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FocusBelgium

On 10 May 2003, the Belgian
Association of Hospital
Pharmacists (ABPH) celebrated

50 years of existence. Created in 1953,
this professional and scientific association
represents all pharmacists who work in
Hospital Institutions, whether private or
public, university, general or psychiatric.

The professional life of a Belgian Hospital
Pharmacist is regulated by different Royal
Decrees (AR). In 1978 the obligation
appeared in the "Moniteur", the official
journal that publishes all laws and Royal
Decrees, requiring the presence of a
pharmacist in all hospitals of the Kingdom
(AR of 19/10/1978).

It was about the same time that the
Belgian Universities introduced a pro-
gramme of specialisation in Hospital
Pharmacy and that the profession started
to differentiate itself from that of pharma-
cists working in dispensaries open to the
public.

the performance of the establishment mea-
sured by the duration of each admission
classed in a APR-DRG by comparison with
the Average Duration of Stay (ADS) for this
APR-DRG. If the time spent in hospital is
too long compared with the ADS of the
group, part of the fee tied to these days is
not paid. Hospitals that have a duration of
stay longer than the national ADS for a
DRG must give back part of the budget
corresponding to these extra days.There is
an equivalent calculation on the rate for
replacing complete stays in hospital by out-
patient attendance (a calculation of the

number of extra days or days saved).
This system of finance in now being repla-
ced by a new system of “justified bed” (by
activity) and finance is awarded per admis-
sion (flat-rate APR-DRG based on the
national average, regardless of the real
length of admission).
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The Belgian health system works by
means of obligatory health insurance
schemes that cover almost all of the

population. It is related to the French sys-
tem.The patient advances the money to the
doctor then the insurance company (the
equivalent of the Social Security) reimburs-
es the part for which the patient is covered.
However, the coverage is less complete in
Belgium than in France. Cancer and child-
birth, for example, are not covered 100%.
The insurance companies partially reim-
burse most people for medicines and hos-
pitalisation.To top up the standard cover, a
private insurance policy can be taken out.
Since 1995, hospital budgets have consisted
of three components: basic financing
(depending on the type of institution), a
fixed price is set in advance (depending on
what is being done), and partial financing
depending on the number of days and inter-
ventions.
The classification of All Patient Refined
Diagnosis-Related Groups (APR-DRGs) has
been set up as the basic method for reim-
bursement because it was well documen-
ted, operational, used in many countries and
enables international comparisons to be
made.The use of APR-DRGs for the alloca-
tion of the budget to public hospitals has
met with much resistance. In 1992, the
public authorities decided to adopt it: the
budget is scaled up or down depending on
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The distribution of medicines in Belgian hospitals
Arnout Verlinden

THE LEGAL POSITION

The distribution of medicines in hospitals
is tightly regulated in comparison to the
situation in public pharmacies.The various
legal documents state that before any
medicine is given to a patient on a medi-
cal prescription the name of the patient is
required and that the distribution must be
done on a named patient basis, in other
words the principle of unit dose distribu-
tion is enshrined in law. Exceptions to this
are the distribution of medicines to ope-
rating theatres, the casualty department

and intensive care units. For urgent situa-
tions a limited stock of medicines is allo-
wed on the various wards.

THE PRESENT SITUATION

By comparison with this very detailed
legislation the reality in hospitals is very
different. In real life, medicines distribution
can take the form of very comprehensive
stocks of medicines being kept on the
wards, supplies being made for a defined
period from the pharmacy for named
patients and we even have the strict unit

dose distribution for 24 hour periods. All
hospital pharmacists operate an on-call
system to ensure that medicines are avai-
lable outside the opening hours of the
pharmacy.
To improve the distribution of medicines
a number of hospital pharmacists repack
medicines in unit doses. In addition auto-
matic dispensing units with limited access
have also been introduced in hospitals
over the last few years as an alternative to
the more accessible medicines store cup-
boards.

The possession of this additional qualifica-
tion for the right to practice in a hospital
environment became compulsory in
1986.It was in 1989 that, following the
federal trend within the country, 2 regio-
nal Associations were created: one for
Dutch speakers (the Flemish Association
of Hospital Pharmacists - VVZA) and the
other for French speakers (the French-
speaking Association of Belgian Hospital
Pharmacists - AFPHB).These Associations
are represented within the ABPH. And it
was the AR of 04/03/1991 that fixed the
standards which a hospital pharmacist
must satisfy to be approved that went on
to significantly regulate the general and
specific tasks of the pharmacist within
his/her Hospital Institution, creating on
the same occasion the term "Fonction
hospitalière"  in order to classify Hospital
Pharmacy within it.

