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Mission

Famhp plays an essential role in the protection of public 
health with the following mission:
“Ensuring, from development to use, the quality, safety 
and efficacy:
	 •	� of medicines for human and veterinary use, includ-

ing homeopathic medicines and herbal medicines, 
pharmacy made and officinal preparations;

	 •	� of health products, including medical devices and 
accessories, and raw materials for the preparation 
and production of medicines.

Ensuring, from collection to use, the quality, safety 
and efficacy:
	 •	� of all operations involving blood, cells and tissues, 

which are also defined as health products”.*

Role

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

Values

The values nurtured within famhp are carefully se-
lected and form the unifying theme in our day-to-day 
activities:
	 • Integrity
	 • Commitment
	 • Adaptability
	 • Team Spirit

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

Mission, role and values
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Key tasks

The most important key task of the R&D Division (hu-
man) is handling files related to authorisations CTAs, 
and amendments to such files. The files are submitted 
by the sponsors of clinical trials: commercial or aca-
demic sponsors. After validation, the files are verified 
and if necessary passed to the Assessors Division to 
evaluate the results of the quality aspects and/or 
non-clinical data for the IMPs. After this process has 
come to an end, the agency’s decision is communi-
cated to the company/sponsors and the file is closed 
and archived.

Once a file is approved, the sponsor is required to report 
any significant change in the execution of the trial. 
Since December 2012 there have been new modes 
of application for submitting an Annual Safety Report 
in the form of a DSUR , as defined at ICH-level. The 
R&D Division (human) follows these reports closely, in 
order to protect participants to clinical trials.

The R&D Division (human) also participates in the 
European pilot project about the VHP. This is a procedure 
in which a harmonised evaluation of multinational clin-
ical trials takes place in collaboration with the various 
authorities involved. Belgium is quite heavily involved 
in this procedure, both in its role as RMS and as CMS.

Another important task is the handling of questions 
concerning clinical trials or research and development.

The division also handles application files for medicines 
without MA for CU or for medicines in MNPs.

The division also participates in discussions around the 
following important projects:
	 •	 the UMN issue;
	 •	� the amendments to the law of 7 May 2004 on 

human experiments as well as the revision of the 
European Directive 2001/20.
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Since May 2015 the Homeopathic & Herbal Medicines 
Unit has been part of the Marketing Authorisation 
Division (human). 

Key tasks

The main key task of the Marketing Authorisation 
Division (human) consists of following up MA appli-
cations for medicinal products for human use. This 
follow-up involves three phases - validation, manage-
ment and evaluation - in order to reach a final decision 
and possibly grant a MA during the administrative 
closing phase.

The main tasks of the Marketing Authorisation Division 
(human) are:
	 •	 receipt and validation of MA applications;
	 •	� evaluation and management, in the broadest 

sense, of the application files for a MA or for a 
registration of homoeopathic and herbal medicines 
and processing of applications for amendments 
to existing MA and registrations;

	 •	 receipt and administrative monitoring of ASMFs;
	 •	� coordination and follow-up of applications in func-

tion of the deadlines;

	 •	� ensuring the link between the pharmaceutical 
industry, national and international competent 
authorities such as EMA, internal and external 
assessors and partner institutions such as the 
WIV-ISP;

	 •	� ensuring the secretariat of the CGH-CMH, HCG-HCM 
and CKG-CMP;

	 •	� active participation in consultations with other 
competent authorities, such as CMDh or with BRAS 
regarding regulatory affairs;

	 •	 drafting of PARs;
	 •	 administrative closing of files and delivery of MAs;
	 •	 issuing STA.
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Key tasks

The main key task of the Medicines for Veterinary 
Use Division is, according to the NP, MRP or DCP, the 
validation, management and closing of files for:
	 •	 new applications;
	 •	 analytical and clinical variations;
	 •	 five-yearly renewals.

The division also provides administrative support to the 
Belgian delegates in CVMP. This committee evaluates 
applications for new veterinary medicines via the CP 
in Europe.

Furthermore, the division is responsible for authorising 
CTAs for medicines for veterinary use, medical devices 
for veterinary use, parallel import, management of the 
infovet mailbox (infovet@fagg.be – infovet@afmps.be) 
and participation in working groups at European and 
national level.

In 2015 the division was actively involved in consul-
tation at the European level concerning the revision 
of the European regulation for veterinary medicines 
and the development of a data collection system for 
gathering sales data on antimicrobial products in the 
veterinary sector.

Medicines for Veterinary  
Use Division
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Number of applications for medicines for veterinary use, with Belgium as 
rapporteur or co-rapporteur
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•	� The total number of files received remained stable 

in 2015.
•	� Since 1 June 2015, for the variations IA & IB, a so-

called parking system has been in use, meaning 
that these types of variations will be automatically 
considered approved after the expiration of the stat-
utory timeframe. This has an impact on the closing 
statistics.

•	� In 2015, Belgium played an active role at the 
European level: as RMS for DCP and MRP, and as 
rapporteur or co-rapporteur for CP.
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Key tasks

The Assessors Division assesses scientific data. These 
data are submitted by external stakeholders in support 
of applications for:
	 •	 scientific advice;
	 •	 CTA (with medicines and medical devices);
	 •	 CU; 
	 •	 MNP; 
	 •	 MA;
	 •	 MA variations.

In order to assess scientific data in a professional and 
efficient manner, there is ongoing maintenance and 
strengthening of expertise within the division. Various 
systems have also been developed in order to check 
and guarantee the quality of the work. Assessors repre-
sent famhp in most international scientific committees 
and working groups. These aspects contribute to an 
increase in the national and international recognition 
of famhp.

Organisation

The division consists of:
	 •	� the Preclinical & Clinical Veterinary Entity deals 

with the (pre)clinical aspects of veterinary medi-
cines. Each assessor follows up a number of spe-
cific therapeutic areas;

	 •	� the Non-Clinical (human) Entity. The various asses-
sors follow up the preclinical aspects in their own 
areas of expertise such as vaccines, ATMPs, bio-
similar medicines, nanomedicinesand paediatrics;

	 •	� the Quality Entity. These assessors deal with the 
quality of medicines (for human and veterinary 
use). This entity also employs a few experts in 
chemical products, biological products, herbal 
medicinal products and ATMPs;

	 •	� the Clinical Human Entity. Some employees of 
this entity concentrate on bio-equivalence and 
pharmacokinetics, biostatistics or the methodology 
of clinical trials, while others follow one or more 
pharmacotherapeutic areas;

	 •	� the MedDev Entity. This entity is made up of as-
sessors who deal with the technical, non-clinical 
and clinical aspects of medical devices.

Assessors Division

Assessors 
Division

Preclinical  
& Clinical 

Veterinary 
Entity

Quality Entity

Management 
Support

MedDev
Entity

Non-Clinical 
Entity

Clinical Human 
Entity
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Areas for attention in 2015

As always, continuing to fulfil the key tasks in a pro-
fessional manner remained a priority in 2015.

In addition, various new actions were taken in 2015, 
such as:
	 •	� Further optimisation of the organisation within 

the various entities (including defining additional 
responsibilities, better distribution of tasks, install-
ing backup systems).

	 •	� A number of processes that were started in late 
2014 were fully realised in 2015 (CU and clinical 
trials with medical devices).

	 •	� The TAC system was developed within the 
Clinical Human Entity and the Preclinical & Clinical 
Veterinary Entity.

Number of assessment reports for medicines for human use

Quality Non-clinical Clin Clinical bio-equivalence and 
pharmacokinetics Total Total Total Total Total

First
round

From 
second 
round

First
round

From 
second 
round

First
round

From 
second 
round

First
round

From 
second 
round

2011 2012 2013 2014 2015

MA
NP – new 26 96 30 16 44 30 3 4 197 221 224 254 249
NP – variation and 
renewal 102 112 168 234 292 223 15 3 919 822 1,057 1,221 1,149

MRP and DCP 120 86 42 32 211 156 123 46 808 1,013 1,002 781 816
CP 46 38 62 64 169 40 18 11 351 371 408 400 448
Scientific advice

44 58 67 40 221 210 240 253 209
CTA
Medicines 184 18 238 94 38 64 0 0 770 643 742 582 636

Medical devices                                                                                                                         42 37 42 32 153

MNP and CU

5 1 9 5 32 25 77

Total 569 388 649 477 853 538 199 64 3,407 3,139 3,673 3,490 3,737
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	 •	� Major famhp projects, such as the ZBB pilot pro-
ject, the start-up of the renewed CGH-CMH and 
the spearhead EARLY PHASE DEVELOPMENT were 
actively supported by the Assessors Division.

The related tables provide an overview of the number 
of assessment reports issued in 2015, per type of pro-
cedure for medicines for human and veterinary use.

Number of assessment reports for medicines for veterinary use

Quality (pre-)Clinical Total Total Total Total Total

First round From second 
round First round From second 

round 2011 2012 2013 2014 2015

MA

NP - new 4 8 2 11 24 22 10 17 25

NP - variation and 
renewal 78 50 18 9 265 189 139 126 155

MRP and DCP 10 14 41 41 95 45 72 123 106

CP 12 6 6 8 29 23 39 40 32

Scientific advice

0 12 1 3 0 6 12

CTA

0 0 0 0 20 4 1 0 0

Total 104 75 80 69 434 286 261 311 330
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Key tasks

The most important key task of the STA-KM Unit consists 
of ensuring a centralised, effective and transparent 
service that guarantees the handling of national STA 
applications within the statutory timeframe. For each 
STA application, and in close collaboration with the 
Assessors Division, the most suitable internal and/
or external experts are involved in providing direct 
and high-quality advice. In doing so, there must be a 
guarantee of absolute confidentiality and any potential 
COI for the experts involved must be avoided. Famhp 
follows an analogue method for COI management as 
that applied at EMA.

For STA applications that require multidisciplinary ex-
pertise, the STA-KM Unit works closely with the other 
DGs within famhp, with other national public services 
and institutions such as WIV-ISP, FANC-AFCN and RIZIV-
INAMI, as well as with other national and international 
(health) authorities for joint scientific advice applica-
tions such as the CBG-MEB , EMA and WHO.

In the context of UMN the STA-KM Unit collaborates 
closely with the experts from RIZIV-INAMI on the fur-
ther development of the procedure for processing joint 
STA-HTA requests at national level.

The most important tasks of the STA-KM Unit are:
	 •	� validation, management, comprehensive 

coordination and closing of applications for na-
tional STA;

	 •	� handling general as well as specific file related 
questions about national STA services;

	 •	� consistent follow-up of previously granted national 
and European advice via channels including the 
Belgian representatives of SAWP and SAWP-V, CAT, 
CHMPand PDCO of EMA;

	 •	� administrative management of European advice 
requests coordinated by Belgian SAWP members;

	 •	 management of the STA-SAWP database of famhp;
	 •	� coordination of portfolio meeting requests, which 

are high-level informative meetings between the 
parties requesting advice and experts, scientific 
coordinators, spearhead coordinators, persons in 
charge at famhp and famhp representatives at 
European level;

	 •	� management of the internal and external expertise 
network at national and European level including 
the management of the expert database and the 
KM project;

	 •	� improvements to and expansion of new strategic 
partnerships and interaction mechanisms with 
external experts in line with the further expan-
sion, consolidation and distribution of external 
expertise;

	 •	� coordination of and participation in various projects 
within famhp that are important for building up 

Scientific-Technical Advice &  
Knowledge Management Unit

Scientific-
Technical Advice 

& Knowledge 
Management Unit
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expertise and the further expansion of national 
STA services. This concerns projects such as the 
renewed CGH-CMH, expertise on medical devices 
and knowledge management;

	 •	� active participation in the working group for devel-
oping the EARLY PHASE DEVELOPMENT spearhead.

