and development – R&D
ct.rd@fagg-afmps.be

Precursors
drugprecursor@fagg-afmps.be

Scientifi c-Technical Advice – STA
sta@fagg-afmps.be

Publication and distribution 
Federal agency for medicines and 
health products – famhp
Communication Division
Eurostation II
Victor Hortaplein – Place Victor Horta 40/40
1060 Brussels
tel. +32 2 524 80 12
fax +32 2 524 80 03
comm@fagg-afmps.be
www.fagg.be – www.afmps.be

Person responsible for the publication 
Xavier De Cuyper,
Chief Executive Offi  cer of the famhp

Coordination
Communication Division of the famhp
comm@famhp-afmps.be

Graphic design and production 
De Visu Digital Document Design
Avenue Eugène Demolderlaan 24
1030 Brussels
tel. +32 2 240 63 32
fax +32 2 216 68 07
www.devisu.com

Photography 
famhp

Translation 
Translation Division of the famhp 
(Dutch, French)
De Visu Digital Document Design
(English)

Colophon
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ADR Adverse Drug Reaction

AMCRA Centre of Expertise on Antimicrobial 
Consumption and Resistance in 
Animals

APB The co-ordinating federation of the 
Belgian professional associations 
of independent retail pharmacies

API Active Pharmaceutical Ingredient

ASMF Active Substance Master File – 
File that only refers to the active 
ingredient. This consists of an 
“open part” and a “closed part”. 
The “open part” may form part of 
an MA-application or  a variation 
to an MA

ASR Annual Safety Report

ATMP Advanced Therapy Medicinal 
Product

Bachi Belgian umbrella organisation of 
the industry for non-prescription 
medicines and health products

BCFI-
CBIP

Belgian Centre for 
Pharmacotherapeutic Information, 
non-profi t association

BEMA Benchmarking of European 
Medicines Agencies

BI Blood transfusion Institution

BNP Bovine Neonatal Pancytopenia – 
Unexplained haemorrhagic disorder 
of young calves

BRAS Belgian Regulatory Aff airs Society

CP Centralised Procedure for obtaining 
an MA

CTA Clinical Trial Application

CTFG Clinical Trial Facilitation Group

CU Compassionate Use – intended 
for medicines that have not yet 
obtained an MA

CVMP Committee for Medicinal Products 
for Veterinary Use

CEOs Chief Executive Offi  cer’s services

DCP Decentralised procedure for 
obtaining an MA

DG Directorate-General

DHPC Direct Healthcare Professional 
Communication – Information sent 
to healthcare professionals by 
the pharmaceutical companies to 
inform them of potential risks

DMS Document management system

DSUR Development Safety Update Report

EC Ethics committee

EDQM European Directorate for the Quality 
of Medicines & HealthCare 

EMA European Medicines Agency

EUDAMED European Database on Medical

HGR-CSS Superior Health Council

HIV Human immunodefi ciency virus

HMA Heads of Medicines Agencies – 
Network of the European competent 
authorities

HMM Homeopathic Manufacturing 
Methods

HMPC Committee on Herbal Medicinal 
Products

HMPWG Homeopathic Medicinal Products 
Working Group

HTA Health Technology Assessment

IMP Investigational Medicinal Product

JAP Joint Audit Programme

KCE Belgian Health Care Knowledge 
Centre

KM Knowledge Management

KPI Key Performance Indicator

MA Marketing Authorisation

MAH Marketing Authorisation Holder

MeSeA Medicines electronic Submission 
and electronic Approval – Electronic 
system for submission and 
approval of fi les on medicinal 
products

MFK A non-profi t association founded 
in 1998 by APB with the purpose of 
validating magistral prescriptions 
(pharmacy made preparations)

RMS Reference Member State

RQ Five-yearly renewal

SAWP Scientifi c Advice Working Party

SPC Summary of Product Characteristics

SOE-USE Special Investigation Unit

SOP Standard Operating Procedure

STA Scientifi c-Technical Advice

SUSAR Suspected Unexpected Serious 
Adverse Reaction

SWOT Strengths, Weaknesses, 
Opportunities & Threats

SWP Safety Working Party

TMF-FTM Therapeutic Magistral Formularium

UMN Unmet Medical Need – Faster 
access to reimbursement 
of molecules for which the 
authorisation procedure is 
ongoing, based on the therapeutic 
value, potential for access to 
a reimbursement “outside 
indication”