In Belgium, Hospital Pharmacists are res-
ponsible for pharmaceutical specialties,
extemporaneous preparations, antiseptics
and disinfectants, registered dietary pro-
ducts, medical and surgical equipment,
implants and prostheses, radio isotopes,
medical gases and products that are
under investigation by clinical trials.

The general duties of the Hospital
Pharmacist are standard:
• the individualised distribution of medici-

nes;
• the preparation of non sterile and ste-

rile medicines;
• the supply, keeping in stock perma-

nently and appropriate storage of medi-
cines;

• the analysis and quality control of raw
materials and medicines.

The specific tasks are very numerous:
• the organisation of an effective, safe and

economic system of distribution in the
various hospital units;

• integration into multidisciplinary teams
in order to optimise therapeutic efficacy
and safety;

• the collection, processing and distribu-
tion, in a structured manner, of all the
necessary pharmacological, toxicologi-
cal and pharmaco-technical information
concerning the medicines used in the
hospital;

• active collaboration with the nursing
staff regarding the use of medicines;

• the organisation and promotion, in col-
laboration with the medical team, of
pharmacovigilance activities;

• partial responsibility for the sanitary

arrangements for hospitalised patients
and discharged patients, in collaboration
with the medical and nursing staff;

• making available for the hospital depart-
ments antiseptic and disinfectant solu-
tions of an appropriate quality for the
therapeutic necessities;

• to guarantee at a qualitative level the
daily activities of the sterilisation unit;

• supervision of the galenical preparation
of injectable solutions of radio-pharma-
ceuticals;

• drawing up, in collaboration with the
doctor in charge of the hospital, an
annual report, of the hospital as a whole
and by department, of the consumption
and cost of the medical treatment, and
a report on the relation between the
consumption of medicines and the
pathologies treated in the hospital;

• contribution to clinical trials whenever
they are performed in the hospital;

• contribution to the rapid and suitable
treatment of cases of poisoning.
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Important reasons for these wide varia-
tions in practice are the reluctance of the
authorities and hospital managements to
make available the necessary resources
for hospital pharmacies to operate as
they are legally required to do so and the
very limited introduction of standards
within hospital pharmacy.

WHAT WOULD WE LIKE TO HAPPEN?
The professional association of hospital
pharmacists is naturally a proponent of
strongly patient-oriented distribution of
medicines. It states that in this model the
hospital pharmacist can contribute signifi-
cant added value in the optimisation of
drug therapy such as evaluating the pres-
cription and supplying the medicines
ready for administration. If this were to
happen and a number of activities cur-
rently performed by the nursing staff
were taken over by the hospital phar-
macy, the nurses would be able to
concentrate more on nursing the
patients.
Additional resources from the authorities
and redistribution of the resources within

the hospitals will be necessary if hospital
pharmacists are to be able to meet their
legal obligations. The implementation of
electronic communication between doc-
tors, hospital pharmacists and the nursing
staff will also contribute to it in due
course.
So this means that medicines always
having to be supplied by the hospital
pharmacist sets a logistic challenge for
administration and makes electronic com-
munication almost imperative. As the
authorities are not providing additional
resources to enable us to comply with
the legislation it is very difficult for hospi-
tal pharmacists to meet their legal obliga-
tions.
One of the possible distribution systems,
widely used in the United States of
America, is unit-dose distribution per
patient per 24 hours.This model shifts the
work from the ward to the pharmacy and
this has very little effect on the total staf-
fing level of the hospital.This model requi-
res electronic communication between
wards and the pharmacy in the contem-
porary hospital scenario, where a rapid

response to changing treatment is neces-
sary.
In addition it requires far-reaching flexibi-
lity as regards hours of work of both hos-
pital pharmacists and specialist physicians
and a presence even during the week-
ends.
As the professional association of hospital
pharmacists we are satisfied with the
legislation in place but in order to do as it
directs we have got to find creative solu-
tions to a number of problems. These
problems are: the shortage of resources
and the reorganisation of the workforce.
In Belgium it is always the case that the
hospital pharmacy does not generate
revenue and therefore no additional
income will be obtained for the additional
activities referred to above.
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For more than 20 years, computerised
communication has been becoming a
fact of life despite developing faster

than the legislation. Continual changes of
technology have an enormous impact on

the costs and quality of work.The principal
advantage of the electronic revolution is
rapid accessibility to good quality informa-
tion. Meanwhile, a legal framework is being
erected for electronic prescribing.