Most important realisations in 2015

	 • 	�Publication of famhp/WIV-ISP guideline on CTAs 
with GMOs and the prior national STA.

	 •	� Coordination and optimisation of the STA proce-
dures based on the renewed CGH-CMH.

	 •	� Preparation of a legal basis for the implementation 
of new procedures for STA applications for medical 
devices.

	 •	� Development of a draft directive on products that 
combine a medicine and medical device in accord-
ance with applications for CTA and CIE.

	 •	� Preparation of a legal basis for the implementation 
of new procedures for regulatory STA applications 
concerning current legislation and directives (with 
a focus on DG INSPECTION).

	 •	� Participation in the European Innovation Offices 
network, coordinated by EMA.

	 •	� Delivery of a retrospective study of the national STA 
applications processed in the period 2010-2014.

	 •	� Start of the collaboration with Flanders Investment 
Trade for providing assistance to foreign pharma-
ceutical companies interested in launching projects 
in Belgium.

	 •	� Implementation of a DMS at famhp level with the 
related document governance rules and templates 
for the different users.
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Key tasks

LThe main key tasks of this unit are:
	 •	� contributing to the improvement of the quality 

of pharmacy made and officinal preparations;
	 •	 processing applications for authorisations;
	 •	� processing files within the activities of the 

European Pharmacopeia Committee.

Pharmacopeia/API Unit

| Jaarverslag 201426 

Pharmacopeia/API 
Unit
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�   Number of authorisations pending on company level
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Key tasks

The Marketing Authorisation Division (Variations & 
Renewals) handles applications for variations and re-
newals of MAs. The files pass through various phases: 
loading into the database, evaluation of the requested 
variations and administrative closing.

The division is divided into several entities, with the 
most important tasks being:
	 •	� The Variations without/with minor impact on MA/

EC Decisions, EU Recommends Entity deals with 
all variations IA/IB that have little or no impact 
on the MA, the SPC and the patient information 
leaflet. The files are loaded into the database, 
evaluated by the staff and closed.

		�  Given the pressing nature of these variations to the 
SPC and the patient information leaflet in terms of 
safe use for the respective medicines, based on 
European decisions and European recommenda-
tions, these files are handled by a separate entity 
that has to guarantee the information is included 
in the SPC and patient information leaflet as soon 
as possible.

	 •	� The Change MAHBatch Releaser Entity is respon-
sible for the transfer of MAH and variations to the 
persons in charge of releasing batches of medi-
cines (batch releasers).

	 •	� The Cluster Entity deals with all other variations 
that may have a significant impact on the MA, 
the SPC, the patient information leaflet and the 
packaging or mock-up (= the three-dimensional 
presentation of the packaging). As well as up-
loading the files to the database and evaluating 
and managing these files during the evaluation 
phase, these files are administratively closed by 
a adapted MA, along with the approved SPC and 
patient information leaflet, to be sent to the MAH.

The Marketing Authorisation Division (Variations & 
Renewals) is also responsible for handling applications 
for parallel imports and applications for MA withdrawal, 
within the Parallel Import Unit.

The Call Center for MA Entity is also part of this division.

Marketing Authorisation Division  
(Variations & Renewals)
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329
files closed following  
MA withdrawal

57
files revoked by MAHs 

20
files rejected at the upload stage

Figures included in the IN but not in the OUT figures 

50
files entered twice 

31
files dealt with by the Homeopathic  
& Herbal Medicines Unit 

39
files were closed at the same time 
as the application for a new MA 
by the Marketing Authorisation 
Division (human)
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Key tasks

	 •	� Collection and evaluation of:
		  – �individual reports of adverse reactions to med-

icines for human and veterinary use. These re-
ports are submitted by MAHs, healthcare pro-
fessionals and patients;

		  – �signals of adverse reactions to medicines for 
human and veterinary use;

		  – �PSURs for medicines for human and veterinary 
use;

		  – �RMPs for medicines for human and veterinary 
use;

		  – �incidents after using medical devices;
		  – �information about serious adverse events and 

reactions with blood and blood components;
		  – �information about serious adverse reactions and 

events with MLM-MCH.
	 •	� Participation in the evaluation of applications for 

five-yearly renewals for medicines for human and 
veterinary use.

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

	 •	� Dissemination of information about vigilance for 
the attention of healthcare professionals and the 
public.

	 •	� Implementation of measures proposed following 
evaluation of pharmacovigilance data for medi-
cines for human and veterinary use.

	 •	� Implementation of measures proposed follow-
ing evaluation of data about materiovigilance, 
haemovigilance and biovigilance.

Most important realisations in 2015

	 •	� Materiovigilance:
		  – �improvement of the feedback given to incident 

reporters;
		  – �the mandatory requirement for hospitals to have 

a point of contact for materiovigilance.
	 •	� Pharmacovigilance:
		  – �the national files (such as national PSURs) contin-

ue to decline, however the European files (such 
as PSUSAs) are increasing;

		  – increasing attention to signals.

Vigilance Division 
(pharmaco, materio, haemo, bio)

Vigilance
Division

(pharmaco, materio, 
haemo, bio)
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Support
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Medical Devices Entity 

Key tasks

The Medical Devices Entity deals with :

	 •	 applications for distribution notifications;
	 •	 applications for export certificates;
	 •	� notifications of clinical trials for the activities of 

manufacturers of custom medical devices;
	 •	 notifications for trading of Class I medical devices;
	 •	� applications for accreditation within the context 

of the care plan for diabetes;
	 •	 applications for exceptional use.

On a daily basis, the entity responds to all sorts of 
questions and follows up processing of fees.

Most important realisations in 2015

	 •	� The further implementation of the Belgian PMH-
PDM. The test phase of the Central Traceability 
Register was completed.

	 •	 The entity followed European work in line with:
		  – �the consultation about the future European reg-

ulations relating to medical devices;
		  – �the European working group on market surveil-

lance, specifically the subgroup on the verifica-
tion of the instructions for the re-sterilisation of 
reusable medical devices. 

	 •	� The entity also continued to contribute to the 
systematic updating of the Manual on Borderline 
and Classification in the Community Regulatory 
Framework for Medical Devices.

Health products division

Health Products 
Division

Medical Devices 
Entity
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Key tasks

The main tasks of the Proper Use Division are:
	 •	� Providing information about medicines and health 

products.
	 •	� Setting standards for medical advertising. The di-

vision carries out prior controls on all notifications 
and visa applications for public advertising and all 
information campaigns on radio or television that 
refer to medicines.

	 •	� Assessing and approving Additional RMAs which 
are compulsory for some medicines in order to 
be granted a MA.

	 •	� Applying MA withdrawals in line with the Sunset 
Clause. This means that if an authorised or regis-
tered medicine is not actually traded for a period 
of three consecutive years, then the MA or reg-
istration for that medicine expires in accordance 
with the Law on medicines of 25 March 1964 
(article 6, § 1ter).

Proper Use  
Division

20152014201320122011

548 580 562
420 489

68 65 94 89 94

3

1 1 1

Notifications and visa for advertising 
to the general public 

  Number of evaluated advertising notifications

  Number of visa applications for radio/TV advertising

  Number of visa applications for radio/TV information campaigns

232
MA withdrawn in line 
with the Sunset Clause

74
Submitted RMA files
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Support
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Risk Management 
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Database of 
Medicinal Products 
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Key tasks

The key tasks of the Industry Division include both test-
ing in the field and administrative checks on numerous 
partners. This concerns all activities of the industry of raw 
materials for industrial and pharmacy made preparations, 
the pharmaceutical industry, MAH, blood institutions, 
MLM-MCH banks and the medical devices industry.

The activities of the Industry Division are focused on the 
correct application of the legislation and the technical 
directives in the following areas:
	 •	� GCP or the quality standards applicable to the or-

ganisation of clinical trials, collection of data from 
the trials and protection of participating patients, 
regardless of the status of the products used: med-
icines, medical devices, blood, cells and tissue.

	 •	 GMP:
		  – for medicines;
		  – for APIs;
		  – for raw materials for pharmacy made preparations.
	 •	� Pharmacovigilance. Collecting and assessing data 

provided by the MAH such as notification of sus-
pected adverse reactions and other safety issues.

	 •	� Manufacturing of medical devices including oversight 
of the notified bodies.

	 •	 Blood institutions and MLM-MCH banks.

Industry Division
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Key tasks

The Distribution Division focuses on the inspection of:
	 •	 distribution channels for APIs;
	 •	� distribution channels for medicines and medical 

devices;
	 •	� checks on advertising and other promotional ac-

tivities for medicines and health products.

Most important realisations in 2015

In 2015 the division team was expanded:
	 •	� four trainee-inspectors completed their trainee-

ships and became active in their roles: two for the 
inspection of medicines and two for the inspection 
of medical devices;

	 •	� via internal mobility: two additional inspectors for 
medicines and two controllers for medical devices.

This brought the total number of inspectors to 13 and 
the total number of controllers to 3. They are respon-
sible for performing inspections and responding to 
complaints about the distribution of medicines and 
medical devices and their advertising.

The functional heads for both language groups took 
a practical, efficient approach to establishing the task 
distribution and working methods. In 2015 their con-
tribution, hard work and dedication were essential for 
the successful development and functioning of the 

division. With the support of the entire team, they were 
able not only to ensure the collaboration with other 
services of famhp but also to safeguard the continuity 
of service. The concrete results of their efforts include 
the introduction of a risk-based approach for planning 
the inspections, a quality system that is unique to the 
Distribution Division and launching the auto control 
project for medical devices, in collaboration with the 
other services within DG INSPECTION.

Distribution Division
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Key tasks

The Dispensing Division is responsible for the inspection 
of retail pharmacies, hospital pharmacies and medicinal 
stocks at veterinarians.

Most important realisations in 2015

In 2015, the various teams of inspectors carried out 
inspections of retail pharmacies, hospital pharmacies 
and medicinal stocks at veterinarians and healthcare 
professionals. As well as the standard routine checks, 
specific theme actions were also carried out, such as 
inspection of the quality of pharmacy made and officinal 
preparations, medical devices and individual prepa-
rations. In order to improve communication around 
the effectiveness of the inspections, pharmacists are 
notified in advance of these sorts of theme actions 
and any potential sanctions that may result via their 
professional associations.

The inspectors of medical devices who are part of the 
Hospital Pharmacies/Medicinal Stocks at Healthcare 
Professionals Entity have carried out inspections in ac-
credited hospitals in order to check all medical devices, 
including implants, syringes, needles or other sterile 
medical devices, as well as hospital beds, crutches and 
surgical equipment. An inventory of hospital beds was 
drawn up along with a general report.