Variations 
IA

Type IA variations are changes to an 
MA that have only a minor impact or 
none at all on the quality, safety or 
effi  cacy of the medicinal product

List of a number of defi nitions 
and abbreviations

BS-MB Belgian journal of acts, orders and 
decrees – Belgisch Staatsblad – 
Moniteur belge

CA Competent authority

CAF Common Assessment Framework – 
The CAF is a common European 
quality framework that can be 
applied in the entire public sector 
as a tool for organisational self 
assessment

CAT Committee for Advanced Therapies

CHMP Committee for Medicinal Products 
for Human Use

CMD Certifi cate for Medical Device – 
Export certifi cate for medical 
devices

CMDh Co-ordination Group for Mutual 
Recognition and Decentralised 
Procedures – Human

CMDv Co-ordination Group for Mutual 
Recognition and Decentralised 
Procedures – Veterinary

CKG-
CMP

Evaluation commission for 
traditional herbal medicines for 
human use

CODA-
CERVA

Veterinary Agrochemical Research 
Centre

COI Confl ict of Interest

COMP Committee for Orphan Medicinal 
Products

Eudra-
Vigilance

Central database of the EMA with 
reports on adverse reactions 
of medicines for human and 
veterinary use authorised within 
the EU, obtained from national 
competent authorities of European 
Member States and pharmaceutical 
companies

famhp Federal agency for medicines and 
health products

FANC-
AFCN

Federal agency for nuclear control

FASFC Federal Agency for the Safety of the 
Food Chain

FeBelGen Umbrella organisation of the 
generic medicines industry in 
Belgium

FPS Federal Public Service

Format 
E2B

A new procedure for electronic 
transfer for the specifi c modules of 
EudraVigilance

GCP Good Clinical Practices

GDP Good Distribution Practices

GMP Good Manufacturing Practices

GNA Grounds for Non Acceptance

HCG-
HCM

Evaluation commission for 
homeopathic medicines for human 
and veterinary use

HCV Hepatitis C virus

HE Hospital exemption

MIDMA Middle management

MNP Medical Need Programme

MRL Maximum Residue Limit

MRP Mutual Recognition Procedure for 
obtaining an MA

NAT Nucleic Acid Amplifi cation Test – 
Blood test

NP National Procedure for obtaining 
an MA

Ss Support Services

OPHACO Belgian professional association of 
cooperative retail pharmacies

PAC Post Approval Commitment

PAR Public Assessment Report

PDCO Paediatric Committee

PEN Pre Export Notifi cation

PhV Pharmacovigilance

PhVWP Pharmacovigilance Working Party

PIP POLY IMPLANT PROTHESE, former 
French company that produced 
breast implants

PSUR Periodic Safety Update Report

R&D Research & Development

RIZIV-
INAMI

National Institute of Health and 
Disability Insurance

RMP Risk Management Plan

Variations 
IB

Type IB variations are all changes 
to an MA that cannot be defi ned as 
type IA variation, type II variation 
or as line-extension, and which 
can have no signifi cant impact on 
the quality, safety or effi  cacy of the 
medicinal product

VHP Voluntary Harmonisation Procedure

WIV-ISP Scientifi c Institute for Public Health
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ASR Annual Safety Report
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Federal agency for medicines and health products 

Annual Report 2011
The famhp on the right track

This annual report is available in Dutch, French and English.

The electronic version of this 2011 annual report is available on 
the famhp website (www.fagg.be – www.afmps.be).

The fam
hp on the right track  Annual Report 2011

List of a number of defi nitions and abbreviations →

Victor Hortaplein – Place Victor Horta 40/40
1060 Brussels
tel. +32 2 524 80 00
fax +32 2 524 80 01
www.fagg.be – www.afmps.be

23952_AFMPS_annualreport2011_cover_EN.indd   1-523952_AFMPS_annualreport2011_cover_EN.indd   1-5 11/12/12   10:3111/12/12   10:31

http://www.fagg.be
http://www.afmps.be
http://www.fagg.be
http://www.afmps.be