HISTORICAL BACKGROUND

Since the end of the 1970s the administra-
tive departments have started to compu-
terise patient admissions and their invoices.
Our hospital pharmacies were involved

Computerised medical prescribing in Belgium
Philippe Goulard and  Dominique Wouters
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Clinical pharmacy
Ludo Willems and Dominique Wouters

Clinical pharmacy started several
decades ago in the Anglo-Saxon
countries. In this system hospital

pharmacists work on the wards and the
main aim is to optimise the use of medicines.
This focus by hospital pharmacists on clinical
work has so far not become generally esta-
blished on the European mainland and the
Belgian situation is no exception. In practice
most Belgian hospital pharmacists devote
their working time primarily to standard
pharmaceutical duties.

Nevertheless in Belgium clinical pharmacy
can be regarded as a legal requirement.Alas,
and this is the case for the very many duties
in this Royal decree, the resources needed
to fulfil these obligations have never been
allocated and for a long time clinical phar-
macy never came to life in the hospitals.

In recent years Belgian hospital pharmacists
have to an increasing extent became aware
of their opportunities as providers of phar-
maceutical care.This has already led to small-
scale projects in which hospital pharmacists
have become partners on the wards to doc-
tors and nurses in drug treatment. A num-
ber of hospital pharmacies regularly perform
drug use evaluations and inform the doctors
about the consumption of medicines linked
to information about the pathology.

After all because of complex reimburse-
ment rules for administered medicines
Belgian hospital pharmacists have a mine of
information at their disposal.

But it is these very reimbursement rules,
whereby all administered medicines can be
invoiced to the patient or his/her health insu-
rance company, that ensure that hospital
managers derive no financial benefit from
the rational use of medicines. In other words
the consumption of medicines is not inclu-
ded in the hospital’s budget. Precisely this
argument, the medicines budget, was in the
past one of the drivers for the development
of clinical pharmacy.

In addition to these early initiatives the rela-
tion between medicines and the patient is
increasingly finding a place in university cour-
ses, both in the training to become a phar-
macist and in the specialisation year for hos-
pital pharmacist. Periods of training on wards
are bringing pharmacy students into direct
contact with doctors and patients and are
making them more familiar with the possibi-
lities of clinical pharmacy.

Recently some universities have developed
specific programmes to encourage clinical
pharmacy in hospitals.

One programme,part theoretical, part prac-
tice-oriented, prepares hospital pharmacists
for their tasks as clinical pharmacists. The
rational use of medicines, drawing up plans
for the provision of pharmaceutical care and
working in partnership with doctors form
part of this course. A certificate in clinical
pharmacy is associated with this course.
Additional information can be found on the
website www.md.ucl.ac.be/pharma/pharma-
cie-clinique

Another university is offering a restricted
number of hospital pharmacists the possibi-
lity of practising clinical pharmacy in their
daily work, supported by specific courses
about the pathology being treated.This prac-
tice-oriented training is also rewarded with a
specific certificate.

The next few years will be crucial for the
development of clinical pharmacy in Belgian
hospitals.
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from the start. Our colleagues thus
became familiar in particular with the first
computers and their databases.

Later, all the medical departments develo-
ped their own applications, thereby crea-
ting a veritable Tower of Babel within each
hospital; a great store of data was accumu-
lated by each department separately. The
duplication of information persuaded all
those in charge to organise a reaction to
this problem.

THE ADMINISTRATIVE RULES IN

BELGIUM

In Belgium, the administrative duties of
hospital pharmacists grow more onerous
from day to day. For example, many pres-
cribed specialties are reimbursed accor-
ding to criteria submitted for approval to
the Public Health authorities. So, during the
last “Health dialogues” of Sunday 25
January 2004, the Minister of Public Health
promised to relax the procedures.