The inspections were also expanded to cover other 
sectors, such as opticians, outpatient clinics, dentists 
and retailers. In the course of 2016 other areas will be 
inspected such as private clinics and ophthalmologists.

Another important aspect is the regular collaboration 
with the various public prosecutors’ offices on cases 
involving medicines and health products. The inspectors 
also regularly collaborated closely with the other servic-
es of famhp, mainly with the Special Investigation Unit 
for cases of fraud relevant to the Dispensing Division.

The inspectors from the Dispensing Division also took 
part in countless consultation meetings with the respec-
tive sector and worked on transversal projects with a 
view to the revision, improvement or design of legis-
lation. The inspectors of the retail pharmacies provided 
the basis for the consultation group in relation to the 
legislation for permanent training of those pharmacists.

Dispensing Division
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Key tasks

The key tasks of the Authorisations Division are re-
ceiving authorisation applications, validating such 
applications and ultimately delivering authorisations. 
This includes:
	 •	 manufacturing authorisations - GMP;
	 •	� authorisations for manufacturing, import and dis-

tribution of APIs;
	 •	 notification of medical brokers;
	 •	 wholesale authorisations;
	 •	 export declarations;
	 •	 CPPs;
	 •	 accreditations for blood, cells and tissues;
	 •	� authorisations of establishment of retail 

pharmacies;
	 •	 registrations of pharmacies;
	 •	� authorisations of substances that fall under the 

RD of 12 April 1974;
	 •	� drugs precursors that need to meet the United 

Nations Convention of 1988; there has been a 
significant increase in the number of export au-
thorisations as a consequence of a new licensing 
requirement for medicines based on ephedrine;

	 •	� narcotics and psychotropic substances that need 
to meet the United Nations Conventions of 1961 
and 1971.

MAs are not handled by this division, but rather within 
the DG PRE authorisation and het DG POST authorisation.

Most important realisations in 2015

	 •	� Implementation of the European logo for the web-
sites of Belgian retail pharmacies.

	 •	� Initial groundwork was laid for the review of 
the legislation governing the establishment of 
pharmacies.

	 •	� In collaboration with the police, the Precursors 
team revised the information brochure for eco-
nomic operators.

	 •	� For the Industry Division, a number of administra-
tive aspects were streamlined in order to enable 
faster and more efficient processing.

Authorisations Division
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Key tasks

The key task of SOE-USE is combating illegal practices 
with medicines and health products. This involves of-
ficial investigations, assistance to the judicial authori-
ties and police (or at the request of other institutions) 
and customs services, particularly for checks of postal 
packages from third countries. These postal packages 
represent a considerable source of incoming files and 
gives SOE-USE the opportunity to raise public aware-
ness of the hazards of illegal medicines and to assist 
with major fraud investigations. This has allowed the 
monitoring of worrisome trends such as students or-
dering medicines online intended to heighten their 
intellectual performance and healthcare professionals 
ordering medicines for which they cannot guarantee 
compliance towards their patients. Thanks to reinforced 
collaboration with the customs services, the import 
into Belgium of numerous illegal medical devices was 
discovered.
In light of the increasing numbers of files, SOE-USE was 
expanded with new inspectors and file managers in 
order to optimise its operations.

Given the unit’s transversal role, the activities of SOE-
USE involve intensive internal and external collabo-
ration. First and foremost, with the other services of 
the DG INSPECTION but also with other services of 
famhp. Externally, at the national level, in the form of 
a network for collaboration between FPS Justice, police, 
customs services, the FASFC and the FPS Economy 
through various forms of multidisciplinary consultation.

Finally, SOE-USE frequently collaborates with the same 
actors at the international level, in the context of specif-
ic files as well as annually recurring actions or biennial 
meetings such as Pangea, WGEO of HMA or CMED of 
the Council of Europe.

Special Investigation Unit

Detection Entity

Data Management 
Entity

Special 
Investigation Unit



Number of official reports 2011 2012 2013 2014 2015

Inspectors of retail pharmacies 189 144 131 171 168

Inspectors of hospital pharmacies 2 10 1 13 6

Inspectors of the Industry Division 10 43 34 52 0

Inspectors of the Distribution Division n/a n/a n/a n/a 42

Figures for DG INSPECTION
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Precursors, number 2011 2012 2013 2014 2015

Activity licenses to economic operators 94 65 92 102 136

Import/export licences – export 408 435 454 672 796

Import/export licences – import 29 25 29 7 10

Import/export licences – PENs 376 330 380 664 625

Import/export licences – intra-community trade 3,227 2,016 2,489 - -

Import/export licences –suspicious orders and transactions 64 64 59 61 15
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New applications authorisations, number  
“14.12.2006” and “30.06.2004” 51

Applications for amended authorisations 
“14.12.2006” and “30.06.2004” 209

Urgent applications for variations submitted  
to the Advisory Commission 35

Applications processed according to the normal 
procedure 47*

133

142

RAS of quality, of which

  of Belgian origin       of European origin

61

148

38

  of class 1       of class 2       of class 3

6

240

28

1

  For medicines for human use

  For medicines for veterinary use

  For raw materials

  For Investigational Medicinal Products

+ 28 RAS 
for illegal products

* �The normal variation procedure was eliminated in June 2015 when  

the new GDP guidelines took effect.
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Key tasks

The key tasks of the B&Mc Division (budget and man-
agement control) are:
	 •	 compiling and monitoring the annual budget;
	 •	 recording income and expenditures;
	 •	 compiling the annual financial accounts;
	 •	 paying invoices;
	 •	 logistics or service provision.

In the interests of greater efficiency, certain financial 
activities are now directly managed by the operation-
al divisions. In line with the policy of integration of 
the decentralised bookkeeping activities, in 2015 the 
processing of the payments by pharmacies related 
to narcotics was fully integrated into the accounting 
software of famhp. This approach was also applied 
for expenditures. Thanks to the transition to the sys-
tematic documentation of expenditures per 500 euro 
instead of 5,000 euro and more proactive monitoring 
of the budget, transfer requests could be anticipated. 
This is why famhp did not have to carry out any extra 
redistributions, as in the past, despite the growing 
number of budget items. This is also proof that the 
B&Mc Division is systematically tracking the evolution 
of expenditures in order to prevent any overruns and 
to ensure the correct use of the allocated budgets.

In 2015 projects were also launched in the context 
of enhanced process automation. Thanks to the use 
of a new application, it was possible to automate the 

import of bank statements. This application is based 
on standardised data and allowed the B&Mc Division 
to collect revenues on a more regular basis. After ver-
ification, income of all types is converted to turnover, 
a minimum of once a week.

In order to comply with the main recommendations 
of the Belgian Court of Audit, the B&Mc Division also 
consulted major financial partners in order to validate 
the amounts of working capital provided by famhp. 
This procedure has already been validated for our two 
major partners, Smals and Regie der Gebouwen–Régie 
des Bâtiments.

In order to support the secretariats of the committees 
and commissions of famhp, the B&Mc Division stream-
lined the procedures for the allocation and payment of 
the attendance fee, travel expenses and accommoda-
tion expenses, so that the members in question now 
receive faster payment.

An important project for famhp remains the ProCost 
project, which aims at measuring the real cost of the 
activities and services within famhp and is being co-
ordinated by the B&Mc Division. For this purpose, the 
ProCost team was created in 2015. The preliminary 
results after the launch of the pilot project and the 
roll-out of the application in various services are en-
couraging. This technique allows each service to gain 

B&Mc Division

B&MC Division

Administrative 
Support

B&MC

Logistics



a better insight into the weight of each activity and is 
highly useful as a management instrument for achiev-
ing annual individual targets.

The further elaboration of the ProCost project fits per-
fectly with the ZBB project. The ZBB methodology aims 
at achieving greater transparency and better estima-
tion of the costs of the agency’s outputs, in order to 
ultimately streamline the income of famhp and the 
funding of its outputs. With the help of a consultant, in 
2015, famhp launched a project to establish a method-
ology for calculating and breaking down these amounts 
for all activities of famhp per output.

The same principle applies to the Logistics services. Every 
request made to Logistics is recorded and broken down 
in a unique database (GLPI) and electronically validated.

Together with the Sustainable Development working 
group, a plan was drawn up for the implementation 
of energy-saving measures. These long-term actions 
will reduce energy consumption and should enable 
the implementation of specific actions in the case of 
a scheduled power cut.

Via the Logistics SPOC network, a soft control policy 
was also launched. The aim of this policy is to make 
all employees more aware in carrying out their tasks 
and to allow each user to personally track the progress 
of his or her requests.

Logistics also handled the expansion of the office space, 
so that famhp now has access to an additional cafeteria, 
four extra meeting rooms and a number of functional 
offices. Various services have already moved into the 
new facilities.

Key tasks

The key tasks of the ICT Division are made up of meet-
ing the IT needs of famhp staff and partners.

The ICT teams provide support to all famhp staff in 
terms of IT services and equipment, in line with the 
strategic goals of famhp.

The ICT Division is divided into:
	 •	 Helpdesk
		�  This team ensures the installation of computer 

material such as computers, software, keyboard, 
mouse and telephones, registers all intervention 
requests relating to software and hardware, and 
tries to resolve problems as quickly as possible. 
The maintenance and management of the IT ma-
terial and technical equipment, the monitoring of 
the network and mainframe and the necessary 
operations in the patching room are intended to 
ensure optimal functioning of the IT material and 
to give users access to the necessary equipment 
at all times.

	 •	� Infrastructure
		�  This team manages the network, network rights, 

databases (such as Oracle), working environ-
ments (such as Windows), manages and main-
tains the servers and maintains supervision of the 
dataroom.

ICT Division
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	 •	 Projects & Development
		�  This team is responsible for the specific applica-

tions of the various services of famhp and for the 
development of new applications for ICT projects 
within famhp and with famhp partners.

Top five intervention requests made to the Helpdesk 2015

1 Problem with software 455

2 Software installation 377

3 Problem with e-mails or Outlook archive 329

4 Application for network access 266

5 Software installation → Office 2013 interventions 245

the trajectory that a ticket will follow until the question 
has been answered and/or the problem is solved. 
The aim in the medium term is to introduce process 
diagrams for each application used by famhp, in order 
to offer a better service to users.

The MeSeA project
MeSeA is the workflow system of famhp. It covers the 
majority of the ICT needs of the Marketing Authorisation 
(human) Division of the DG PRE authorisation and of 
the Marketing Authorisation (Variations & Renewals) 
Division of the DG POST authorisation.
	 •	� Inclusion of files on herbal and homeopathic med-

icines in the MeSeA application.
	 •	� Upgrade of filenet version 4.5.2 to 5.2 for the 

entire MeSeA project without any application 
downtime.