EVOLUTION

During the 1990s “client-server” techno-
logy gave us a way round the problem of
exchanging information between depart-
ments.The information available on a ser-
ver became available to any departments
with read or write access rights as the
computers became attached to networks.
The possibility of exchanging information,
the fear of the year 2000 bug and the
increased capacity of hard discs at ever-
reducing prices pushed many hospitals to
re-write their applications.

Therefore some hospitals succeeded in
developing systems for the electronic pres-
cribing of medicines.

Others chose to re-write a more powerful
management application that is now well
suited for the current administrative wor-
kload.

In 2001, hospital pharmacists and the com-
puterised systems were monopolised by
further changes, in particular the entry of
generics onto our market together with

changes in the mechanisms of reimburse-
ment. Furthermore, the preparation of
reports of consumption by ATC code in
terms of DDD and DDA by prescriber has
become obligatory.These reports have to
be sent to the members of the Medico-
Pharmaceutical Committee in order that
rational measures aiming to reduce the
hospital’s consumption of drugs may be
taken.

The effort required to keep up with this
turn of events has therefore significantly
curbed the development of electronic
medical prescribing systems, which explains
why today, only a few hospitals in fact have
them.

THE CASE FOR ELECTRONIC PRESCRI-
BING

In the last the few years electronic medical
and nursing records have become establi-
shed. Being able to consult digitalized ima-
ges in the medical record has aroused the
interest of prescribers who in turn have
started to ask for prescriptions to be com-
puterised.

Data from the international literature
demonstrates that medication errors are
responsible for 20% of complications with
treatment.The setting up of a computeri-
sed prescribing system would reduce this
error rate significantly.

This system also enables the doctor to be
informed of the limited range of articles
available in the hospital’s therapeutic for-
mulary, alternatives to them and their cost.
Finally it offers the advantage of a full and
clear view of the treatment, enables the
stocks held in emergency cupboards to be
reduced and facilitates writing the patient
discharge letter. In the near future, data
capture at the patient’s bedside will
become possible with the introduction of
wireless technology.

PRE-REQUISITES

A worthwhile prescription system must be
able to check the doses prescribed (lethal
doses and maximum daily doses), analyse

the pharmacological  interactions between
the various drugs, give the prescriber and
the nursing staff complete information
about the medicine (contraindications, side
effects, recommendations for usage, etc.). It
must have a functional way of checking the
dose in terms of parameters entered in
the medical or nursing records   (allergies,
dose/weight, etc.). Finally, it has to master
the physico-chemical incompatibility of
certain combinations.

TODAY IN BELGIUM

Many groups of hospitals and commercial
companies are actively studying the incor-
poration of prescribing upstream of the
management software. Over the next five
years, a large number of hospitals will start
to use such systems.

This computerisation will then enable the
Medico-Pharmaceutical Committee in any
institution to conduct an enquiry into the
quality of the prescribing.

At the present time there are no studies in
Belgium that analyse the frequency, the
aspects, and the determinants of the qua-
lity of prescribing. Such a tool would also
enable doctors to asses their own prescri-
bing information. This knowledge is really
indispensable if we want to improve or
rationalise the prescription of medicines
whether the intention is to improve Health
Public or to control the budget, for exam-
ple if fixed prices are introduced.
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In the hospital environment, a large
proportion of medicines are adminis-
tered by the intravenous route. Even

today, the majority of these injectables
are prepared extemporaneously by the
nursing staff. On the other hand, the
operating theatre is generally the only
aseptic area of the hospital institution
apart from possibly an aseptic unit for
cancer patients.

THE PROGRESSIVE GROWTH IN

PREPARATION OF INJECTABLES

At the end of the 70s the preparation
began of standardised parenteral nutrition
formulations under horizontal laminar air
flow hoods or in isolating units. The first
solutions to be made were 2-component
mixtures (amino acids + glucose) then
these were followed by 3-component
mixtures (amino acids + glucose + lipids).
The factors that drove this new underta-
king by hospital pharmacies were a need
to improve the bacteriological quality of
the finished product, improve its physico-

chemical quality and reduce the workload
of the nursing staff.

During the 80s the anti-cancer drugs in
turn came within our remit and were pre-
pared under vertical laminar air flow
hoods or in isolating units. The desire to
protect the operator, whether that was a
hospital pharmacist or pharmaceuticals
technical assistant, was another argument
in addition to those used to justify the
preparation of solutions for parenteral
nutrition, as these substances were
obviously toxic to handle. First to be
taken on were courses of chemotherapy
for hospitalised patients.Then the service
extended to treatment for day patients.
Progressively, these preparations prepa-
red extemporaneously were transformed
into the production of stock. This was
quite an easy step for solutions for paren-
teral nutrition but the development of
standardised doses for courses of antican-
cer chemotherapy took more time.

However, there remained the body of
other injectables namely the antibiotics,
the antiemetics and the analgesics. The
stimuli to prepare these medicines were
identical to the previous reasons with
the addition this time of an economic
aspect.This is because we were now tal-
king of preparations in larger quantities,
of standardised doses prepared more
rapidly and at a lower cost in terms of
the equipment used and the personnel.
Gradually the concept developed of a
Centralized Intravenous Additive
Services (CIVAS).

The advantages of a CIVAS hinge on the
reduction in medication errors, the admi-
nistration of medicines at the right speed
and the right time and a reduction in the
risk of microbiological contamination

Central Intravenous Additive Services
CIVAS
Jean-Daniel Hecq

together with the risk of phlebitis without
mentioning the protection of the hospital
personnel from dangerous substances.

These different steps were marked by
publications about good practice distribu-
ted to the members of the ABPH-BVZA.
These included
• "Practical recommendations for the

preparation of parenteral nutrition mix-
tures" .ABPH - BVZA 1988 

• "Cytostatics" VZA 1986 &  "Cytostatics
in Hospital Pharmacy ", AFPHB, CD-
ROM 12.2002

• "Centralised intravenous additive ser-
vice (CIVAS). Implementation manual
for Belgian Hospital Pharmacists.ABPH-
BVZA 1999"

• "The stability of injectable medicines in
Infusion" CD-ROM  2004 edition 

CONCLUSION

In addition to the guarantee of physico-
chemical and bacteriological quality, the
principal advantage of a CIVAS is to free
the nursing staff of the tasks of prepara-
tion of injectables so that they can spend
more time caring for the patients. The
establishment of a CIVAS contributes to
the rational management of healthcare
institutions.
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THE LEGAL POSITION.
In Belgium, a number of official documents
are concerned with sterilisation.

The Royal Decree (A.R.) of 4 March 1991
fixes the functional standards that a hospi-
tal pharmacy must satisfy to be approved.
One of these concerns the responsibility
of the hospital pharmacist in matters of
sterilisation.
This is because it falls to hospital pharma-
cists to guarantee the level of quality of the
daily activities of the sterilisation depart-
ment. This responsibility lies particularly in
validating the procedures, in giving advice
concerning the equipment and the
methods of sterilisation, by monitoring pre-
liminary stages such as cleaning, disinfection
or the packaging as well as approving the
conditions under which and the time for
which the sterile materials may be stored.

The High Council for Public Hygiene has
drawn up two series of Recommend-
ations:
• Recommendations regarding the techni-

ques of sterilisation (1993) the purpose
of which is to provide a good practice
guide for the managers of healthcare ins-
titutions and for the personnel responsi-
ble for sterilisation, to assist them in their
work.

• Recommendations formulated to pre-
vent the transmission of Transmissible
Spongiform Encephalopathies (TSEs) in
a hospital environment were published
in February 2001.

These Recommendations do not consti-
tute legal requirements. Nevertheless they
are regarded as good practice guides to be
followed by the users.

For its part, the Ministry of Public Health
seeks to elaborate specific Sterilisation
Standards and, by the same token, poses
the crucial problem of the resources that
will need to be found both in terms of per-

sonnel in charge of applying these stan-
dards and to finance the inspectors whose
responsibility it is to verify their application.

Directive 93/42/CEE imposes the duty of
vigilance for medical devices on the
Ministry of Public Health and in particular
the Pharmacy Inspectorate.
The consequences of these legal docu-
ments are clear: if equipment for single use
is used more than once in a healthcare ins-
titution, everyone involved, in other words
not only the pharmacist responsible for the
sterilisation but also the doctor who reuses
the disposable medical device and the hos-
pital managers, may be held responsible by
the civil and criminal courts if any injury
ensues.

The Pharmacy Inspectorate for its part
considers that single use medical devices
represent the way of avoiding transmitted
infections. Following the example of the
French Health Products Safety Agency
(AFSSAPS) it would like to see the banning
of medical devices for multiple usage  if
their reuse is risky, for example, if they are
difficult to clean.