	 •	� In technical terms, the MeSeA application was 
modernised, and the Outlook plug-in was adapted. 
The introduction of new hardware enabled the 

In 2015 the Projects & Development and Infrastructure 
teams of the ICT Division, in collaboration with the 
users, successfully completed a series of projects, 
such as:

Level-two Service desk for applications
One of the recommendations of the investigation con-
ducted in 2014 by Trasys, a company with expertise 
in IT, concerned the set up of a level-two Service desk 
for applications. Concretely, calls arrive at level one, 
the ICT Helpdesk, where a ticket is created. The tickets 
are then sent to the teams concerned. From now on, 
questions regarding an application will be handled by 
the level-two Service desk. This service is being put 
in place progressively, based on service-level agree-
ments defining the required quality of service and flow 
diagrams. The first diagrams indicating each step in a 
process, available as a provisional version and ready 
for validation, relate to the register of retail pharmacies 
and the CESP connector. These process maps describe 

Total number intervention requests made  
to the Helpdesk

2,500

2,700

2,900

3,100

3,300

3,500

3,700

3,900

4,100

4,300

20152014201320122011



performance of the application to be improved, 
greatly increasing user satisfaction.

The PLATO inspection system
For DG INSPECTION, production was started for the 
PLATO inspection system for retail pharmacies. The 
system also has a mobile component, designed for 
modern technology, which allows off-line use. Modules 
have also been provided for the inspector and for the 
coordinator. The module for the inspector serves as 
a tool for planning, preparation and execution of the 
inspection and for drawing up the inspection report. 
The module for the coordinator is a tool for planning 
inspections and reporting on all inspections carried 
out by the division.

The notification system for homeopathic medicines
The notification system for the Homeopathic & Herbal 
Medicines Entity of the DG PRE authorisation was com-
pleted and launched.

The personnel management system Twister
The personnel management system Twister for the 
P&O Division of the Chief Executive Officer’s Services 
was adapted to the new career level A and launched.

DG Post Autorisation
In the context of the TDMI program, the entire man-
agement and workflow of the companies involved in 
distribution and/or export activities was digitised. This 
reduced the administrative workload for famhp and sig-
nificantly enhanced the quality of the data by directly 
linking the data on the Belgian companies to data from 
the Crossroads Bank for Enterprises (incorporation of 

the data on the company and its legal representatives). 
For foreign companies, the data was taken from the 
European VIES system (which validates the VAT reg-
istration of companies in the European Union as well 
as additional information).

This project is fully in line with the TDMI program and 
is intended to digitise the workflow and management 
of the export certificate applications in the same way 
as was done for the management of notifications of 
distribution and export activities in the ABGD-SADN 
application. The target group is a segment of that of 
the ABGD-SADN application, specifically companies 
with export activities.

The implementation of this project will enable all in-
teractions between an export company and famhp to 
be harmonised. Moreover, the electronic workflows are 
already available to the companies for managing the 
export activities in the ABGD-SADN application and the 
annual contributions in the contributions application. 
In the future, it will also be possible to manage export 
certificates.

For all famhp staff

Telephone
In order to enable the modernisation of the commu-
nication systems, famhp took over the management 
of the telephony, which had previously been provided 
by the FPS Public Health.

The first phase began in the spring of 2015 and ended 
in early autumn 2015. It was first necessary to replace 

all telephone numbers. In order to minimise the impact 
of this transition for famhp staff as well as partners, 
in an initial phase, only the existing functionalities 
were taken over. Thanks to smooth cooperation with 
the Communication Division who announced the new 
telephone numbers, the ICT teams were able to com-
plete the changeover of the telephone numbers on 1 
October 2015 without incident.

In 2016 the second phase will be launched, in other 
words the modernisation of our communication sys-
tems. This will enable famhp to operate more flexibly 
and to optimise its services.

Update MS Office
On virtually all famhp computers, the upgrade from 
MS Office 2007 to the 2013 version was completed. In 
order to better serve famhp in terms of support of the 
existing applications, a level-two Service desk was es-
tablished. However, the tickets for support requests are 
created via level-one1 of the Helpdesk, as previously.
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Key tasks

The Translation Unit is responsible for translating and 
reviewing texts and for providing linguistic advice.
Due to the specific nature of the Belgian federal public 
services, documents primarily need to be translated 
from French into Dutch and vice versa. To a lesser 
extent, translations are required to and from English 
and German.

The Translation Unit works for all services of famhp and 
mainly translates internal and external messages, for 
electronic newsletters such as Vit@, Vit@ Express, Flash 
ICT and Flash P&O, press releases, service instructions, 
circulars and other letters, texts for the intranet and the 
website, draft regulations, answers to parliamentary 
questions, contracts and agreements, minutes and 
reports, presentations and speeches.
In 2015, within the context of expanding the quality 
control system, the Translation Unit also translated an 
entire range of work instructions and SOPs set up by 
all services of famhp.

External translation services were also used. A total of 
20,514 euro was spent on interpreters and external 
translations.
In December 2015 famhp and the CDDV-SCTA signed 
a contract representing an expenditure of 15,815 euro 
for the German translation of documents such as royal 
decrees, ministerial decrees and circulars.

Translation Unit

700 
translations

590,149 
words

Translation 
Unit
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Key tasks

Management Support organises the meetings and fol-
lows up the activities of the Transparency Committee, 
the Consultative Committee, the Direction Committee 
and the Expanded Direction Committee. In addition, 
Management Support coordinates the implementation 
of the management cycle and draws up the strategic 
and operational plans of famhp. In this context, in 2015 
the Management Support Network was launched, link-
ing the staff collaborators of the five entities. This group 
prepares transversal files for the Direction Committee 
in order to facilitate decision-making, and provides 
support for other transversal files.

Management Support

Management 
Support
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Communication Division

Key tasks

The Communication Division is responsible for the in-
ternal and external communication policy of famhp 
and assumes the role of spokesperson.

Internal communication activities

The Communication Division is responsible for the final 
editing, coordination of translation, publication and ar-
chiving of messages distributed via the most important 
internal communication channels such as:
	 •	 the intranet;
	 •	� the various internal newsletters, each with their 

own specific objective;
	 •	 LCD screens;
	 •	 specific brochures for famhp staff.

External communication activities

The Communication Division is responsible for the man-
agement of certain sections of famhp’s website, the 
realisation of various publications such as brochures, 
posters, annual reports … and the coordination of in-
formation campaigns.

Press

The Communication Division also responds to the 
many varied questions posed by journalists. For spe-
cific projects, press releases are issued and/or press 
conferences held.

As in previous years, in 2015 journalists were very 
interested in famhp. This means that our health plays 
an ever more important role in all of our lives and 
that citizens have a need for clear communication 
from famhp as the competent authority for medicines 
and health products. We are pleased to summarise a 
number of recurring press subjects: 
	 •	 blood donation;
	 •	� quality, safety and efficacy of generic medicines 

versus brand-name medicines;
	 •	� implantable medical devices such as breast im-

plants and hip prostheses;
	 •	� clinical trials: incidents, the new European legis-

lation, figures;
	 •	� questions on the recommendations and decisions 

of PRAC, CMDH and CHMP;
	 •	 automated robots in pharmacies;
	 •	 counterfeit and falsified medicinal products;
	 •	 vaccines: influenza, measles, ebola;
	 •	� non-compliance with Good Clinical Practices at 

GVK Biosciences;
	 •	 unavailability of medicines;
	 •	 mobile applications and healthcare products;

Communication 
Division
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	 •	 suspected problems with Terumo syringes;
	 •	 European logo for online sales of medicines.

Expertise

The Communication Division helps editing speeches 
and presentations for the Chief Executive Officer and 
for communication activities from all other services 
within the agency, such as:
	 •	� the use of the visual identity and company brand-

ing of famhp: desk nameplates and signs, famhp 
folders, greeting cards, Christmas cards, badges for 
staff and inspectors, famhp document templates, 
business cards;

	 •	� final editing of internal and external announce- 
ments;

	 •	 organisation of events;
	 •	 general presentations (in PowerPoint) of famhp;
	 •	 participation in trade fairs and symposia.

The Communication Division represents famhp in the 
network of communicators of the Belgian public servic-
es, COMMnet, created by the FPS P&O as well as in the 
International WGCP (Working Group of Communication 
Professionals) of HMA.

The division’s strategy aims at ensuring continuity of 
service thanks to shared knowledge of the tasks within 
the team.

304  
press questions

44  
audiovisual interviews

163   
questions from citizens 
and stakeholders
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Key tasks

The Quality Division is chiefly responsible for the fa-
cilitation and coordination of all actions undertaken in 
relation to TQM.

TQM is a client-centric management style whereby 
constant improvement of the functioning of the or-
ganisation is sought. TQM encompasses two aspects: 
the first is geared towards the characteristics of the 
product or service supplied by the organisation and 
the second aims to meet the needs of internal and 
external clients.

The internal checks are part of an integrated process 
that is applied by the managers and staff of an organ-
isation. The purpose of these checks is to reduce risks 
and offer sufficient security regarding the realisation of 
the organisation’s overall goals within the framework 
of its mission.

These overall goals are:
	 •	� carrying out orderly, ethical, economical and effi-

cient transactions;
	 •	 meeting reporting obligations;
	 •	 compliance with the valid laws and regulations;
	 •	� protection of the resources against loss, misuse 

and damage.

The Quality Division helps the different services of 

famhp to develop a management and safeguarding 
system for quality, specifically the internal monitoring 
system, so that famhp can efficiently fulfil its mission 
and play its essential role in the protection of public 
health.

The division informs the Chief Executive Officer, the 
management, the Audit committee and the external 
partners involved regarding the proper functioning 
of famhp and in the extent of its oversight of the ac-
tivities, and provide them with relevant information 
stemming from the evaluation of the management 
systems of famhp.

Other important tasks of the Quality Division:
	 •	� management of external complaints;
	 •	 contribution to the coordination of the crisis files;
	 •	� management of the suggestions for improvements 

supplied by the staff;
	 •	� organisation of activities for improving the func-

tioning of famhp;
	 •	� evaluation of declarations of conflict of interest 

from staff members and other people involved in 
the activities of famhp in the context of integrity;

	 •	 organisation of internal audits;
	 •	 coordination of external audits;
	 •	� management of the TQM documents, standards 

and reporting data.

Quality Division

Quality 
Division
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Some realisations of the Quality Division in 2015:
	 •	� approval of a new version of the catalogue of 

processes;
	 •	� inventory of the goalsetting process, throughput 

time and indicators;
	 •	� redefinition of the role of the person to contact 

concerning quality;
	 •	 implementation of the revised DMS Quality;
	 •	� establishing the procedure for process related risk 

management and the risk module as a manage-
ment instrument;

	 •	� description of all processes in the form of project 
sheets.

Improvement points follow-up

In the context of a strategy for ongoing improvement 
of the activities, famhp has carried out numerous exer-
cises for the evaluation of its functioning: internal and 
external satisfaction surveys as well as evaluations of 
its internal oversight environment via BEMA, CAF and 
the auto evaluation Quick Scan. Each of these exercis-
es has led to a series of well thought out actions for 
improvement that were implemented by the services 
directly involved.
All of these actions and those stemming from the 
CAPA-plans drawn up as a result of the audits, are 

compiled into a single scoreboard, which is managed, 
followed up and implemented by the Quality Division.

At the end of 2015 the quality spreadsheet contained 
352 actions with a deadline of 2015 or later.
118 actions were completed, which represents 42 % 
of the planned actions for 2015.