TRACEABILITY:A PRECIOUS TOOL

Traceability is, according to the ISO 8402
standard, the ability to recover the history,
the use or the location of an article or an
activity, or of similar articles and activities,
by means of a recorded identification.
In some hospitals, the manager of the
Sterilisation Department will be able to
use software that enables the equipment
to be traced.

Each item to be sterilized receives at the
start of reprocessing, a unique sterilisation
number that will also appear in the
patient’s records. All the stages of the
reprocessing (cleaning, disinfection, packing,
sterilizing equipment) are regularly valida-
ted.Thus, in the event of a legal investiga-

tion, each of the different areas of sterilisa-
tion is able to furnish evidence that it has
followed the procedures in force at each
step of the process.

Like all hospital departments, the sterilisa-
tion department must possess tools so
that it can be assessed and any changes in
productivity (volume and ratio) and pro-
duction costs (per product and per client)
can be monitored.
Traceability enables the consumption of
resources to be determined by cost centre
and this to be compared with that of other
equivalent institutions. The comparison of
costs with those of the industry or of sub-
contractors must also be possible.
Traceability software provides an apprecia-
tion of the extent and the condition of the
stock of instruments available, in stock,
being repaired, together with a follow-up
on any losses.
Traceability may yield some information for
deciding the best financial strategies in the
light of the facts it reveals (this or that
device is used rarely or frequently, needed
urgently, etc.).

In the end advantages will be structural,
because with the help of the computer
system each person finds the reference
points necessary to perform his/her own
activity in addition to information relating
to production as a whole: the urgency with
which the item is needed, the washing pro-
cedure, information on where the item is
in the reprocessing sequence or if it has
already been sterilised and the quantity
and the availability of the instruments of
which it is composed, their packaging, their
mode of sterilisation, the content of any
loads in the sterilizing equipment, etc.
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In the mid-90s a general consciousness
emerged in Belgium to an increasing
extent both from those working in the

health care sector and the authorities con-
cerning the use of medicines in general and
antibiotics in particular. Doctors, pharma-
cists and patients were made aware of the
dangers that are associated with the injudi-
cious use of antibiotics via the professional
literature and the media.
In an effort to optimise the use of antibiotics
in hospitals it was decided in 2001 to work
with specialists in antibiotics policy. The
authorities provided the hospitals with the
financial means to pay for these specialists.
The scientific associations of medical specia-
lists and hospital pharmacists, together with
the universities, prepared a training pro-
gramme that consisted of lectures and prac-

tical training courses in different depart-
ments of the hospital. Subjects such infec-
tious diseases, microbiology, hospital hygiene,
monitoring the consumption of antibiotics
and Evidence Based Medicine are taught.
With this project the authorities have placed
hospital pharmacists together with medical
specialists in the field of antibiotics. Hospital
pharmacists are after all the pharmaceutical
care providers who are associated with very
many aspects of the use of antibiotics, ran-
ging from the selection of these medicines in
the Medical Pharmaceutical Committee and
their prescription to the collection of data
regarding their use as regards the patient,
prescriber and department. In this project
hospital pharmacists work closely with spe-
cialists in infectology, microbiologists and the
hospital hygiene officer. The authorities

hereby also recognise the clinical role that
hospital pharmacists are required to per-
form in the hospital.
The participating hospitals are financed for
this if they provide proof of the activities of
the antibiotics policy specialists in promoting
the rational use of antibiotics. Hospital phar-
macists are playing a determining role in this
in most hospitals.
It is the intention of the authorities in the
future to appoint antibiotics policy specialists
in all general and University hospitals.
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To further hospital hygiene a Hospital
Hygiene committee is required to
be established in every hospital.This

is a advisory body that reports to the
Medical Director, on which in addition to
the Hospital Manager, the Medical Director,
the physician with the post of Hospital
Hygiene Officer, the microbiologist, the
Chief Nursing Officer, the nurse in charge
of hygiene and three physicians from the
institution, a hospital pharmacist also has a
seat.This committee is charged with a num-
ber of tasks, but the contribution of the
hospital pharmacist will be primarily
focused on the following domains:
• sterilisation 
• disinfection and general hygiene (kit-

chens, hand disinfection, controlling
Legionella, etc.)