  Number of actions at the end of the year          

  Number of actions planned for the year

  Number of actions completed in the year
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Quality documents

DMS Quality is the centralised system available to all 
staff along with the (ISO) standards that they apply in 
their activities, the process sheets, the written SOPs, 
the quality manuals or technical manuals and the WITs 
(work instructions).

Based on the comments and recommendations from 
the audits or via a spontaneous adjustment within the 
framework of the ongoing improvements, the valid 
quality documents were regularly revised and updated.

Catalogue of processes

The 2015 version of the catalogue of the processes of 
famhp contains 117 processes: 53 business processes, 
42 support processes and 22 management processes.
At the end of 2015, 62 % of the processes had been 
implemented and the project sheet was available in 
the DMS Quality.
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Internal audit

In 2015 the team had eight members who com-
bine their tasks as internal auditor with their original 
function.
The internal audit plan for the year 2015 was followed 
in full: 17 processes were audited. The goals set for 
2015 were:
	 •	� maintaining a sufficiently large and experienced 

team of auditors, with the competencies to carry 
out the planned audits.

	 •	� Assessing the introduced processes and systems:
		  – �compliance: compliance with the legal provisions, 

federal regulations or regulations about public 
institutions, internal regulations etc.;

		  – �regularity: compliance with the procedures, 
application and follow-up of the procedures, 
assessment of the management system (com-
paring the procedure and the reality in the field, 
between how things are and how they should 
be);

		  – �efficacy (doing things well) of the process: as-
sessment of the reporting, service and quality 
system (assessing the quality of the processes 
and their management systems);

		  – �efficiency (doing the right things): assessment 
of the internal verification system (assessing the 
process management and the management of 
the management systems, and making sug-
gestions) according to the strategic and tactical 
goals of famhp, taking into account the available 

resources and with an eye to administrative 
simplification.

For each audit, the auditors drew up an audit report.
In 2015 these audit reports revealed a total of:
	 •	 0 critical shortcomings;
	 •	 64 serious shortcomings;
	 •	 41 minor shortcomings.

70% of the shortcomings have to do with the quality 
documents (procedures, work instructions, Diabolo 
process sheets):
	 •	� 44 shortcomings (69 %): the lack of approved 

quality documents in DMS Quality;
	 •	� 16 minor shortcomings (39 %): failure to update 

the existing quality documents.

Depending on the comments and recommendations 
formulated, the controlled services submitted a CAPA-
plan for which the actions were included in the Quality 
Scoreboard.

External Complaints Management

As a federal public service institu-
tion, famhp aims to apply a client 
oriented strategy and to develop a 
client-centric culture. Our mission is 

to provide our clients with products and services that 
meet their expectations and are compliant with the 
regulations. However, sometimes the product may 
not meet expectations and the client may wish to file 
a complaint.

For every complaint received, the facts described are 
analysed and ways of improving our processes are 
identified in order to prevent similar complaints. The 
goal of this procedure is to offer high-quality customer 
focused services. Complaints can be submitted to us 
by post, by e-mail or via famhp’s website.

In 2015 famhp received 180 complaints, 4 of which 
were submitted by the federal ombudsman. Eight com-
plaints were referred to other federal public services 
because they fell outside of the authority of famhp. 
25  complaints were filed against famhp and 147 
against famhp partners. This year, the number of com-
plaints received related to advertising for medicines 
for human use have been included in these statistics.
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42
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89

Number of founded complaints about Number of complaints received,  
per type of channel

Number of complaints received,  
per type of channel

  The behaviour of the acting official

  Quality of the product or service provided

  Handling (procedure) of the product or service

  Letter or paper complaint form 

  E-mail (externally + internally from colleagues)

  Online complaint form

  Letter or paper complaint form 

  �E-mail (externally + internally from colleagues)

  Online complaint form

Average time to deal with a complaint:  

32 days
Percentage of complaints dealt with within  
the set complaints handling time (40 days):   

83 %
Number of founded and therefore  
correct complaints:    

24/25

Average time to deal with a complaint:   

56 days
Percentage of complaints dealt with within  
the set complaints handling time (40 days):    

74 %
Number of founded and therefore  
correct complaints:     

121/147

Complaints filed against famhp 
partners

Complaints filed against services of famhp
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Key tasks

In 2015 the P&O Division continued the process of 
administrative streamlining through the further de-
velopment of the time registration system. This has 
meant that, since January 2015, it has been possible 
for a significant portion of requests for leave to be 
submitted electronically.

The biggest project in 2015 was the preparation of the 
cultural shift within famhp. The famhp wants to evolve 
towards a culture in which employees are given greater 
responsibility by applying NWOW practices of the New 
Way of Working. To this end, in 2015 numerous com-
munication campaigns and supporting actions were 
undertaken. An important step was drawing up new 
labour regulations (to take effect in 2016), whereby 
the fundamental change is that employees may choose 
not to use the time clock to punch in and out. In this 
way, the focus will be shifted to the results achieved 
instead of the time spent in the workplace.

In the second half of 2015, a communication plan and 
a change management plan were introduced in order 
to stimulate an exchange of ideas and concerns at all 
levels and in this way to facilitate the transition. Since 
January 2015, the P&O Division has also been acting 
as a steering committee that has converted NWOW 
principles into practical action points: free collaboration 
of the employees on the division goals, clean desk, 

project paperless, bimonthly NWOW workshops for the 
entire team in order to jointly reflect on our services 
and organisation, etc.

The P&O Division also provided support to the function-
al heads by developing a training plan fully customised 
to their needs (management, coaching, communication 
as a team, evaluation cycles). In this way, the func-
tional heads received the necessary tools to ensure a 
smooth transition.

P&O Division

P&O Division
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Key tasks

In 2015 the Legal Affairs Division was charged with tasks 
such as:
	 •	� legal advice and information, to both internal and 

external parties;
	 •	 drawing up regulations;
	 •	 requests for clemency;
	 •	� litigation: follow-up and coordination of the defence 

elements;
	 •	 proposals for amicable settlements;
	 •	� requests relating to the public nature of administration.

Legal Affairs Division

Proposals for amicable settlements:

a proposal was made  
for amicable settlement 

for 139 files 

109 files  
were sent directly for prosecution

Regulations published:  

2 laws   
to which famhp contributed 

13 
Royal Decrees and Ministerial Decrees 

various   
nomination decisions for commissions  
and committees established within famhp 

3 
circular letters 

33 
requests for clemency 

38 
requests relating to the public nature  
of administration

Legal Affairs 
Division 
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Since its founding in 2007 the agency has been respon-
sible for new specific competencies geared towards 
human tissue material (blood and blood components, 
cells, tissue, medically assisted reproduction).
In light of the special character of these products (of 
human origin), interdepartmental and transversal co-
ordination was established to facilitate the transfer of 
information between the different services responsible 
for the inspections, vigilance, licensing and legislation.
Moreover, this coordination enables a link to be cre-
ated with medicines for advanced therapy or stable 
derivatives of blood or plasma.

This annual report presents the results of the spe-
cific activities (inspections, accreditation, vigilance, 
legislation).
The Human Tissue Material Coordination functions as 
a point of contact for the actors in the field and other 
government institutions overseeing closely related 
matters.

Human tissue material  
Coordination

Human Tissue 
Material 

Coordination
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Key tasks

The PPMO Coordination actively follows up all of the 
agency’s project portfolios, ensures the coherence be-
tween the monitoring methodologies and evaluates 
whether the staff involved in the projects and the 
available resources are well matched.

Realisations in 2015

Within the framework of the implementation of the 
Coordination PPMO and a paperless approach (via 
SharePoint) the following actions were taken:
	 •	� introduction of a system for proposing projects 

(project idea sheet);
	 •	� introduction of an evaluation and prioritisation 

system for these project ideas (evaluation of the 
project idea sheet) based on:

		  – �the operational plan of famhp;
		  – �the current/future processes to be used within 

famhp;
		  – �strategic priorities (famhp, ministerial cabinet, 

Europe etc.);
		  – �risk analyses for each project;
		  – �coherence of the different projects;
	 •	� introduction of an operational monitoring system 

for the selected projects, called the SQERT report;
	 •	� elaboration and approval of a standard method-

ology for project management.

The outcome of these various actions was a list of 
39 project initiatives for 2015.

The results achieved this year are promising and show 
that already over 30 % of the selected projects were 
carried out and completed (projects scheduled to last 
for under one year) while the remainder consist of 
long-term projects (lasting between two and three 
years).

Project & Portfolio Management  
Office Coordination

PPMO
Coordination
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Key tasks

The International Relations Unit is charged with the co-
ordination of internal and external information streams 
within the national and international context, with a 
view to harmonisation of Belgian perspectives at an 
international level.
To this end, on a quarterly basis, the unit organises a 
strategic consultation within famhp so that the nec-
essary input and feedback can be shared on key files.

This year, various important new legislative texts were 
further discussed within the Council of Europe and the 
European Parliament which were of strategic impor-
tance to famhp:
	 •	� the revision of the legislation relating to medical 

devices;
	 •	� the revision of the legislation relating to medicines 

for veterinary use;
	 •	� the implementation of the mandatory safety fea-

tures to be applied to the packaging of medicines;
	 •	� the revision of the legislation for new psychotropic 

substances.

The European plan regarding medical devices focuses 
on checks of how notified bodies work and on the part-
nership between member states for inspections and 
aspects of vigilance. The regulation proposal relating to 
medical devices and diagnostic in-vitro medical devices 
aims to revise the existing legislation and includes:

	 •	� increasing evaluation activities for conformity and 
quality of medical devices prior to and during 
trading, including establishing criteria that includes 
efficacy and the cost-benefit risk balance;

	 •	� improvement measures regarding how notified 
bodies work, including a European system for 
inspection of these;

	 •	� vigilance and traceability with unique identification 
of each medical device;

	 •	� certain aesthetic devices being subject to control 
systems for medical devices;

	 •	 transparent working of notified bodies;
	 •	� increase in checks on manufacturers, represent-

atives and importers;
	 •	� optimisation of information in the European da-

tabase for medical devices, EUDAMED, including 
access for the public and use of medical devices 
and categorisation of medical devices for any new 
form of use.

The proposed regulation on medicines for veterinary 
use also aims to thoroughly revise the current legisla-
tion, including the following:
	 •	� improving the availability of medicines for veter-

inary use;
	 •	 reduction of the administrative burden;
	 •	 encouraging competition and innovation;
	 •	 improving the functioning of the internal market;

International Relations Unit

International 
Relations Unit
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	 •	� addressing the risk to public health of antimicrobial 
resistance (AMR).

The draft regulation concerning safety features on the 
packaging of medicines is intended to:
	 •	� establish the technical specifications and verifica-

tion of the safety features;
	 •	� determine the general rules for the management 

of data banks at the national and European level.

The revision of the legislation concerning new psycho-
tropic substances includes:
	 •	� establishing an inspection system to limit insofar 

as possible the risks to public health brought about 
by new psychotropic substances, in part by their 
rapid propagation. This will be done through a 
system of risk management that must not hinder 
the legal and industrial use of these substances;

	 •	� establishing a harmonised European inspection 
system in this area within which rapid action can 
be taken in light of the potential dangers of these 
substances.

The International Relations Unit is actively involved in 
the discussions at the level of the working group of 
the Council and of the committees of the European 
Commission. In order to process these files at the 
Belgian level as efficiently as possible, there has been 

consultation with other competent authorities such as 
RIZIV-INAMI, WIV-ISP, KCE, FPS Public Health and FPS 
Justice. Depending on the file, the other competent 
authorities involved may differ, of course. During this 
consultation, the Belgian perspectives were deter-
mined, any proposed revision texts were drafted and 
feedback was given on the meetings.

Furthermore, the unit is also active in other European 
working groups such as:
	 •	� the Commission working group concerning STAMP 

which investigates how methods can be devel-
oped in the current legal context to grant patients 
more rapid access to medicines.

	 •	� the EMA working group that deals with the prob-
lems of unavailable medicines: Working Group on 
Medicinal Products Shortages.

In addition, the unit is also actively involved in the 
European study on the off label use of medicines.



2015 Budget

The 2015 budget of famhp, as approved by Parliament, 
was 84,319,974 euro in income and 84,319,974 euro 
in expenditure.
The income included the government endowment 
(18,343,028 euro), paid by the FPS Public Health.

Realised income for 2015  
and its distribution

In 2015 the total realised income was 70,499,876 euro. 
This is in line with an income level 16 % lower than 
the budget deposited.
This income is comprised of our own income of 
52,959,876 euro as well as the endowment paid of 
17,540,000 euro. Our own income represents some 
75 % and the endowment 25 % of the total income.

Analysis of our own income shows that 43 % of this 
is made up of contributions and 57 % of retributions 
or fees for service. Depending on the various regula-
tions and guidelines, these taxes are mainly collected 
based on the number of packages of medicines and raw 
materials sold, on the turnover realised from medical 
devices or the number of MAs.

At our own income level there is also a special fee from 
EMA for reimbursement of the activities by famhp at 

European level and this amounts to 4,783,188 euro.

There is also another fee that is noteworthy for its in-
tended purpose, namely a contribution for clinical trials 
for the amount of 2,989,292 euro. This charge must 
partly cover the agency’s costs for the trials but mainly 
contributes to the financing of ethics committees.

The most important fees remain the fees related to 
the MA and the registration of new medicines or the 
submission of variation files. Each new MA and new 
registration of the medicine and any variation to a file 
for an existing medicine is accompanied by the payment 
of the specific fee. The management of these fees has 
historically been the primary source of funding for the 
famhp. These fees amounted to 16,308,232 eurofor 
this year.

In terms of the various taxes, the taxes on packaging, 
the so-called “30 centimes and 15 centimes”, resulted 
in 4,701,343 euro, which amounts to 21 % of the taxes. 
Another important tax is the one levied on packaging, 
the so-called “50 centimes” that resulted in 4,649,678 
euro, or 21 % of the taxes. This tax, however, does not 
contribute to the agency’s financing, but is entirely 
intended for the (re)control of medicines.

Finally, in 2015, famhp collected two levies for 

RIZIV-INAMI. These levies are based on the turnover of 
the sale of medical devices and are transferred in full 
to RIZIV-INAMI. For 2015, these two levies amounted 
to 592,935 euro.

General expenditure for 2015  
and the distribution thereof

The expenditure for 2015 amounted to 60,793,576 
euro, of which 31,014,828 eurowas for personnel 
costs (statutory and contractual), being 51 % of the 
expenditure.

Another significant expense was the payment of the 
allowance for financing NAT blood tests (Nucleic Acid 
Amplification Test) amounting to 5,932,468 euro, or 
10 % of the expenditure.

Two other significant expenses were for checking and 
analysis tasks for medicines and for IT costs. These 
costs amounted respectively to 4,220,332 euro or 
7 % of the expenditure and 4,227,470 euro or 7 % of 
the expenditure.

Finally, and as mentioned in the income section, two 
levies collected by famhp that related to medical de-
vices are transferred in full to RIZIV-INAMI. This results 

Budget
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in a zero amount for the famhp. For 2015 these levies 
amounted to 3,592,935 euro or 6 % of the expenditure.

Registration of the transactions  
and accounting principles

Since the establishment of the agency, the B&Mc 
Division has performed double accounting and this is 
not only to meet the regulatory requirements, but also 
to ensure a transparent view of the various incoming 
and outgoing financial flows. This allows the respective 
parties to have a clear view of famhp’s financial opera-
tions. All expenditure and income are grouped within 
the same IT system so that they can be generated in 
a fast and straightforward way from the accounting 
system.
Moreover, it annual accounts are certified by a company 
auditor and by the Court of Audit. This ensures compli-
ance and the regularity of the accounting transactions.

Famhp expenditure for 2015 was comprised of 4,982 
invoices. These invoices were checked and, once ap-
proved, entered into the accounting system. Payment 
is made automatically (after two electronic signatures) 
and within the month via the Isabel payment system.

Our own income for 2015 was comprised of 17,354 

payments to ten bank accounts, to which specific rev-
enues were deposited. These included amounts for 
receipts of EMA, R&D, medicated feeds, taxes on the 
number of packages and an account for various fees.

After receipt of the liquidities, these are entered as 
income for the proper turnover. This turnover is then 
debited from the fee for each service request submitted. 
In 2015, this was done by recording 24,098 virtual sales 
invoices in automated logs. Entry of these is carried 
out manually. Information about entries, such as the 
agreement about fees and the respective service re-
quests, is done mainly from the MeSeA-system, more 
specifically via verification of the public inbox payment 
tracking. The appropriation data not included in MeSeA 
are communicated the traditional way via administrative 
forms and financial files that come from the various 
services within the agency.



| Annual Report 201574 

0

2,000,000

4,000,000

6,000,000

8,000,000

10,000,000

12,000,000

14,000,000

16,000,000

18,000,000

20,000,000

Other
contributions

RIZIV-INAMI
contributions

medical devices

Contribution
“50 centimes”

Contribution
“30 centimes &
15 centimes”

Other feesAuthorisation
and registration

fees

Clinical trial
fees

EMA fees

€

  2013	   2014	   2015

Overview of income 2013, 2014 and 2015 (exclusive endowment)

43%

12%

31%

5%

9%

18%

9%

9%

7%

2015 famhp income (exclusive endowment)

  EMA fees

  Clinical trials fees

  Authorisation and registration fees

  Other fees

  Contribution “30 centimes & 15 centimes”

  Contribution “50 centimes”

  RIZIV-INAMI contributions medical devices

  Other contributions



75 75 

Bu
dg

et

0

5,000,000

10,000,000

15,000,000

20,000,000

25,000,000

30,000,000

35,000,000

Other
expenditure

Personnel costsExpertiseICT
expenditure

Subsidy BCFI-CBIP,
Farmaka and

ethics committees

Transfer
RIZIV-INAMI 

Control
and analysis
medicines

NAT blood tests
subsidy

€

  2013	   2014	   2015

Overview of famhp expenditure 2013, 2014 and 2015

10%

7%

7%

7%

6%

4%

51%

8%

2015 famhp expenditure

  NAT blood tests subsidy

  Control and analysis medicines

  Transfer RIZIV-INAMI 

  Subsidy BCFI-CBIP, Farmaka and ethics committees

  ICT expenditure

  Expertise

  Personnel costs

  Other expenditure



The 2015 budget in euros

Activity 2013
Budget

Realisation 
2013

2014
Budget

Realisation 
2014

2015
Budget

Realisation
2015

Income

Endowment 19,489,305 18,786,000 19,562,641 18,759,000 18,343,028 17,540,000

Reserves used       

Own income 58,175,422 49,114,476 65,346,086 51,777,551 65,976,946 52,959,876

Total 77,664,727 67,900,476 84,908,727 70,536,551 84,319,974 70,499,876

.

Activity 2013
Budget

Realisation 
2013

2014
Budget

Realisation 
2014

2015
Budget

Realisation
2015

Expenditure

Expenditure for personnel (salary and social security contributions) 31,572,741 27,802,275 34,274,223 29,951,822 36,440,770 31,014,828

Other personnel costs 1,366,734 1,091,026 1,244,387 1,142,556 1,338,187 1,224,022

Non-ICT expenses 21,263,541 18,039,092 22,497,140 18,494,284 22,005,552 14,718,105

ICT expenses 4,615,523 4,590,283 4,706,141 4,483,856 4,759,405 4,227,470

Non-ICT capital expenses 85,704 29,615 85,704 67,507 85,704 27,693

ICT capital expenses 228,000 205,371 508,000 341,359 408,000 56,055

NAT blood test subsidy 9,891,794 7,964,557 10,020,387 8,354149 9,303,452 5,932,468

RIZIV-INAMI tax 9,859,154 5,530,644 12,062,245 6,386,393 9,978,904 3,592,935

Total 78,883,191 65,254,863 85,398,227 69,221,926 84,319,974 60,793,576
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Scientific Committee

The Scientific Committee aims to play a transversal role 
within the agency and to enhance the collaboration 
within therapeutic fields and on scientific themes that 
have been established as priorities for the agency.

In 2015, experts were invited to discuss the following 
scientific or regulatory themes:
	 •	 medical devices;
	 •	 antimicrobial resistance;
	 •	� clinical trials in the framework of the new European 

legislation;
	 •	 psychotropic substances and narcotics;
	 •	 Benefit/risk methodology.

The practical feasibility of involving the committees 
of famhp in the elaboration of regulatory files was 
further evaluated.

Consultative Committee

The Consultative Committee advises famhp on the cur-
rent and future policy. It is chaired by the Chief Executive 
Officer of famhp.

In the course of 2015, three meetings were held at 
which current themes were addressed:
	 •	� reporting of temporary unavailability for parallel 

import medicines;
	 •	� feedback on the second external satisfaction survey 

of famhp among healthcare professionals and the 
action plan subsequently drafted;

	 •	� status report on the implementation of the PMH-
PDM and an overview of the future plans;

	 •	� European files, such as changes in competencies 
within the European Commission, the revision of 
medical devices and information on projects such 
as Adaptive Pathways and STAMP;

	 •	� further follow-up of the file on the use of Avastin 
(bevacizumab - Roche) outside of the approved 
therapeutic indication, specifically for the treat-
ment of the wet form of age-related macular 
degeneration;

	 •	 errors made by pharmacists in composing products;
	 •	� evaluation of the awareness raising campaign: ge-

neric or original medicines: it makes no difference 
for your health;

	 •	 policy on conflict-of-interest at famhp;
	 •	 implementation of the ZBB concept at famhp;
	 •	� renewal of the committee for medicinal products 

for human use.

Transparency Committee

Within the Transparency Committee, cooperation and 
transparency with the stakeholders remain the key-
words. In 2015 the Transparency Committee gathered 
eight times.
The chairman, Ann Adriaensen and the vice-chairman, 

Marc Henry Cornély were re-elected in 2015 for two-
year terms.