• the antibiotics policy.

STERILISATION.
In Belgium the activities of the central steri-

lisation department fall under the responsi-
bility of the hospital pharmacist.
The hospital pharmacist takes joint respon-
sibility for which cleaning and sterilisation
techniques will be used in the central steri-
lisation department and advises on the pur-
chase of the equipment.
The processes and the standards by which
the sterilised materials are passed for use
are developed in consultation with the hos-
pital hygiene officer and the bacteriologist.
They are submitted for evaluation to the
committee for hygiene and implemented
following approval by this committee.

DISINFECTION AND GENERAL HYGIENE

Belgian Hospitals strive for a common
policy in the choice and the use of disinfec-
tants.The range of products is consciously
kept restricted to simplify the use and
supervision of these products.
Hospital pharmacists employ discussion
with the consumers to estimate the needs

and the objectives for the use of these
disinfection products.
In the hygiene committee they jointly
determine the choice of disinfectant after
studying the literature. The correct indica-
tions for use, the concentrations to be used
and the contact times are laid down in pro-
cedures. These procedures are explained
and introduced via in-service training.
The introduction of these products is follo-
wed by a check and monitoring of the
disinfection techniques in the departments.
The impact on the skin, the mucous mem-
branes, wounds, the instruments and the
equipment used in care is evaluated and if
necessary corrected.
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Quality in Belgian hospital pharmacies
Constant Smets

The Belgian hospital pharmacist is
responsible for a very wide range
of products and complex, continu-

ally changing, processes. Monitoring these
is a day-to-day concern. The distribution
of medicines is a striking example of this.

The authorities have brought in a quality
decree in accordance with which the hospi-
tal is required to pursue a number of quality
exercises. The most important goal is the
implementation of electronic prescribing as a
quality-enhancing element and delivery of
medicines in unit dose form.

Different hospital pharmacies have set up
quality systems of their own initiative.
When deciding between the different quality
systems the ISO9001 standard was selected

because this appears most suitable for hos-
pital pharmacies: the ISO system covers all
the processes of hospital pharmacy: adminis-
tration, production, distribution, sterilisation,
purchasing, etc.

The first hospital pharmacy obtained ISO
certification in 2001. Subsequently a number
of hospital pharmacies throughout Belgium
have obtained this certificate.
Quality is a system in which an upwards qua-
lity spiral is achieved by continual effort: a
process of planning, executing, evaluating and
making readjustments.
An essential component of this system is
assessment: performing audits. ISO requires
both internal audits (self checking) and
external audits (by certificating bodies).

To generate added value from the internal
audits it was decided to inaugurate a system
of peer review. Use is made of an evolving
review list as a neutral tool: hospital pharma-
cists from one hospital evaluate another
hospital pharmacy. Enormous added value is
created by passing on our knowledge and
sharing our experiences.

Through using ISO certification Belgian hos-
pital pharmacists have succeeded in greatly
improving the quality of pharmaceutical care.
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The Medical Pharmaceutical Committee 
Jean-Luc Taziaux

The creation of a Medical Pharma-
ceutical Committee (MPC) was
made a requirement by the royal

decree of 4 March 1991 amended by that
of 20 August 2000 that has to be com-
plied with in full by every hospital to gain
the licence approving the hospital phar-
macy.
The committee is composed of the
Hospital Manager or his representative,
the Chief Pharmacist and one or several
other hospital pharmacists, the Medical
Director, doctors designated by the
Medical Committee and, as the case may
be, other specialist doctors and the Chief
Nursing Officer.
The hospital pharmacist occupies a domi-
nant position on it as he or she prepares
the agenda and chairs the meeting.
The most important mission of the MPC
is the establishment and keeping up to

date of the Therapeutic Formulary, an
obligatory list of medicines selected in a
reasoned and financially justified manner;
these medicines should always be availa-
ble to satisfy diagnostic and therapeutic
needs.This is an essential tool with which
the pharmacist manages the hospital
pharmacy and places intelligent restraints
on the stock of medicines. He/she must
ensure that this Formulary is strictly follo-
wed in his/her hospital.
The other missions of the MPC are the
standardisation of procedures relating to
the use of medicines, the analysis of their
consumption in the hospital by depart-
ment and by doctor, and a comparison of
this with national and international figures,
more particularly in terms of comparable
pathologies, and reporting on this to the
Minister of Public Health and Social Affairs
and to all the doctors in the institution,.

It goes without saying that this committee
must work in harmony with the Medical
Equipment Committee, the Hygiene
Committee, the Transfusion Committee
(RD 16/04/2002) and lay the ground
rules for the Antibiotic Therapy
Committee.
It is an undeniable fact that hospital phar-
macists at present occupy a central posi-
tion, by virtue of their expertise and view
of all the hospital activities, and are there-
fore well placed to control the move-
ments of medicines.
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The Royal Decree of 04/03/1991
requires all hospitals to create a
Medical Equipment committee

(MEC). This is composed of the Hospital
Manager, one or more pharmacists, of the
Medical Director, doctors designated by the
Medical Committee, the Chief Nursing
Officer, a nurse designated by the Chief
Nursing Officer and the hospital Hygiene
Nurse. This committee was created at the
same time as the Medical Pharmaceutical
Committee (MPC) and its aims are the same
only in the area of sterile medical-surgical
equipment, implants and prostheses.
This committee is responsible for drawing up
the list of sterile medical-surgical equipment
available together with that of implants and
prostheses. It standardises the procedures
relative to the use of the products selected.
This committee has to arrange the different
steps of choosing the equipment: from deci-

ding what is needed taking into account what
is commercially available, conducting trials,
and the final decision, followed by drawing up
a suitable protocol for the use of the new
product.
At the conclusion of this process, the MEC
frequently takes an active part in vigilance for
medical devices, either in the monitoring of
incidents or risks of incidents relating to the
use of medical devices.Vigilance for medical
devices is a requirement of the AR of
18/03/1999 relating to medical devices.
This is because, any malfunctioning or any
alteration in the characteristics and/or perfor-
mance of a device together with any short-
coming in the labelling or in the instructions
that might lead to death or a serious deterio-
ration in the patient’s state of health must be
reported to the Pharmacy Inspectorate.
The MEC plays an important role along the
same lines by documenting any difficulties

with the use of a selected product within the
hospital.These observations may lead to the
necessity of additional training of the caring
personnel, exchanging a faulty piece of equip-
ment or the reconsideration of a poor
choice. It is clear that hospital pharmacists are
a key element of this MEC when it comes to
the choice of products and follow-up of their
use because pharmacists know what is com-
mercially available, are technically competent
and take the main responsibility for hospital
purchases.
It is certain that the quality of the medical
equipment has a direct bearing on the qua-
lity of the care accorded the patient.
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Traceability of implants
Dominique Wouters

The monitoring of implants and med-
ical devices in the hospital is a com-
plex undertaking that requires a tri-

partite collaboration between doctors, nurs-
es and pharmacists.
Traceability means the ability to retrace the
history, the use or the location of an entity by
means of identification records.
Traceability in the health system enables the
patients and the healthcare professionals to
be protected, to help in the determination of
their respective responsibilities and to facili-
tate the modalities of execution.
Traceability consists essentially of managing
the information in a completely rigorous
manner so as to ensure health is safe-
guarded.The traceability of implants and ste-
rile medical devices is ensured by collecting
the following information: origin and supplier
of the product, date of entry of the product

to the pharmacy, a record of the serial num-
ber and the expiry date of the product
received by the pharmacy, locating the
implant in the hospital, implantation or
implant-patient liaison, invoicing the patient
and managing any problems.
There is a requirement to trace active
implants; the others are left to the free
appreciation of the hospital pharmacist.
In some hospitals computer programs are
being considered to improve the system by
tracing the implants and medical devices
using a barcode assigned upon entry of the
implant to the pharmacy. This barcode will
be read in the operating theatre during the
intervention and the pharmacy will process
the data. A relation with the operations pro-
tocol is also envisaged.
These new computer programmes will
enable the traceability and the logistics to be

of high quality; they help share the informa-
tion by making data about the implants avai-
lable to the surgeons and nurses.This allows
the much more rapid access to the informa-
tion in case of difficulties, particularly when it
comes to recalls of equipment or if there are
lists of patients to contact to check the devi-
ces or the implants.
Traceability is becoming a major imperative
and demands close collaboration between
those who contribute to it within the hospi-
tal, doctors, nurses, hospital pharmacists but
also a partnership with the industry and the
Public Health Authorities.
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