The main items of the plenary meetings were:
	 •	� the final balance of the 2014 budget, the follow-up 

of the 2015 budget and the preparation of the 
2016 budget;

	 •	 the start up and monitoring of the exercise in ZBB;
	 •	 the results of the Task Force Vigilance;
	 •	 the revision of the internal rules;
	 •	� the follow-up of the activities of the Audit com-

mittee within famhp;
	 •	� the awareness raising campaign: generic or orig-

inal medicines: it makes no difference for your 
health;

	 •	 the quarterly reporting in draft phase;
	 •	 the circular on prudent budget management;
	 •	 the priorities for the operational year 2016;
	 •	 the draft of the budgetary reporting for 2016;
	 •	 the operational plan for 2016.

Three recommendations were given to the minister 
of Public Health:
	 •	� the recommendation on the approval of the pro-

posed 2016 budget;
	 •	� the recommendation on the application of the 

circular on prudent budget management;
	 •	� the recommendation on the operational plan for 

2016.

The three committees of famhp
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EARLY PHASE DEVELOPMENT spearhead

Figures for 2015 and a look ahead

Applications for clinical trials submitted to famhp 
in 2015:
	 •	 291 early phase trials,
	 •	 137 phase I trials,
	 •	 51 trials with a first administration to humans.
The average time needed for evaluation was 12.61 
days (only for the 15-day procedures, which account 
for 39 of the 51).

There were 20 national STA processed within the 
framework of early phase development* out of a total 
of 45 files closed, of which 12 were type II/III recom-
mendations and 7 written type I recommendations. 

The timeframe necessary for providing the recom-
mendations after validation of STA applications was 
an average of:
	 •	� 46.4 days (for T0 to Tmeeting) for the type II/III 

recommendations,
	 •	 11.1 days for the written type I recommendations.

For European scientific advice with an early phase 
development aspect, on 8 occasions the role of coor-
dinator was assumed by the Belgian representatives.

Maintaining short timeframes
Even when Regulation (EU) no. 536/2014 becomes 
applicable, maintaining short timeframes for the eval-
uation of clinical trials and certainly of early phase 
trials will be extremely important. An analysis of 
the necessary resources and the anticipated cost for 
maintaining short timeframes with conducted with the 
help of representatives from the companies involved 
and supervised by an external consultant. Naturally, 
this analysis will need to be expanded once there 
is clarification about the interaction with the ethics 
committees that will be involved in drawing up the 
assessment reports.

Since the renewed committee for medical products 
from human use is to be consulted starting from 2016 
for applications for critical clinical trials, there has been 
an investigation of how best to organise this in order 
to avoid jeopardising the short timeframes.

Fieldwork: an asset in training
In the course of 2015, famhp launched a training pro-
gramme that will be continued in 2016. The goal? 
To give the agency staff involved with clinical trials 
in early phase development the opportunity to learn 
about a number of aspects of early phase clinical trials 
through fieldwork.

Communication in order to make progress 
and improvements
Maintaining good communication, transfer of data, 
concepts and feedback within the agency and from the 
agency towards external stakeholders (e.g. companies, 
researchers, patients, general public) is essential. This 
should also form part of a broader communication 
strategy. It is also important for the agency to remain 
up-to-date on new developments and needs, and to 
remain open for the input from the stakeholders. That 
is why, in early 2016, a communication proposal on 
early phase development will be drafted.

	

* 	�Phase I clinical trials: the medicine is administered to a small 

number of healthy volunteers (maximum about twenty) in order 

to determine the optimal dosage, and to test tolerance and 

potential toxicity.

	� Phase II clinical trials: the medicine is administered to approxi-

mately a hundred patients according to clearly defined conditions 

in order to test its efficacy and to identify any adverse reactions.

The spearheads of famhp
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Circular 596, towards an appropriate dosage
For early phase clinical trials, it would be desirable for 
flexible dosage to be possible because it may need to 
be adapted to the findings after the initial doses are ad-
ministered. Formulation on-site is the most appropriate 
method. Circular 596 has been used for this purpose 
already for some time, and various adjustments have 
been added to it and announced.

In 2015 internal discussions were held about the cer-
tification of phase I centres. The possibility for vol-
untary application has already been included in the 
programme law.

VACCINES spearhead

What falls within the scope of the 
VACCINES spearhead?
The VACCINES spearhead is situated in the domain 
of the assessment of data on vaccines, ranging from 
quality data to the non-clinical and clinical data, for 
example for authorisation of CTAs or formulating scien-
tific advice to companies regarding the development 
of vaccines or for granting a MA for new vaccines. Any 
problems which may arise with the vaccine supply in 
Belgium or within Europe will also be discussed here.
The VACCINES spearhead relies on its transversal oper-
ations within and outside of the agency, with among 

others, WIV-ISP as regular partner for the quality control 
and batch release of vaccines.

2015 in figures
	 •	� Belgium was rapporteur in CHMP for the positive 

opinion for a new hexavalent paediatric vaccine, 
a type of vaccine that forms the cornerstone of 
vaccine programs worldwide.

	 •	� Belgium supplied the co-rapporteur in PRAC for 
a scientific review of the vaccines for the human 
papilloma virus.

	 •	� Belgium was one of the coordinators within SAWP 
for 9 European scientific technical advice recom-
mendations from this working party.

	 •	� 13 national STA were processed (12 + one with-
drawal) in relation to vaccines, of which 11 type 
II/III recommendations and 1 written type I rec-
ommendations out of a total of 45 files closed.

	 •	� In the framework of the legislation for vaccines, 
the spearhead is closely involved in revision of 
EMA guidelines for the clinical assessment of new 
vaccines.

	 •	� In terms of contact with the industry stakeholders, 
in 2015 two portfolio meetings were held.

The VACCINES spearhead was represented at various 
national and international fora, including:
	 •	� within the various working parties (VWP, BWP, 

SWP, SAWP) and committees (CHMP, PDCO, PRAC) 
of EMA;

	 •	 within the vaccination group of the HGR-CSS;
	 •	� within the National Certification Committee for 

the eradication of poliomyelitis in Belgium.

Two themes that were continuously 
monitored were the safety and efficacy of 
vaccines
In 2015 a great deal of attention was devoted to a 
detailed scientific review of the human papilloma virus 
vaccines (HPV vaccine) in order to gain better insight 
into certain aspects of their safety characteristics. 
Reports of two syndromes occurring in young women 
who had received an HPV-vaccine were investigated:
•	 complex, regional pain syndrome (CRPS), a chronic 
pain syndrome in one of the limbs;
•	 Postural Orthostatic Tachycardia Syndrome (POTS), a 
condition in which an abnormally large increase in the 
heart rate occurs upon standing up. The symptoms are 
chiefly dizziness, light-headedness, but also headache, 
other aches, nausea and fatigue.

HPV-vaccines are administered in order to protect 
against cervical cancers and other HPV-related can-
cers and precancerous lesions. This scientific review 
led to the conclusion that there is no proof of a causal 
relationship between the vaccines (Cervarix, Gardasil/



Silgard, Gardasil 9) and the development of CRPS or 
POTS. Therefore, there is no reason to change the way 
in which the vaccines are currently used or to modify 
the existing patient information leaflets.

In 2015, the VACCINES spearhead continued to play a 
role in the development of new vaccines, such as in the 
fight against Ebola and poliomyelitis, through processes 
such as scientific technical advice procedures and the 
validation, assessment and the granting of approval 
for clinical trials.

ONCOLOGY spearhead

Results 2015
In 2015 the ONCOLOGY spearhead was active in various 
fields, including issuing marketing authorisation for 
medicines via CP, such as:
	 •	� Lynparza (olaparib, therapeutic indication: treat-

ment of ovarian cancer), for which famhp was 
co-rapporteur for the evaluation of the measures 
taken after the MA was issued, specifically the 
PAES and the PASS;

	 •	� Cotellic (cobimetinib, therapeutic indication: 
treatment of melanoma), for which famhp was 
co-rapporteur for the final evaluation (MA in the 
European Union issued on 20 November 2015);

	 •	� Lenvima (lenvatinib, therapeutic indication: treat-
ment of thyroid cancer), for which tfamhp was 
rapporteur for the accelerated procedure (MA in 
the European Union issued on 28 May 2015).

Moreover, in 2015, famhp was assigned two MA ap-
plications for oncological medicines via the CP as rap-
porteur: lenvatinib (therapeutic indication: treatment 
of renal cell carcinoma) and paclitaxel (therapeutic 
indication: treatment of ovarian cancer).

2015 in figures:
	 •	� 180 clinical trial applications (CTA) for oncologi-

cal medicines submitted to famhp, of which four 
advanced therapy medicinal products (ATMP);

34 CTA were submitted within the framework of the 
VHP for oncological medicines.
	 •	� 8 applications for CU and 11 applications for MNP 

were evaluated.
	 •	� Belgium supplied the coordinator for 13 onco-

logical European scientific advices, of which 3 for 
biosimilar medicines.

	 •	� At the national level, 5 STA were processed in 
relation to oncological medicines, of which four 
type II/III advices and one written type I advice 
out of a total of 45 files closed.

	 •	� Activities in the context of the paediatric 
regulations:

		  – rapporteur for 17 Paediatric investigation plans;
		  – 15 peer review Paediatric investigation plans;
		  – 4 non-clinical topic leader.

Furthermore, the non-clinical team is collaborating 
with EMA on a project to assess the impact of juvenile 
animal testing on the development of anti-cancer med-
icines for children. At the national level, a meeting was 
held on the topic of Pediatric clinical trials in oncology.
	 •	� Activities within the framework of geriatrics: meet-

ing with Prof. Petrovic; intensive course Meet the 
oncology expert with Prof. H. Wildiers; Symposium 
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on cancer in the elderly (action 24 of the Cancer 
Plan, KU Leuven).

	 •	� Activities within the framework of the Oncology 
working party (EMA): teleconferences, two face-to-
face meetings, participation in Update for anti-can-
cer guideline (safety reporting) and comments for 
guideline on patient-related outcome measures; 
Chordoma workshop EMA.

In the area of contact with the industry stakeholders, 
three portfolio meetings were organised in 2015.

The ONCOLOGY spearhead was represented at various 
national and international fora:
	 •	 Paediatric oncology task force of PDCO of EMA;
	 •	� International Childhood Cancer Awareness Day, 

SIOPE (European Parliament in Brussels);
	 •	� SIOPE – MAC Launch of the European Cancer Plan 

for Children and Adolescents (European Parliament 
in Brussels);

	 •	� Roundtable on immunotherapy and cancer 
(Belgian Parliament);

	 •	� Roundtable on Impact of skin cancer in Belgium 
(Belgian Parliament);

	 •	 Symposium Optimal diagnosis of MDS;
	 •	� Symposium Differentiated Thyroid Cancer and 

Medullary Thyroid Carcinoma: New Frontiers 
(Bordet Institute);

	 •	 17th Annual Meeting of BSMO;
	 •	 18th Post-ASCO Meeting;

	 •	� BRAS presentation on the design of clinical trials, 
including oncological clinical trials;

	 •	 EORTC Groups Annual Meeting in Brussels;
	 •	� 1st Human Cancer Immunology Course for 

Oncologists and Scientists (Bordet Institute);
	 •	 Symposium ESMO Immuno-Oncology in Lausanne;
	 •	� Intensive courses Meet the oncology expert 

(Bordet Institute).
	 •	� Development of Medicines For Paediatric And 

Rare Diseases – Annual Event For Interdisciplinary 
Challenges – Kick-Off Conference in Basel, Switzerland;

	 •	� Cancer Drug Development Forum 3rd Paediatric 
Oncology Conference held in Vienna, Austria;

	 •	� Paediatric Clinical Trials, Holiday Inn Regents Park, 
London;

	 •	 DIA (Drug Information Association) Europe, Paris;

In 2015, the ONCOLOGY spearhead continued to collab-
orate with the Cancer Centre through the participation 
of famhp in the project on personalised medicine: 
meetings of the working group on next generation se-
quencing, based on a report from KCE, kick-off meeting; 
meeting of the Editorial Board of the Cancer Centre; 
meetings for the development of a position paper on 
Public Health Genomics in Cancer; first meeting of the 
new management committee of ComPerMed with the 
Cancer Centre, RIZIV-INAMI, WIV-ISP, etc.
In 2016, this collaboration will be further pursued with 
meetings for Public Health Genomics in Cancer and the 
ComPerMed committee.

In 2015, the collaboration with RIZIV-INAMI was also 
continued through, for example, participation in the 
activities of the Support Committee on Immunotherapy 
for the treatment of melanoma and glioma: consul-
tation on ETA-ETR files; CATT-CAIT: presentation on the 
evaluation methodology; list of UMN for 2016.

The current activities will be continued in 
2016
These activities will be continued in 2016 with a focus 
on pharmacovigilance and R&D related activities, in 
combination with an increased involvement in the MA 
application files for oncological medicines via the CP. In 
this context, the recently hired haemato-oncology clini-
cal evaluator has begun activities, investigating various 
national files and one European file for scientific advice.



To optimally perform the tasks of famhp, the agen-
cy calls on different institutions: famhp commissions, 
the national consultation platforms with other public 
services, institutions and partners and the famhp rep-
resentatives in national and international commissions, 
committees and working groups.

International

DG PRE authorisation
The DG PRE authorisation plays an important role in 
stimulating innovation, giving scientific advice, eval-
uating CTA and processing applications for granting 
a MA for medicines for human and veterinary use. 
For medicines for human and veterinary use that are 
authorised through the CP for obtaining a MA, the DG 
PRE authorisation is also responsible for the follow-up 
of the changes to the MA or variations. The scientific 
assessment of the data that support the different types 
of applications is generally performed within the DG 
PRE authorisation, also if the application was filed in an-
other entity of famhp. With this assessment, European 
guidelines and directives are used, independent from 
the fact of whether it is about a national or European 
procedure.

It is extremely important that the DG PRE authorisation 
closely follows the scientific evolutions and evolutions 
in the legislation and provides, on the European level, 
relevant active input in the discussions in that area. 

The DG PRE authorisation is therefore permanently 
represented in most European scientific committees 
and associated working groups. European evaluation 
tasks, for example as rapporteur of the central proce-
dure or as coordinator in the European procedure for 
scientific advice, can only be acquired and efficiently 
performed if the DG PRE authorisation is present in the 
relevant committees and working groups.

DG POST authorisation
The DG POST authorisation is for its part represented 
in different European committees or working groups 
that work in the area of vigilance and proper use of 
medicines and health products. Through this partic-
ipation, famhp always remains informed about the 
developments regarding medicines, medical devices 
and human tissue material: blood, cells and tissues. 
The Belgian knowhow is shared with our European 
colleagues and the consultation ensures a better 
harmonisation.

DG INSPECTION
In the framework of the harmonisation of inspection 
and control activities and the battle against pharmaceu-
tical criminality, the employees of the DG INSPECTION 
are represented in international fora with other inter-
national authorised institutions in the field of medicines 
and health products.

Support services
The Support Services of famhp are chiefly involved in 
EMA working groups that develop the approach to the 
automation of certain tasks for the European network. 
This consultation, which is often by teleconference, is 
generally geared towards “business” aspects, so that 
it is not always necessary to engage the ICT experts. 
When there is a meeting on a specific ICT tool, the ICT 
Division will primarily be involved.

Chief Executive Officer’s Services
The Chief Executive Officer is a member of the EMA 
Management Board and attends the meetings held 
within the framework of the HMA. This should al-
low the national strategy to be optimally coordinated 
with the strategy applied at the European level. In this 
regard, the representatives for the Communication, 
the Quality and the Legal Affairs Divisions, the 
International Relations Unit, and the Human Tissue 
Material Coordination also regularly attend European 
meetings that are relevant for efficient functioning 
within the European framework in terms of their areas 
of competency.

An updated version of the list of representatives of 
famhp is available on famhp website.

Representation
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A current overview of famhp committees, consultation 
platforms organised by the famhp and the consultation 
platforms with public services and institutions based 
on a protocol is available on famhp website.
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Regulations that determine the organisation, func-
tioning and activities of famhp: see www.famhp.be.
Famhp can propose legislation to the Minister concern-
ing matters within its competence. New regulatory 
elements: laws, Royal Decrees (RD) and Ministerial 
Decrees (MD) published in 2015:

Famhp contributed to several laws
	 •	 �Law of 17 July 2015 regarding various provisions 

concerning health (1).
	 •	 Program law (I) of 26 December 2015.

Royal and Ministerial Decrees
	 •	 �RD of 31 January 2015 to amend the RD of 23 

November 2006 implementing article 10, § 3, of 
the law of 25 March 1964 on medicines.

	 •	 �RD of 3 February 2015 establishing the imple-
menting measures of the law of 15 December 
2013 concerning medical devices.

	 •	 �RD of 22 February 2015 concerning granting the 
2015 subsidy to the “antimicrobial consumption 
and resistance in animals”.

	 •	 �RD of 19 March 2015 to grant an allowance for the 
year 2015 for the non-profit association Farmaka.

	 •	 �RD of 3 April 2015 accrediting the institutions 
referred to in article 10, § 3, of the law of 25 
March 1964 on medicines.

	 •	 �RD of 11 June 2015 containing regulations on prod-
ucts containing one or more tetrahydrocannabinol.

	 •	 �RD of 2 July 2015 amending the annex to the 

law of 5 July 1994 concerning blood and unstable 
blood products of human origin.

	 •	 �MD of 14 July 2015 concerning the accreditation 
of experts in application of the RD of 13 April 1977 
establishing the regulations for the valuation of 
the transfer of pharmacies and monitoring such 
transfers.

	 •	 �RD of 25 November 2015 to amend the RD of 14 
December 2006 regarding medicines for human 
and veterinary use and the RD of 19 April 2001 
concerning the parallel import of medicines for 
human use and the parallel distribution of medi-
cines for human and veterinary use.

	 •	 �RD of 25 November 2015 to amend the RD of 
22 January 1998 governing certain psychotrop-
ic substances and concerning risk limitation and 
therapeutic advice.

	 •	 �RD of 25 November 2015 to amend the RD of 31 
December 1930 governing soporifics and narcotics 
and concerning risk limitation and therapeutic 
advice.

	 •	 �RD of 18 December 2015 concerning granting 
the 2013 subsidy to ethics committees and in 
application of article 30 of the law of 7 May 2004 
concerning human experiments.

	 •	 �RD of 26 December 2015 concerning granting a 
subsidy to blood transfusion institutions for the 
year 2015.

	 •	 �Various appointment decrees of the commissions 
and Committees established within famhp.

Legislation
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Federal agency for medicines  
and health products – famhp
Eurostation II 
Victor Hortaplein 40/40
1060 BRUSSELS

General phone number: + 32 2 528 40 00  
(open between 8.00 and 17.00)
General fax number: + 32 2 528 40 01
welcome@fagg.be – welcome@afmps.be 
www.famhp.be
EORI-number BE0884579424 

Secretariat of the Chief Executive Officer
tel. + 32 2 528 40 05
fax + 32 2 528 40 03
management@fagg.be – management@afmps.be

Contact for press and media
tel. + 32 2 528 40 12
gsm + 32 495 23 71 69 (spokesperson)
comm@fagg.be – comm@afmps.be 

Call Center
Marketing Authorisation
Procedures for MA for medicines for human use
tel. + 32 2 528 40 04
registration@fagg.be – registration@afmps.be

Herbal Medicines
phyto@fagg.be – phyto@afmps.be

Homeopathic Medicines
homeo@fagg.be – homeo@afmps.be

Human tissue material (MLM-MCH)
mch-mlm@fagg.be – mch-mlm@afmps.be

Information concerning medicines  
and health products
info.medicines@fagg.be – info.medicines@afmps.be

Inspection and control – General
inspection@fagg.be – inspection@afmps.be

Inspection and control – 
Dispensing Division - Pharmacies
pharmacy@fagg.be – pharmacy@afmps.be

Inspection and control – Industry Division
industry@fagg.be – pharmacy@afmps.be

Inspection and control –  
Special Investigation Unit
medicrime@fagg.be – medicrime@afmps.be

Legal Affairs
ius@fagg.be – ius@afmps.be

Medical devices
meddev@fagg.be – meddev@afmps.be

Medicines for veterinary use
infovet@fagg.be– infovet@afmps.be

Narcotics and psychotropic substances
narcotics@fagg.be – narcotics@afmps.be

Pharmacovigilance of medicines  
for human use
vig@fagg.be – vig@afmps.be

Precursors
drugprecursor@fagg.be – drugprecursor@afmps.be

Products in the “grey area”  
for which the status is not clear
borderline.hum@fagg.be – borderline.hum@afmps.be
borderline.vet@fagg.be – borderline.vet@afmps.be

Research and Development (R&D)
ct.rd@fagg.be – ct.rd@afmps.be

Scientific Technical Advice (STA)
sta@fagg.be – ast@afmps.be

Webmaster
webmaster@fagg.be – webmaster@afmps.be

Adverse reactions can be reported directly  
to famhp via the form on famhp website or via 
patientinfo@fagg.be – patientinfo@afmps.be.
Complaints about our services can be filed  
using the online form at  
www.famhp.be/en/complaints.

Contact



Publication and distribution
Federal agency for medicines  
and health products - famhp
Eurostation II
Communication Division
Victor Hortaplein 40/40
1060 BRUSSELS
tel. + 32 2 528 40 12
comm@fagg.be – comm@afmps.be
www.famhp.be

Person responsible for the publication
Xavier De Cuyper,  
Chief Executive Officer of famhp

Coordination
Communication Division of famhp

Graphic design and layout
The Crew Communication
Cantersteen 47
1000 BRUSSELS
tel. + 32 2 504 00 00
www.thecrewcommunication.com

Photography
famhp
Shutterstock
Thinkstockphotos

Translation
Communication Division and Translation Unit  
of the famhp (Dutch, French)
Lexitech (English)

Legal deposit
D/2016/13.127/3

This annual report is available in Dutch, French  
and English.
The electronic version of this 2015 annual report  
is available on the famhp website  
(www.famhp.be).

Colophon

| Annual Report 201592 







���������������
�������������
������¡��

��¢��������£�
��
��⁄�¥������ƒ������
����⁄�¥������ƒ������

����������
�


