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INTRODUCTION

The Fourteenth European Symposium on Clinical Pharmacelogical
Evaluation in Drug Control was held in Sehlangenbad, Federal Republic of
Germany from 29 October to 1 Nowvember 1985; it was devoted to "Drugs in
Hospitals”. The meeting was attended by 21 participants from 21 countries, 11
temporary advisers, &4 observers and 3 representatives from other organizations.

Dr M.N.G. Dukes, Regional Officer for Pharmaceuticals and Drug
Utilization at the WHO Regionmal Office for Europe, pointed to the increasing
influence of what have widely become known as the "Schlangenbad Symposia".
Although much of this influence over the years is to be traced in developments
in clinical pharmacology, therapeutics and regulatory practice, the last few
years have shown a rapid development of various important initiatives which
were originally triggered by recommendations of these meetings. The 1980
Symposium on Drugs and the Elderly led for example directly to the development
of WHO's intermational handbook on the same subject, which has recently been
published. The 1981 Symposium on Drugs and Children led to specialized
meetings producing more concrete recommendations on Psychotropic Drugs and
Children (1984) and on Drugs in Infancy (1985); a handbook on Drugs and
Children is virtually complete. The 1983 Schlangenbad meeting on Drug
Information, which among other things examined the role played by independent
drug bulletins, lad to a special consultation on this subject betwesen experts
in the field, sponsored by the Govermment of Spain in 1985, which in turn
engendered worldwide collaboration between them. Finally, various of the
recommendations of the 1984 Symposium on Drugs in Pregnancy and Delivery have
already been put into effect; some of them will be reflected in an
encyeclopaadic book on drugs in lactation, due to appear in 1986. Much other
follow=-up is under way.

Frofessor M, Steinbach, Ministerial Director of the Department of
Health, Federal Ministry for Youth, Family Affairs and Health, welcomed the
participants to the meeting; he outlined some of the many aspects of health
policy which curremtly present problems to the solution of which meetings such
as this, and other forms of international consultation, can help ta provide a
key.

Dr H. Echterhagen, Director of the Schlangenbad Spa, welcomed the
participants for the fifth time to the Kurhotel.

Professor W. Dolle, Medical Clinie, Eberhardt-Karls-Universitdc,
Tibingen, was elected Chairman of the meeting. Dr Sigurdur B. Thorsteinsson,
I¢eland, and Professor Bozidar Vrhovac, Yugoslavia, were elected
Vice-Chairmen. The Report was compiled by the WHQ Secretariat and edited with
the assistance of the Chairman.
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GENERAL ASPECTS
A. The current picture and broad problems

A substantial proportion of the total drug use in the community is
accounted for by prescribing in hospitals. Although exact data are often not
available, it is clear that the current pattern of hospital drug use leaves
much room for improvement. & series of widespread problems can be clearly
identified. They include:

(a) Overtreatment (e.g. unnecessary use of hypmotics, digitalis or
prophylactic antibiotics or use of multiple drugs when they are not
needed)., Overtreatment represents a risk to the individual patient,
economic waste, and in some cases (development of antibiotic
registence) a risk to the community. A particular problem in hospitals
is that of routine medication of patients whe do not need it, e.g. many
infusions in surgical wardg, and the habitual administration of
laxatives and hypmotics to all in-patients, which can actually lead to
dependence.

(b) Use of drugs the efficacy of which is not firmly established, such as
some cerebral vasodilators, or drugs which rapidly lose their efficacy.

(¢} Avoidable adverse reactions. Published figures on adverse reactions in
hogpitals only represent the tip of an iceberg; many adverse effects go
unrecognized or are mistaken for symptoms of the primary disorder. The
problem is most severe in the large group of older hospital patients.
With appropriate care and obgervation the incidence of severe adverse
effects can be greatly reduced.

(d) Suboptimal use of drugs. Many physicians still do not realize the
great interindividual variability of drug absorption, distribution and
elimination. Serious over— or underdosage can result. Some drugs can
only be properly adapted to the patient’'s needs by serum level
measurements or other formz of monitering. The need arises especially
for some drugs with a narrow therapeutic range.

Problems such as these are not unique to the hospital environment, but
in that environment, particularly because of the severity of many hospital
conditions, they can be especially serious or frequent; fortunately the
hospital environment also provides certain means by which these problems can
he alleviated.

B. Drug utilization in haspitals

Because of the methodological shortcomings of many published studies of
hospital drug use, the data available are often misleading or at best
unsuitable for making direct compariszons. Proper study of hospital
prescribing patterns 1s important for optimalizing not only practice in the
hospitals, but also use in the periphery which is sometimes influenced by
practice in a regional hospital.
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Methods of study

An analysis of drug utilization in hospitals can be carried out at
various levels (e.g. supplies delivered by wholesalers, records of the
hospital pharmacy or of drugs issued to the wards, patient records,
ete.). Using the standard methods developed and tested during the last
fifteen years by the WHO/EURO Drug Utilization Research Group {e.g. the
"Defined Daily Dose" = DDD as a unit of measurement) comparable data
can be obtained from different hospitals and countries, and these
comparigons can in turn throw light on similarities and gifferences in
prescribing patterns and hence on matters requiring correctlon or at
least reconsideration. Studies should obviously cover & broad range of
preparations including not only drugs in the narrow sense but also
biologicals, vaccines and parenteral fluids.

Sample findings

Swedish financial analyses figures show that, in that country at least,
some 16% of all drug costs relate to drugs supplied via hospitals; US
figures set the proportiom at 22%. For individual drug groups the
proportion may be much higher, ¢.g. more than 50% of all antimicrobial
drugs used in the US are supplied through hospitals, whereas
cardiovascular and antirheumatic drugs are more preponderantly used in
cut-patients and only prescribed to a small extent in the hospital.
With marked differences such as these, overall figures for the entire
range of prescriptions obviously mean very little.

, A useful measure for the quality of prescribing in a particular field
is the number of defined daily doses prescribed in a particular hospital per
100 patient days. If the relevance and quality of therapy are to be assessed,
such data should optimally be set alongside carefully verified diagnostic
records and data on the ocutcome of therapy. Figures of this type on
antibiotics, for example, can be used alongside patient records and morbidity
data to determine whether antibiotics are being used to exXcess and what the
repercussions are of attempts made to influence this pattern, for example by
meang of a hospital formulary.

Although prescribing in a hospital does, as pointed out above, have an
influence on extramural preseribing in its region, the extent of this

influence seems tg be very variable and it merits study.

C. Hospital drug treatment: the hogpital patient's rights and duties

The patient admitted to hospital commonly finds himself in a situation
in which he is the object rather than the subject of the hospital's
activities; throughout history the hospital patient has often been accorded a
relatively passive role and has until recently =accepted it, despite the faet
that an active patient is often the best guardian of his own interests. The
helplessness of the hospital patient is easily accentuated by his
immobilization and isolation.

Lack of coordination of the services provided is one common complaint,
and failure to adapt standard routines {(which are convenient to the hospital
and medical service) to the patient's individual needs is another. FProblems
which the patient may experience specifically in connection with drug therapy
can include:
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(a) inaceessibility of information on the treatment which is proposed and
the reasons for 1t;

(b) impogition or continuation of treatment without consultation;

(c) drug-induced injury, sometimes raising a need for compensation;

(d) inaccessability of the patients’ records to himself or herself;

(e) failure to regard therapeutic data as confidential.

Situations such as this illustrate the need to define the patient's
rights and duties in a positive manner, so that he can contribute actively and
freely to hiz own treatment and recovery. The definition need not necessarily
be in legal form provided it is accepted and honoured in practice.

Jome approaches to these problems are to be found in the
recommendations at the end of thiz Report.

D. Drug compliance

The term "drug compliance' has been criticized as suggesting a passive
obedience to the physician's instructiong which may or may not be
well-founded. At its best, compliance repregents the following by the patient
of a therapeutic¢ regimen which has been agreed upon freely with his physician
after due explanation has been given to him.

As understood in this sense, compliance with prescriptioms in bospitals
is sometimes remarkably poor, despite the possibility of supervision; it may -
apparently be as poor as that in ambulant patients. Multiple prescribing is a
common cause of poor compliance. Unrecorded continuance of self-medicatien
can also be regarded as a form of non-compliance. In the psychiatric patient,
compliance represents a particularly severe problem.

The most desirable means of improving compliance is to ensure that the
patient fully understands the reason for the treatment prescribed and the
risks which it may involve, that he has agreed to it and is fully motivated to
follow it. There are however conditions under which steps have to be taken
to supervise the patient to ensure compliance in his best interests; in the
case of a child, for example, compliance ¢an obviously be improved if the
patient routinely takes the medicine in the presence of the nurse and the
intake is recorded. Where necessary, injections or suppositories can be used.

It shouid be noted that compliance iz sometimes very poor even in
clinical trials and can render them invalid.

E. Drug trigls in hospitals

Any large hospital has a clear obligation to the natignal and
international community to provide facilities for elinieal trials in view of
the role which they play in advancing therapeutics. Trials also have
educational value for the physicians, nurses and other staff engaged in them.
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There is however only a place for cliniecal trials which are medically
necessary, which have an adequate sclentific design, and which are ethically
acceptable. There can be no justification for so—called "marketing trials"
which are often open, uncontrolled and poorly designed and gerve merely to
draw attention to a particular manufacturer's product; they can represent an
unnecessary burden upon the hospital staff's time and the hospital's resources
aven if the direct expenses are borme by a sponsor. Guarantees that trials
meet these standards need to be provided either by natiomal regulations (e.g.
requiring the approval in advance of all clinical trials) or by a haspital on
its own initiative where no national regulations exist. Obtaining freely
given informed consent from trial subjects requires particular care in the
hospital environment; patients, students, ancilliary or junior staff may
hardly feel themselves free to refuse participation in a trial which has been
prepared by a senior member of the academic or hospital staff.

The standards to be adopted to ensure that a trial is medically and
scientifically acceptable can be assessed in the light of various
international consensus documents, such as the World Medical Association’'s
Helsinki and Tokye declarations, the CIOMS/WHO Draft Guidelines on Biomedical
Research Involving Human Subjects (1984) and the WHO/EURO Guidelines for the
Clinical Investigation of various classes of therapeutic agents.

Institutional Review Boards ("Ethical Committees'") attached to
hospitals and having both professional and lay members can do much to ensure
the scientific and ethical standards of drug trials.

The results, favourable or unfavourable, of all clinical trials should
be publicly available, irrespective of the source of funding. What this in
practice means is that a hospital which accepts external funding for a trial
should not agree to regard the results as confidential to the sponsor; the
results should at least be available to the Health Authorities and to members
of the hospital staff on request.

F. Drug information in hospitals

Some of the problems existing with respect to the flow of drug
information in hospitals were delineated at the 12th Symposium in this series
("Drug Information", 1983). They relate to the actual availability of reliable
books, journals and other data sources within the hogpital, its immediate
accessability to all who need it, the problem of forming an objective view on
conflicting or promotional data, and the availability of information on drugs
and drug therapy to the patient. There is also the need to ensure that
information generated in the hospital (e.g. on suspected adverse reactioms) is
recorded and appropriately used. These matters are dealt with in the
appropriate sections of this report.
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STRUCTURAL ASPECTS

The situation of clinical pharmacclogy

All the Sympogia in this series since 1972 have identified serious
consequences which attach to the inadequate and haphazard development of
Clinical Pharmacology in most countries of the Region. The influence of
Clinical Pharmacoclogy will be most direct in thoge hospitals and regiomnal
centres where a clinical pharmacological unit already exists, but the teaching
of medical students and physicians in Clinical Pharmacological thinking will
have a much broader influence. In the hospital without in-hospital or regional
Clinical Pharmacological services there are much more likely to be serious
problems as regards the quality of prescribing., teaching and research in the
drug field. For some of the tasks ideally entrusted te the Clinical
Pharmacologist partial golutions may be found in other ways (e.g. a broadly
based hospital pharmacy may make a contribution) but an adequate solution can
only lie in a full development of clinical pharmacological science.

H. Hospital drug and formulary committees (see Annex 2)

Hospital Drug Committees (or Formulary Committees) have been widely
established both in academie and non-academic centres in many countries of the
European Region.

The main objective of a hospital drug committee is to ensure the more
rational and gsafer usge of drugs and to limit costs. These objectives, as well
as other beneficial effects, are achieved both directly and indirectly, e.g.:

(a) by drawing up a list of recommended drugs and the principles which
should underlie their selection inm the individual case (i.e. a Hospital
Formulary), a direct influence is exercised on prescribing. However,
the underlying debate as to the choice of preparations and therapeutic
regimens has a considerable educational value for the hozspital staff;:

economies are obtained directly by avoiding products which are
unnecessarily expensive, but alszo indirectly by promoting more critical
and rational prescribing, as well as promoting price-consciousness;

indirectly, patient care is improved because physicians are better able
to select and prescribe the most appropriate drugs;

indirectly, too, the pharmaceutical industry may be encouraged to
ensure the completeness and reliability of the data which it preszents.

It ig clearly not easy to determine all the benefits which a Drug
Committee confers on a hospital, though the hospital authoritiez eoncerned
generally find themselves very satisfied with the results. The influence of
these Committees seems to be most marked where their work is based on wide
consultation and where their recommendations are preszented emphatically, e.g.
not simply in a regularly updated Formulary but also in newsletters and
seminars. The most exactly measurable effects will relate to the economies
produced by replacing a particularly expensive drug with a cheaper equivalent,
the withdrawal of ineffegtive drugs from the list or the elimination of
measurable risks when a notoriously risky drug is replaced.
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Hospital Formularies have been criticized as impairing the physician’'s
freedom and delaying the introduction of new therapies. A physician should
however be in a position to preseribe drugs outside the formulary if he can
advance good reasons for doing so. One good reason will be the need to
continue an existing course of Etreatment, prescribed elsewhere, when the
patient in question is admitted to the hospital.

Where the need arises in the hospital environment to impert a drug
which is not ordinarily registered in the country, the Hospital Drug
Commmittee can play a ugeful role in motivating or supporting the relevant
application to the National Drug Control Agency.

At the risk of introducing over—complexity, there may also be
justification for a two-tier system in which certain drugs on a hospital list
will be prescribed only under particular conditions, e.g. where a specialist
has signed for their use.

I. Problems of drug supply in hogpitals

With the rapid development of comprehensive hospital pharmacy services
in the larger centres, a clear picture has emerged of the role which the
hospital pharmacy can play in ensuring optimal drug supply within the hospital.

New methods which have proven effective and cost-efficient in
traditional pharmacy fields include the introdution of unit packaging, and
computer-based systems for stock control, distribution management,
prescription monitoring, labelling and patient drug records. Some hospital
pharmacies have also developed production facilities {(¢.5. for parenteral
fluids, see Section K), where thisz is cost-effective for meeting certain
routine needs or where a recurrent need for special products or batches exists.

In the field of distribution it is necessary that careful provision be
made as regards the regponsibility of drugs sent to the ward. Commonly the
pharmacist will accept responsibility for a preparatiom until it enters the
ward store and its receipt 1s acknowledged. After that, with the drugs
normally under the supervision of the ward nursing staff, other rules need to
be developed to ensure that stocks are appropriate but not excessive, that
when drugs arrive on the ward they are properly stored and secured, and that
their use in the ward is subject to proper rules and is recorded.

J. Hospital pharmacy and itz legal basis

Although pharmacy decrees have existed for many c¢enturies. hospital
pharmacy has in most countries only during the last few decades become a
specialized branch of the pharmaceutical profession, requiring appropriate
legislation., The traditional hospital pharmacy, insofar as the hospital had a
pharmacy at all, limited its role to the purchasing, stcrage and dispensing
of medicines and their distribukbion within the hospital. The complexity of
hospital pharmacy has since then increased; some of its existing or patential
scope is outlined in the Conclusions to this Report. Various of the
developments which require (and in some countries already obtain)
consideration include:
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the influence of "Good Manufacturing Practice" (GMP) standards as
introduced into much of the pharmaceutical industry; this eclearly
creates the need for those hospital pharmacies which have production
units to attain comparable standards of production and quality econtrol
and to undergo an analogous form of official inszpection;

increasingly stringent views in general on drug quality and stability,
necessitating an administrative system which will ensure that drugs are
properly stored, up to the moment of use;

current knowledge of incompatibilities and interactions, requiring
immediate recognition of situations in which these could occur;

the need to make proper provision for the disposal of drug wastes and
laboratory chemicals (see W.H.0./EURO Reports and Studies, 97 (1983):
"Management of waste from hospitals™).

Legislation in this field should provide for appropriate specialized
training of the hospital pharmacist and specify in detail the facilities to be
provided in the pharmacy and the procedures to be followed to ensure basic
pharmacy services in the hospital; legislation will alge have to determine the
procedures and standards which will be applicable if the above and certain
other ancillary activitieg are to be undertaken, e.g. the supply of drugs to
other hospitals.

K. The preparation and use of infusions in the hospital

As pointed out elsewhere in this report, infusion fluids represent ome
of the major forms of product administration in all hospitals, and in some )
thay have attained an excessive importance, infusions being administered
routinely even in situations where they are not required. The costs of some
of the products, e.g. albumen, represent a major item on the hospital budget.
These negative aspects naturally have to be set against the evident and less
conspicuous benefits e.g. the fact that some drugs can apparently be more
simply and safely administered into an infusion tube than by injection. The
costs should also be compared with those of enteral nutrition. For surh
reasons there is need to attain a wide congensus on the indications for the
use and selection of such products. Many Hospital Drug and Formulary
Committees have already performed useful work in delineating these matters.

Whether a hospital pharmacy should itself engage in the routine
production of large volume parenteral fluids still depends to some extent on
local circumstances. Those hospital pharmacies which do have the special
facilities required to conduct such work safely and according to GMP standards
can often also use them for the preparation of "¢ustom™ infusions, i.e.
infusions prepared to meet individual patient needs.

L. The position of the nurse

The nurse can have a considerable influence upon the patient and his
attitude to and uze of drugs. Where medications are prescribed by the
physician, the nurse can play an important role in ensuring that the patient
fully understands the purpose of the treatment and the way that the drug
should be used, and she can provide advice and reassurance where it is
needed. The ourse can teach a patient to self administer those drugs for
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which some skill iz needed, e.g. injections; she can do much to énsure
intelligent compliance. Where medicaments are kept in the ward for use at the
discretion of nursing staff, the latter can ensure that they are used
critically and selectively. In questions of self-medication, teo, the nurse
may more sometimes be better placed than the physician to obtain information
from the patient, and may be able to provide him with advice on whether he
should or should not continue to self-medicate during hospital treatment.

In order to develop this role there is a need for adapted teaching for
nurses on the properties and risks of drugs and on interactions. Small books
such as those already produced by W.H.O. on "Drugs and the Elderly" may be of
great value as handbooks for nurses or for teaching purpeses.

In all these matters the nursing staff must collaborate closely with
the medical staff, both individually and through formalized structures (e.g.
as members of Drug and Formulary Committees).

Personal consultation can be of great importance in matters where the
anurse feels strongly about some aspect of therapy and feels bound to act as
the patient's advocate. Under very exceptional circumstanews a nurse should
have the right to refuse to participate in regimens which are counter to her
principles, but clearly she must inform the physician of her feelings.

M. Relationship of hospital drug therapy to general practice

The greater part of a patient's time is spent outside hospital under
the care of a general practitioner, who provides centinuing care.

The general practitiomer will probably have long-term knowledge of the
patient, often in the context of his family, work or social environment.

Most patients spend little time in hospitals as in-patients or
casualties. If they suffer from a chronic or recurring illness. then they may
be out-patients or ambulant patients for a long period, but them they will
usually also be treated by their general practitioners at the same time. With
the inereasing trend to "community care'" of the elderly and of those with
psychiatric problems or a mental handicap, more patients than ever will be
spending much of their time outside hospital.

The service provided by general practitioners is nearer to the patient
and to the community than is hospital carej it is therefore in some conditions
likely to be better, as well as being much less costly.

Te ensure that primary and hospital care function properly together,
with a proper apportionment of tasks between them and task-sharing where
necessary, the relationship between the two has to be clearly defined. This
entails among other things deciding who has responsibility for a particular
patient at which stage of treatment, and establishing consultative procedures
g0 that a patient receives continuous and consistent care. A more general
result of proper collaboration between general practitioners and hospitals
will be mutual education; each party stands to learn a great deal from the
other as to the best way to care for patients and to treat them, whether with
drugs or by other means.
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CONCLUSTIONS AND RECOMMENDATTIONS
1. THE NEED FOR AN INTEGRATED DRUG POLICY IN THE HOSPITAL

The current problems in the field of hospital drug therapy outlined in
Section A of this Report can only be remedied if an integrated drug policy is
developed and carried through in every hogpital. The term "drugs' in this
senge should be understood broadly, including for example vacecines, parenteral
fluids and biologicals. The central aim will be to secure optimal drug
therapy without incurring unnecessary exXpense.

This will involve selecting the basic range of drugs to be used,
purchasing these critically with a view both to quality and economy, designing
optimal treatment routines, providing training, guidance, information and
assistance in day-to-day therapy, and in monitoring the pattern of drug use
over the course of time. Such a policy mugt relate to all szectors and levels,
and the patient's interests must be central at all times. The policy must be
appropriate to the needs of the hospital concerned but it should also be
adaptable and indeed be adapted to changing gituations.

2. ESTABLISHMENT OF DRUG AND FORMULARY COMMITTEES

2.1. The development of an integrated drug policy should be entrusted in any
large hospital or group of hospitals to a broadly comstituted Hospital
Drug and Formulary Committee. The benefits which suech a Committee
confers on the hospital are discussed in Section H of this report.

2.2. This Committee should include representatives of the medical
(including clinical pharmacological), pharmaceutical and nursing
staff, the administrative director, general practitioners, and where
possible representatives of patients' interests.

2.3. Figures illusztrating the various possible functions of a Hospital Drug
and Formulary Committee will be found in Annex 2 to thig Report. The
Committee can be regarded ag the central instrument in the development
and maintenance of drug policies in the hospital. Such a Committee
should be accessible to argument and persuasion and open in the
presentation of its recommendations.

3. ROLE OF THE PATIENT IN HOBPITAL DRUG THERAPY

Proper mechanisms — legal or otherwise - must be established to ensure
the hospital patient's rights. With respect to medication, these may be said
to comprise ten basic principles, te all of which there are certain
exceptions, e.g. in emergency situations. There are corollaries to most of
these rights in the form of duties, e.g. a duty to comply with agreed therapy.

3. l. No drug should be administered without a written and signed
prescription,

3.2, Oniy appropriately trained staff should issue and administer drugs, and
they =zhould do g0 in conformity with national legizlation.




3.3.

3.4,

3.5.

3.6.

7.

3.8.

3.9,

3.10.

4.1,

4.2,

4.3,
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Written orders for drugs should regularly be reviewed by the
appropriate health professional. Records, indicating medication,
change in dosage and side effects should be regularly kept and
available for the patient to examine.

Written standards should be developed to specify the circumstances
under which medication is permitted without consultatiom {e.g. in some
emergencies) and who may decide upon and administer it.

In principle, a patient should not undergo any drug treatment toO which
he has not given his informed consent.

Patients or their guardians should be fully informed in a suitable and
clear manner, oral or written, of the potential "material benefits and
hazards' of drugs recommended for treatment.

Every patient in hospital should have access to reference books for
laymen giving information about drugs and their properties.

In general, patients should be permitted to continue self-medication
while taking prescribed drug therapy, provided the one form of
treatment does not interfere with the other. Such self-medication
should always be reported and recorded.

Patients should be allowed to choose among possible altermatives in
medically appreopriate therapy, and in general patients should be
allowed to refuse medication.

" Every patient should have the right to a2 "patient's representative”

within the hospital who can assist him in asserting and defending his
rights and can when necessary act as his spokesman.

A patient who suffers severe unanticipated drug injury as a result of
negligence or other fault at some point in a hospital system should
have a means of obtaining rapid, adequate and appropriate
compensation. This will entail a hospital's taking out appropriate
insurance for acts performed by its staff or under its authoricy; it
will also entail establishing a proper mechanism for examining cases
and setting compensation. Separate provision should be available for
compensation where injury is suffered in the absence of fault.

NEED FOR STUDIES OF DRUG UTILIZATION AND PRESCRIBING QUALTITY

All hospitals should have clear current data available on their drug
utilization, employing standardized methodology as developed by the
WHO/EURQ Drug Utilization Research Group.

$uch studies should concentrate particularly on drugs which are of
major cost importance (particularly the antibiotics, some large volume
parenteral fluids, bleood and the blood products) and/or particularly
toxiec {e.g. cytostatics, cardiac glycosides).

The interpretation of studies of drug utilization can only be made
where data on morbidity and the gquality of prescribing are also
gbtained, and for this a broad interdisciplinary input is needed.
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G, The organization of such studies is a task which can well be undertaken

primarily by a hospital pharmacist, co-ordinating with a Hospital Drug
Committee.

5. RELATIONGHIF WITH GENERAL PRACTITIONERS

Patients entering hospital are as a rule already receiving treatment
from a physician and should not receive quite a different regimen in hospital
without his being consulted. Conversely, the patient leaving hospital will
often need follow-up treatment and here too there is a need for coordination
rather than for a mere set of instructions passed by the hospital to the
general practitioner or external specialist,

For such reasons:
It ig vital that there be good collaboration between the general
practitioner and the hospital, both generally and with respect to the

individual case.

There must be agreement between the general practitioner and the
hospital as to:

5.2.1 who has responsibility for the patient at all stages of
creatment;

5.2.2  joint treatment pglicies;

5.2.3 the quantity of medication to be gupplied to the patient on
discharge from hospital;

5.2.4 the information given to patients and their families;

5.2.5. means to preserve complete confidentiality with respect to the
patient's problems.

Particularly since hospital prescribing does affect prescribing in
general practice, common policies zhould be evaluated. This could well
be the responsibility of Drug and Formulary Committees, which should
include representatives of general practice as pointed out in
Conclusicon 2 above.

ROLE QF CLINICAL PHARMACCLOGY

Many of the therapeutic and toxicological problems which arise in
hospitals reflect the continuing failure to develop clinical pharmacology and
provide c¢linical pharmacological teaching and services. All hozpitals need
their own e¢linical pharmacological units, having close contact with day-to-day
therapeutic work and active in the Hospital Drug and Formulary Committee,

Such units can make a particular contribution to:

6.1, the quality of day-to-day preszcribing by providing specific
pharmaco-therapeutic advice;




6.2.

6.3.

6.4,

6.5,

6.6,

6.7,

6£.8.

7.
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the work of hospital drug and formulary committees;

the development of guidelines for adaptation of dosage in patients with
impaired organic functiom;

the provision of drug monitoring service;
the documentation and analysis of unwanted drug reactions;

the selection and design of the clinical drug studies to be performed
in a hospital and the interpretation of the results;

the design and interpretation of drug utilization studies;
post-graduate teaching of pharmacotherapy to the medical and nursing

staff.

ROLE OF THE HOSPITAL PHARMACY

The traditional role of the hospital pharmacy in purchasing drugs,

administering stocks, dispénsing and distributing drugs within the hospital is
developing further and must expand substantially if the pharmaceutical
profession is to make an optimal contribution to the proper and economical use
of drugs in hospitals. Modern techniques and administrative methods (see
Section I of this Report) are needed to this end.

7.1.

7.2

The hospital pharmacist should inter alia be active:
7.1.1. in ensuring the quality of the drugs used in the hospitalj
7.1.2. in securing optimal prices for drugs used in hospitals, if

necessary by joint or bulk purchasing, in countries where this
iz possible;

7.1.3. by functioning as an information and documentation centre om
drug matters, i.e. maintaining a current library and literature
information system relating to drugs, their effects, their
proper use and their complications.

In additien to these central tasks, a number of others have sometimes

been taken up succesfully by hospital pharmacists:

7.2.1. Drug utilization gtudies have in some centres been successfully
developed by hospital pharmacists, and while this is an
activity to which any of the health professions can contribute,
the fact that a pharmacy administration alreadly possesses much
of the statistical material needed for such studies makes it a
very logical province of work for the hospital pharmacist,
warking whereever possible c¢losely with a Clinical
Pharmacologist (see Conclusion 6).
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7.2.2. In some hospitals the hospital pharmacist has entered the
broader field of "clinical pharmacy", which may incorporate not
only the above zservices but also the proviszion of laboratory
facilities for pharmacokinetic work. FProvided the latter are
available, as they should be for serum level monitoring in any
large hospital, there is no a priori reason why these latter
services should be provided by the clinical pharmacists rather
than the elinieal pharmacologist; there in either case a need
for close collaboration between the two.

7.2.3. The production of certain drugs or analogous items has
sometimes been succesfully undertaken, depending upon local
conditions.

7.2.4. In some countries and centres the hospital pharmacist has begun
to play a role in influencing the way in which drugs are used
in heospital. He may do this by his work in the Hosgpital Drug
and Formulary Committee, but discussing with physicians their
requests for drugs not in the formulary. or even by
participating in ward visits. It iz however important to
realize that when the pharmacist begins to exercise an
important influence upon the pregceribing of physicians for the
individual patient he may well find himself morally or legally
responsible for any injury resulting from errors in the
information or advice which he has provided.

8. ROLE OF THE MEDICAL AND NURSING PROFESSIONS

Bvery effort should be made by the medical professional staff to
improve and update the knowledge and insight of hospital physicians with
respect to drug treatment.

However it is also clear that many errors and shortcomings relating to
the use of drugs in hospital reflect not merely a lack of knowledge but alse a
failure of disciplines to consult or collaborate with one another, either
routinely or in individual cases. Various essential forms of
interdisciplinary collaboration noted elsewhere in these conclusions include
that between medicine and pharmacy (and specifically between clinical
pharmacology and hospital pharmacy), that between medicine and nursing (see
below}, that between hospital medicine and external physicians including those
in general practice (see Conclusion 5) and the broad collaboration which
should underline the structure of a Hospital Drug and Formulary Committes (see
Conclusion 2).

The medical staff and consultants of a hospital must clearly be closely
involved in all the matters discussed here and there must be effective contact
between them, e.g. so that a patient being treated by two or more specialiszts
does not suffer asg a result of incompatibility between their prescribing
practices.

Nurses should be allocated a greater degree of responsibility than they
often enjoy in ensuring the proper use of drugs in hospital; this would
involve supplementary training and closer co-ordination with physicians on the
therapeutic regimens to be followed by individual patients, The nurse can
also play an important role in detecting the patient’s subjective and
nbjective response to treatment.
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9.2.

9.3
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ROLE OF GOVERNMENTS AND DRUG REGULATORY AGENCTIES

In setting national drug policies, governments have often looked too
one-sidedly at the level of prescribing and the expenses incurred in
general practice, and have devoted to little attention to purchasing
and prescribing practices in hospital. A government should establish
general guidelines within which hospitals can establish their own
policies, adapted to their special needs. It would for example be
desirable for governments to promote the establishment of Hospital Drug
and Formulary Committees, indiecating what their aims and mode of
gperation should be.

Specific steps which need to be taken by the legislature inelude the
egtablishment of a proper legal basis for the practice of clinical
pharmacology and of hogpital pharmacy and for the conduct of clinical
trials.

Drug regulatory agencies should consider adapting their licensing
policies where necessary so0 as to allow for the facilitated
registration of certain drugs which are suitable only for use in
hospitals and which will not be supplied to others; such a distinetion
will be feasible provided hospitals have adequate policies of their own
to ensure the proper and safe use of such drugs. Such an differential
approach will bring regulation closer to practical reality.

ROLE OF THE WORLD HEALTH ORGANTZATION

There are a range of topics on which intermatiomal consensus or

international studies would be wvaluable in promoting an improvement in the use
of drugs in hospitals. They include:

10.1. Attempts to determine and ensure the appropriate level of utilization of

10.

2,

certain groups of drugs and analogous products, the use of which has
increased rapidly and which currently account for a high proportion of
hospital expenditure. These groups include antibiotics, blood and blood
products, cancer chemotherapeutic agents, infusion fluids and large
volume parenterals. Data on the level of use should be interpreted in
the light of therapeutic goals. Future symposia should be planned to
deal with the criteria for the selection of products in such groups. In
the special case of infusion fluids, there is also a need for the study
of materials management, quality assurance, edpiration dates, methods of
administration and health hazards. The WHO Drug Utilization Research
Group should promote and co—ordinate comparative studies of hospital
drug utilization as set out under Conclusion 4, and the critical
interpretation of the prescribing trends which emerge from them.

The performance of comparisons of the content of Hospital Formularies,
so that it becomes clearer on which drugs and therapeutic issues a broad
or universal consensus exists. This would aid the development of those
which already exist. In this connection WHO should also develop methods
for assessing the impact of formularies. Current WHO projects to provide
aid in developing model formularies should be continued and expanded.
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10.3.

The continuing efforts of the World Health COrganization ko acgelerate
the development of Clinical Pharmacolopy deserve every encouragement
from Governments.

There iz a need for international guidelines for the reporting of
serious suspected adverse reactions, including those observed in
hospitals.

Finally, the symposium notes with approval the progressive development
of teaching materials and handbooks by the World Health Organization,
partly as a follow—up to the recommendations of previcus symposia in
this series.
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SCHLUSSFOLGERUNGEN UND EMPFEHLUNGEN

1. DIE NOTWENDIGKEIT DER INTEGRATION DES ARZNEIMITTELWESENS IM KRANKENHAUS

Die augenblicklichen Probleme der Arzneimitteltherapie im Krankenhaus
{s. Abschnitt A dieses Berichts) kdnnen nur geldst werden, wenm eine Integrie-
rung des Arzneimittelwesens entwickelt und in jedem Krankenhaus durchgefiihrt
wird. Arzneimittel sind im weitesten Sinne auch zum Beispiel Vakzinen, paren-
teral verabfolgte Losungen und biologische Prédparate. Das grundlegende Ziel
ist, eine optimale Arzneimitteltherapie sicherzustellen, ohne unndtige Ausga-
ben zu verursachen.

Dazu gehbren:

- die Auswahl eines Grundstockes an Arzmeimitteln, welche mit kritischem
Blick auf die Qualitit des Arzneimittels und seinen Preis eingekauft
werden; '

- die Aufstellung optimaler Behandlungsrichtlinien, Ausbildungs-—
mSglichkeiten, Leitlinien und Hilfe fiir die tagliche Therapie;

- die Beobachtung des Arzneimittelverbrauchs im Verlauf der Zeit.
Dieses Verfahren schliesst alle Bereiche und Ebenen ein, wobei das Wohkl
des Patienten immer im Mittelpunkt stehen muss. Es muss den Notwendigkeiten

des jeweiligen Krankenhauses entsprechen, aber auch anpassungsfihig sein und
dann auch verdnderten Situationen angepasst werden.

2. EINRICHTUNG VON ARZNEIMITTELKOMMISSIONEN

2.1 Die Entwicklung eines integrierten Argzneimittelwesens sollte in jedem
grisseren Krankenhaus oder Klinikum einer breit zusammengesetzten Arz-
neimittelkommission tibertragen werden. Welcher Nutzen fir das Kranken-
haus von einer solchen Kommission zu erwarten ist, wird im Abschnitt H
dieses Berichts erdrtert.

2.2 Vertreter der Arzteschaft (einschliesslich klinischer Pharmakologen),
Pharmazeuten und Krankenpflegepersonal sowie der Verwaltungsdirektor
und die Allgemesinpraktiker sollten im der Arzneimittelkommission ver—
treten sein, wenn modglich auch ein Vertreter der Patienten.

2.3 In Anhang 2 sind Zahlen uber die verschiedenen mdglichen Funktionen
einer Krankenhaus-Arzneimittelkommission zZu finden. Die Kommission
kann als zentrales Instrument bei der Entwicklung und Aufrechterhaltung

fiir alle das Arzneimittelwesen betreffenden Fragen angesehen werden.

Fine solche Kommission sollte Argumenten =zugidnglich und bereit sein,

sich iiberzeugen zu lassen und ihre Empfehlungen offen darzulegen.
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3. DIE RQLLE DES PATIENTEN BEI DER ARZNEIMITTELTHERAFPIE IM KRANKENHAUS.

Angemessene Massnahmen - rechtlicher oder anderer Art - milssen ergrif-
fen werden, um die Rechte des Patienten #zu gicherm. Im Hinblick auf die Arz-
neimitteltherapie umiassen diese zehn Grundprinzipien. Von allen gibt ez je-
doch gewiszse Ausnahmen, z.B. in Notfallgsituationen. Die meisten Rechte sind
mit entsprechenden Pflichten verbunden, z.B. die Verpflichtung zur Durch-
filhrung einer einmal vereinbarten Therapie.

3.1 Kein Medikament soll ohne schriftliche und unterzeichnete Verordnung
verabreicht werden.

3.2 Nur ausgebildetes Personal darf Medikamente verabreichen, und zwar nur
in Ubereinstimmung mit den 8rtlichen gesetzlichen Vorschriften.

3.3 DPie schriftlichen Verordnungen fir Arzneimittel sollen regelmdssizg von
einar Fachkraft liberpriift werden. Die schriftliche Dokumentation iiber
die Arzneimittel, ihre jewellige Dosierung und unerwiinschte Arzneimit-—
telwirkungen soll regelmissig nachgefithrt werden und auch dem Patienten
zur Einsicht verfiighar szein.

3.4  Es sollen schriftlich niedergelegte Repeln entwickelt werden, um die
besonderen Umstidnde zu definieren, unter denen eine Arzneimittelthera-
ple ohne Konsultation des Patienten erlaubt ist {zum Beispiel in man-
chen Notfallsituatiomen). Weiterhin muss festgelegt sein, wer die Ent-
scheidungen trifft und die Therapie ausfihret.

3.3 Grundsitzlich darf kein Patient einer Arzneimittelbehandlung unterwor-
fen werden, zu der er - nach ausreichender vorheriger Aufklirung -
nicht seine Zustimmung gegeben hat. Patienten oder ihre gesetzlichen
Vertreter sollten itber den moglichen Nutzen und das Risiko der zur Be-—
handlung empfohlenen Arzneimittel vollstdndig informiert werden.

3.6 Jeder Patient gollte im Krankenhaus Zugang zy Nachschlagewerken filir
Laien iber Arzneimittel und ihre Eigenschaften hahen.

3.7 Patienten sollten im allgemeinen die Moglichkeit haben, wdhrend der Be-
handlung im Krankenhaus eine Selbstmedikation weiterzufihren, vorausge-
setzt, dass die verschiedenen Therapien sich nicht gegenseitig nachtei-
1ig beeinflussen, Jede Selbstmedikation muss gemeldet und dokumentiert
warden.

3.8 Patienten sollten die Méglichkeit haben, zwischen verschiedenen mogli-
chen, medizinisch angemessenen Therapieverfahren zu wahlen. Im allge-
meinen sollen Patienten die Moglichkeit haben, eine Arzneimittelthera-
pie zu verweigern.

3.9 Jeder Patient sollte das Recht auf einen '"Patientenvertreter'" innerhalb
des Krankenhausesg haben, der ihm bei der Wahrnehmung und Verteidigung
seiner Rechte hilft und wenn notwendig als sein Sprecher auftreten kann.

3.10 Ein Patient, der eine unvorhersehbare, schwere Schiadigung durch Arznei-
mittel als Folge einer Nachlidssigkeit oder einez anderen Fehlers ir-
gendwo im Krankenhaussystem erleidet, sollte die Mdglichkeit haben,
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schnell und angemessen entsch#digt zu werden. Das setzt voraus, dass
die Krankemhiuser eine entsprechende Versicherung fir alle Handlungen,
die durch ihr Personal oder in ihrer Verantwortung ausgefiihrt werden,
abschliessen. Dazu gehéren auch angemessene Massnahmen zur Uberpriifung
von Schadenfillen und Regelungen von Entschidigungsanspruchen.

Fiir Schiden, die ohne irgend jemandes Verschulden entstehen, sollte

ebenfalls eine Entschidigungsmbglichkeit gegeben sein.

k. DIE NOTWENDIGKEIT VON UNTERSUCHUNGEN UBER DEN ARZNEIMITTELVERBRAUCH UND
DIE QUALITAT DER VERORDUNUNGEN

4.1, Alle Krankenhiuser sollten laufend mittels einer standardisierten Me-
thodik erhobene, aussagefihige Daten uber den Arzneimittelverbrauch
verfigbar haben. Dafiir sind die von der WGQ/EURO-Forschungsgruppe uber
Arzneimittelverwendung ausgearbeiteten Methoden geeignet.

L2, $olche Untersuchungen sollten sich besonders auf solche Arzneimictel
erstrecken, die grosse Kosten verursachen (besonders Antibiotika, eini-
ge in grossen Mengen verabfolgte parenterale Losungen und Blut sowie
Blutprodukte) oder/und besonders toxisch sind (z2.B. Zytostatika, Herz-
glykoside usw.).

4.3. Eine Interpretation von Untersuchungen iiber den Arzneimittelverbrauch
ist nur mdglich, wenn auch Daten Uber die Morbiditdt und die Verord-
nungsqualitit erhoben werden; dafiir ist ein breitangelegter interdiszi-
plindrer Einsatz erforderlich.

4 4. Die Organisation solcher Untersuchungen ist eine Aufgabe, die durchaus

zunichst durch den Krankenhausapotheker in Koordination mit der Arznei-
mittelkommission ausgefilhrt werden kann.

5. BEZIEHUNGEN ZWISCHEN KRANKENHAUS UND HAUSARZT

Patienten, die in einen Krankenhaus aufgenommen werden, haben hiufig
bereits eine Behandlung durch einen Arzt erhalten und gollten ohne Konsulta-
tion mit dem Hausarzt nicht auf eine villig andere Medikation gesetzt werden.
Umgekehrt bedarf der Patient nach der Krankenhausentlassung oft einer Fort-
setzung der Behandlung, und auch hier besteht ein Bediurfnis nach einer Koor-
dination anstelle einer nur schriftlichen Anwelsung an den Allgemeinarzt durch
das Krankenhaus.

Aus diesen Grinden

5.1. ist es Husserst wichtig, dass Krankenhaus und Hausarzt gut zusammenar-—
beiten, sowohl generell als auch im Hinblick auf den einzelnen Patien-
ten.

5.2. Zwischen dem Krankenhaus und dem Hausarzt muss vereinbart werden:

5.2.1, wer in jeder Behandlungsphase fiir den Patienten verantwortlich
ist,
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5.2.2. eine gemeinsame, abgestimmte Behandlungssgtrategie,

5.2.3. welches Quantum Arzneimittel dem Patienten bei seiner Entlas—
sung aus dem Krankenhaus mitgegeben werden soll,

5.2.4. welche Informationen dem Patienten und seinen Angehdrigen er-
teilt werden sollen,

5.2.5. auf welchem Wege strikte Vertraulichkeit beziglich der Probleme
des Patienten gewahrt werden kann.

5.3. Besonders well Verordnungen durch das Krankenhaus die Medikation in der
Allgemeinpraxis beeinflussen, sollten gemeinsame Behandlungsstrategien
gepriift und bewertet werden. Diese Aufgzabe konnte einer gemeinsamen
Arzneimittelkommission ibertragen werden, der auch Vertreter der All-
gemeindrzte angehdren sollten.

6. DIE ROLLE DER KLINISCHEN PHARMAKOLOGIE

Viele der therapeutischen und toxikologischen Probleme, die im Kranken—
haus auftreten, spiegeln das anhaltende Unvermigen wider, die klinische Phar-
makologie 2u entwickeln und damit den Unterricht in klinischer Pharmakologie
und die Leistung klinisch-pharmakologischer Dienste zu ermdglichen. Alle
Krankenhduser bediirfen ihrer eigenen klinisch-pharmakologischen Einheit, die
engen Kontakt mit der tiglichen therapeutigchen Arbeit haben mussz. Solche
Einheiten kiénnen besondere Beitrage leisten fiir:

6.1. die Qualitdt der tdglich ausgestellten Verordnungen, indem sie im Ein-
zelfall konkrete Ratschlige fiir die Arzneimittelbehandlung erteilen,

6.2. die Arbeit der Arzneimittelkommission im Krankenhaus,

6.3. die Entwicklung von Richtlinien fir die Dosisanpassung bei Kranken mit
gestirter Qrganfunktion,

6.4, die Messung von Blutspiegeln (drug monitoring),
6.3, die Dokumentation und Analyse unerwingchter Arzneimittelwirkungen,
6.6. die Auswahl und die Anlage der im Krankenhaus durchzufilhrenden klini-

schen Arzneimittelstudien und die Interpretation der Untersuchungs-
ergebnisse,

6.7. die Anlage und Interpretaticn von Arzneimittelverbrauchstudien,
6.8. die Fortbildung in Pharmakotherapie Fiir Arzte und Pflegefachkrifte.
7. DIE RQLLE DER KRANKENHAUSAPQTHEKE

Die traditionelle Rolle der Krankenhausapotheke beim Einkauf, bei der
Vorratshaltung, der Verteilung und Abgabe von Arzneimitteln im Krankenhaus
entwickelt sich weiter und muss betrdchtlich erweitert werden, wenn der Be-
rufsstand der Pharmazeuten einen optimalen Beitrag zum richtigen und Bkonomi-
schen Gebrauch von Arzneimitteln im Krankenhaus leisten soll.
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Der Krankenhausapotheker sollte unter anderen tdatig werden:

7.1.1.

7.1.2.

7.1.3.

bei der Qualitatssicherung der im Krankenhaus verwendeten Arz-
neimittel,

bei der Erzielung optimaler Preise fur die im Krankenhaus ver-—
wendeten Arzneimittel, wenn nidtig durch gemeinsamen oder Gross-—
mengeneinkauf in Lindern, wo das moglich ist,

durch seine Funktion als Informations- und Dokumentationg-—
gentrum in Arzneimittelfragen, zum Beispiel durch Unterhaltung
einer regelmdssig aktualisiertem Bibliothek und eines Litera-
turinformationssystems liber Arzneimittel, ihre Wirkungen, ihren
richtigen Gebrauch und ihre Komplikationen.

In gewigsen Zentren und Lindern hat der Krankenhausapotheker also bis-
weilen arfolgreich weitere Aufgaben ilibernommen.

7.2.1.

7.2.2.

7.2.3.

7.2.4,

Arzneimittelverbrauchsstudien werden in gewissen Zentren er-—
folgreich durch Krankenhauszapotheker entwickelt, obwohl jeder
der Gesundheitsberufe zu dieser Tdtigkeit beitragen kann. In—
dessen ldsst die Tatsache, dass eine Krankenhausapotheke be-
reitg iiber gehr viel gtatigtigches Material fiir solche Studien
verfugt, dieses Arbeitsgebiet logischerweige als Aufgabe fur
den Krankenhausapotheker erscheinen, der wenn immer mSglich mit
einem klinischen Pharmakologen zusammenarbeiten sollte

(s. Schlussfolgerung 6).

In einigen Krankenhiusern hat der Krankenhausapotheker dag wei-
tere Feld der sog. "klinischen Pharmazie" betreten, wozu nicht
nur die obhen erwidhnten Dienstbereiche gehoren, sondern auch die
Bereitstellung von Laboratorien fur pharmakokimetische Un-
tersuchungen. Vorausgesetzt, dass solche verfughbar sind, wie
das fir die Uberwachung der Serumspiegel in jedem grossen Kran-—
kenhaug die Regel zein sollte, gibt es an sich keinen verniinf-
tigen Grund, warum die genannten Labordienste durch den klini-
schen Pharmazeuten und nicht durch den klinischen Pharmakologen
erbracht werden sollten; in jedem Fall ist eine enge Zusammen-—
arbeit zwischen beiden ndtig.

Die Produktion bestimmter ArZneimittel oder ahnlicher Stoffe

wurde Dbisweilen erfolgreich in Angriff genommen, je nach den
grtlichen Gegenheiten.

In manchen Lindern und Zentren hat der Apotheker hinsichtlich
der Anwendung von Arzneimitteln im Krankenhaus Einfluss gewon-
nen. Dieser Einfluss wird wirksam durch die Mitarbeit in der
Arzneimittelkommission, bel der Diskussion mit Arzten Uber die
Anforderung von Arzneimitteln, die nicht in der Arzneimittel-
liste enthalten sind, oder sogar durch Teilnahme an Arztevigi-
ten. Wenn der Apotheker aber einen bedeutsamen Einfluzs auf
die Verordnungen des Arztes nimmt, ist es wichtig, sich klarzu-
machen, dass er durchaus selber moraliseh oder rechtlich fir
jeden Schaden verantwortlich gemacht werden kann, der durch

fehlerhafte Information oder Beratung seinerseits entstanden
lst.
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8. DIE ROLLE DER ARZTE UND PFLEGEFACHKRAFTE

Die Arzteschaft sollte jede Anstrengung unternehmen, um die Kenntnisse
von Krankenhausdrzten iiber Arzneimitteltherapie zu verbessern und immer auf
dem neuesten Stand zu halten.

Viele Fehler und Mingel bei der Arzneimittelverwendung in Krankenhau-
sern sind jedoch nicht nur Ausdruck von Wizsensliicken, sondern auch der feh-
lenden Konsultation und Zusammenarbeit der einzelnen Fachbereiche unterg¢inan-
der, sei es routinemiissig oder im Einzelfall. Zu den verschiedenen unbedingt
nbtigen Formen der interdisziplindren Zusammenarbeit (die an anderer Stelle in
diesen Schlussfolgerungen aufgefiihrt sind) zdhlen die Zusammenarbeit zwiszchen
Arzten und Pharmazeuten (speziell zwischen klinischen Pharmakologen und Kran-
kenhausapothekern), zwischen drzten und Pflegefachkridften (s. unten), zwischen
Krankenhausirzten und Allgemeinpraktikern (s. Schlussfolgerung 5) und die um-
fassende Zusammenarbeit, die sich aus der Zusammensetzung einer Arzneimittel-
kommission ergibt (s. Schlussfolgerung 2).

Es versteht sich, dass sowohl die festangestellten Krankenhausirzte als
auch die Belegirzte eng in alle hier erBrterten Angelegenheiten einbezogen
werden und auch untereinander enge Kontakte aufrechterhalten miissen, damit
vermieden wird, dass ein von zwei oder mehr Spezialisten behandelter Fatient
durch inkompatible Verordnungspraktiken Nachteile erleidet.

Den Pflegefachkriften sollte mehr Verantwortung und Selbstidndigkeit in
der richtigen Verwendung von Arzneimitteln im Krankenhaus gegeben werden, als
sie normalerweise haben; das wiirde bedeuten, dass eine zusdtzliche Ausbildung
und eine engere Koordinierung mit den Arzten tber das vom einzelnen FPatienten
ginzuhaltende Arzneimittelregime erforderlich sind. Eine wichtige Rolle kommt
den Pflegefachkriften auch in der Beobachtung des subjektiven und objektiven
Ansprechens des Patienten auf die Arzneimitteltherapie zu.

9. DIE ROLLE DER REGIERUNGEN UND ARZNEIMITTELEEHORDEN

2.1. Im Rahmen ihrer nationalen Arzneimittelpelitik haben die Regierungen
oft zu einseitig auf den Umfanzg der Verordnungen und die damit verbun-
denen Kosten in der Allgemeinpraxis geblickt und zuwenig Aufmerksamkeit
auf den Einkauf von Arzneimitteln und die Verordnungsgewohnheiten im
Krankenhaus gelegt. Eine Regierung sollte allgemeine Richtlinien auf-
stellen, innerhalb deren die Krankenhiuser entsprechend ihren besonde-
ren Bediirfnissen Spielraum fur eigene Entscheidungen haben. Es wire
#z.B. winschenswert, dass die Regierungen die Einrichtung von Arzneimit-
telkommissionen im Krankenhaus fdrdern und ihre Ziele und Arbeitsweisen
definieren.

9.2. Resondere Schritte sind seitens des Gesetzgebers erforderlich, ein-
schliesslich der Schaffung einer zweckdienlichen gesetzlichen Grundlage
fir die klinisch-pharmakologische Praxis und die Tatigkeit des Kranken-
hausapothekers sowie fiir die Durchfuihrung von kiinischen Studien.

9.3. Die Arzneimittelbehirden sollten erwigen, ihre Zulassungsentscheidungen
wo nbtig so anzupassen, dass eine vereinfachte Registrierung bestimmter
Arzneimittel moglich ist, die nur Fir die Anwendung in Krankenhidusern
geeisnet zind und sonst an niemanden abgegeben werden; eine solche Un-
terscheidung sollte moglich sein, vorausgesetzt, dass die Krankenhdu-
ser angemessene Mdglichkeiten haben, die richtige und sichere Anwen-
dung solcher Arzneimittel zu gewdhrleisten. Eine solche differenzierte
Lésung wiirde die Arzneimittelzulassung praxis— und realitidtsnBher ge-
gtalten.
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1G. DIE ROLLE DER WGO

Ez gibt eine ganze Reihe von Themen, iiber die internationale Uberein-
stimmung erzielt oder internationale Studien durchgefiihrt werden konnten.
Dies wire wertvoll, um eine Verbesserung der Anwendung von Arzneimitteln in
Krankenhiusern herbeizufithren. Dazu gehdren:

10.1., Das Bediirfnis nach gegenwiArtigen und zukinftigen Vergleichen iiber den
Umfang und die Art der Anwendung bestimmter Gruppen von Arzneimitteln
und shnlichen Stoffen, deren Verwendung sich rasch augbreitet und die
heute einen grossen Teil der Ausgaben der Krankenhduser ausmachen; dazu
zihlen Antibiotika, Blut und Blutprodukte, chemische Krebsbehandlungs-
mittel, Infusionsflissigkeiten und in grossen Mengen gebrauchte Darm—
priparate. Daten iiber die Verbrauchsmengen sollten im Lichte der Be-
handlungsziele interpretiert werden. Es sollten kinftige Symposien ge-
plant werden, die sich mit den Selektionskriterien fur Produkte in die-
sen Gruppen befassen. Im Sonderfall der Infusionfliissigkeiter sind auch
Studien iiber Materialbewirtschaftung, Qualitdtssicherung, Verfalldaten,
Varabreichungsmethoden und damit verbundene Gesundheitsgefihrdungen er-
forderlich. Die WGO-Forschungsgruppe iber Arzneimittelverwendung sollte
vergleichende Studien iber die Arzneimittelverwendung im Krankenhaus,
wie in der Schlussfolgerung 4 erwdhnt, f8rdern und koordinieren und die
daraus hervorgehenden Trends des Verordnungsverhaltens kritisch inter-
pretieren.

10.2, Der Vergleich von Arzneimittellisten und anderen Formularem aus Kran-
kenhdusern, so dass besser ersichtlich wird, besziiglich welcher Arznei-
mittel und therapeutischen Verfahren eine breite oder allgemeine iber-
einstimmung besteht. Damit wilrde auch eine Weiterentwicklung bereits
bastehender Listen erleichtert. In diesem Zusammenhang sollte die WGO
auch Methoden entwickeln, mit denen die Auswirkung wvom Arzneimittel-
listen festgestellt werden kann. Die laufenden WGO-Programme zur Unter-—
stiitzung der Entwicklung ven Modell-Arzneimittellisten sollten fortge-
setzt und erweitert werden.

19.3. Die andauernden Anstrengungen der WGO, die Entwicklung der klinischen
Pharmakologie zu beschleunigen, verdienen die volle Unterstitzung durch
die Regierungen der Mitgliedstaaten.

10.4. Fs besteht das Badiirfnis nach internationalen Leitlinien fur die Be-
richterstattung Uber schwere unerwinschte Nebenwirkungen, die vermut-—
lich auf Arzneimitrel zurickzufiihren sind, eingechliesslich im Kranken-
haus beobachteter Nebenwirkungen.

10.5 Schliesslich weist das Symposium auf die fortschreitende Entwicklung
von Lehrmaterialien und Handbichern durch die WGO hin, die zum Teil im
Zuge der Verwirklichumg von Empfehlungen fritherer Symposien dieser Rei-
he ausgearbeitet wurden.
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ANNEX 1
SELECTION OF DRUGS AND MEDICAL CONTROLS ON FRESCRIBING
by )
Frofegsor Eigill F. Hvidberg, Department of Clinical Pharmacology,
Univarsity Hospital, Copenhagen, Denmark
Introduction

-The title of this presentation reflects some of the essentials of
hespital drug policies and seems to imply a kind of controversy. However, the
two named activities, drug selection and controls on prescribing, are for both
conceptual and practical reasons inseperable and integrated. The Scandinavian
countries have for almost two decades worked to establish integrated drug
policies in hospitals, but such initiatives still seem to be more or less
ignored in some European areas.

Any drug policy in a hospital must be conducted in consideration of
both the surrounding community and the local conditions. Likewise any
analysis of such policies should take these facts into account. Recommended
drug lists may, therefore, vary considerably between hospitals, even within
the same country, Multipliecity, variability and adaptation to different
experiences will accordingly be the peroper basis of drug policies, rather
than unification, standardization and centralization. On the other hand, too
liberal an approach may lead to a state of drug anarchy. The central factor
in efforts to keep drug policy in the hospital in a balance between strict
purism and disorganized liberaltsm is the formulary, or better the drug
committee. The alternative may well be a confused or even frustrated hospital
staff, which can have a detrimental effect on the drug treatment given to the -
individual patient.

An overview of the various tasks, responsibilities, activities and
problems of the hospital drug committee is given in figures 1 and 2.

Aims and composition of hospital drug committees (Figures 1 and 2)

Both for the gelection of drugs and for the professional control on
prescribing the hospital drug committee is an indispensable instrument, at
least in the model mostly applied in the Scandinavian countries and in the
Anglo-Saxon world. In Sweden such committeez have been in operation for
decades, providing an example which was in due course followed by the other
Nordic countries. Thus in Denmark our experience In thig field dates back B
to 10 years. Ninety per cent of Danish hoszpital patients are now covered by
about seventy hospital drug committees, covering a population of 5 million.

The declared aims of the various committees are not always phrased in
the same way, but usually they include:

- coordination and rationalization of drug treatment as well as improving
the quality of drug treatment in general;




ICP/DSE 103 mO2
2094V
page 25

- establishment of drug lists recommended for local use;
- measures to control or even regulate drug prescribing in hospitals;
- distribution of information on drugs to hospital staff;

- assistance to individual staff members both in the clinical departments
and the hospital administration in solving drug related problems;

- keeping the hospital's drug bill as low as reasonably possible e.g. by
setting up drug budgets and controlling their observance;

- other drug related tasks; these may include the registration of adverse
reactions, plamming of clinical drug trials, and the creation of a
positive influence on manufacturers and on general practice.

A drug committee usually consits of 2-3 heads of clinical departments, a
clinical pharmacologist (if ¢ne iz employed) one or two staff residents, the
hospital pharmacist, a nurse, a practicing doctor from the catchment area and
possibly a hospital administrator.

In order to understand the way in which Danish hospital drug committees
operate it 1z necessary to recall that Danish physicians have the right to
prescribe freely; this also applies to the permanent medical staff in
hospitals. This means that only recommendations can be given as a means of
improving drug utilization in hospitals. The number of drugs on the Danish
market is limited to some three thousand preparatioms and the registration
procedure adopted by the drug regulatory agency is relatively strict. The
number of preparations to choose from for a hospital drug committee is
therefore not as large as it would be in many other countrieg. The usual
gumber of drugs recommended by various committees amounts to between 300 and
600, depending on the number of e¢linical specialities represented and the
function of the hospital (University, regional, local etc.).

Selection of drugs

Although the actual procedures for selecting drugs applied by variocus
hospital drug committees may vary to some extent, great similarities do
exist. The procedure followed by our Committee at the University Hospital in
Copenhagen can be described as follows.

The full committee devises the general approach, while the basic
evaluation work is done by subcommittees, one for each therapeutic area.
Thege subrommittees usually have 5 to 8 members, some of these being experts
in that particular field, while others represent non-specialist users, all
appointed from the hospital medical staff. A nurse often participates as do
pharmacists from the hospital pharmacy. The subcommittee's work is based on
scientific evidence for evaluation of the safety/efficacy balance, but
practical and clinical considerations relevant to local use are applied. The
subcommittee suggests primarily the compound to be recommended, while the drug
committee will choose the most appropriate preparation and syanonym, taking the
pattern of local use, experience and trials into account. The price is, of
course, also an important determinant. Other conditions to be considered are
iocal production of drugs in the hospital pharmacy and problems cencerning
drug supply and quality contrel. -
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The committee may ask other interested parties for comments and
thereafter the list is finally authorized. In the entire selection procedure,
it is of extreme importance to find the balance between a sceptiec conservatism
inspired by the many pseudo-—improvements in the modern drug world, and the
necesgary alertness to recognize novel drugs that represent a true inovation,
practical progress or a cut in expenditure.

The lists compiled from each therapeutiec area are subsequently published
in a booklet presenting all the drugs recommended for use at the hospital.
Some preparations are recommended only for use in special departments and for
general use. In several sections of the booklet brief motivations and
information on such use are included, although it is not the intentiom to
egtablish an exhaustive therapeutic guideline. The booklet is reedited once a
year, is in pocket format and the cover changes colour with every new
edition. It ig digtributed to all doctors at the hospital and is also kept in
the medicine cupboard of each ward.

Profesgional control on preseribing

To set up a recommended list of drugs is, as already stated, only a part
of the work needed to fulfill the goals of the hospital drug committee.
Controlling compliance with' this regulatory measure is equally important and
necessary. As the drug lists only recommend and do not dictate, it is
necessary and highly advantageous to combine any meagure of contrel with
thorough information.

To control prescription in a hospital is both a qualitative and a
quantitative question, and the measures to be implied can be divided into
professional contrel (i.e. medical and pharmaceutical), and economic control.
Although these two parts are difficult to separate in practice, I shall
confine myself almost entirely to the former.

To establish a basis for a meaningful drug control system, information
on current congumption must he readily at hand. A well functioning data
system is therefore indispensible in order to know which drugs are used when
and where. In essence, all prescriptions are data processed before they are
delivered, which provides a unique possibility to utilize the statistics. For
all recommended drugs there are preprinted preszcription forms, and the data
system is of course also connected with the inventory control of the hospital
pharmacy. By using such a system it is easy on the one hand to issue (for
example monthly) to each department specified surveys of drug use and on the
other hand one can very quickly detect any alteratign in the use of a
particular drug or in a particular ward, whether it relates to a recommended
or a non-recommended drug. It should, however, be emphasized that
professional and alert supervision is absolutely necessary to benefit from
this data system. The medical and pharmaceutical secretaries of the committee
must therefore be trained in this work.

The follow=-up using the data system makes it possible to implement
measures for controlling (or rather influencing) drug utilization in the
hospital., It is important, however, that such measures are perceived by the
prescriber as professionally correct and clinically justified and not just as
red tape. The following measures are proposed:




ICP/DSE 105 m02
2094V
page 27

- monthly surveys of drugs as described previocusly;

- a procedure is established for prescribing a non-recommended drug which
is more difficult or elaborate than for recommended preparations, and
good arguments must be produced for its use;

- in case of a demonstrated increased use of a certain drug or a certain
therapeutic regimen, the drug committee may ask for the reason for this
trend;

- if disagreements arise, a small ad hoc group of experts may be appointed
to look into the problems and report to the committees

- as an extreme the hospital administration may charge the prescriber
himself with the excess expense caused by the prescription, although
such measures have never been brought into actiom.

Usually drastic measures are avoided and during the last decade few
major problems of that kind have come up. Most questions have been settled
with a minimum of resentment. The force of the drug committee lies in its
mere existence and real policing is not a part of its job. The possible
interference by the committee should rather be understood as a debate between
equals.

The control task and provision of information are in the first line
taken care of by the medical and the pharmaceutical secretaries attached to
_the drug committee, but all major problems are of course discussed in (and
further managed by) the committee itself,

The system described is naturally combined with economical controls,
which I shall not go into. [ shall only emphasize that the drug committee
works out a yearly budget for each department in collaboration with the heads
of department and of the hospital administration. These budgets are
continuously eontrolled and may be adjusted by the committee.

Qur experience with these control systems are relatively good. In
particular, the velvet-glove approach to medical control, exerted by
discussions, messages, meetings and information based on actual data for drug
use, has proved quite acceptable for the majority of the medical staff members.

Special problems

Amomg the host of problems which the performance of an expedient
hospital drug policy generates are a few to whiech T would like to point
because of their more principal nature.

The first one concerns partly the relation to the pharmaceutical
industry. When a clinical trial is initiated at the hospital, the new drug is
often supplied free of charge during the trial and possibly for a certain
period thereafter. However, when the drug is approved for marketing the use
of the drug in question often continues in the department, frequently without
its having been evaluated by the drug committee. Although this may be a part
of the strategy of the pharmaceutical company invelved, it is only acceptable
if the drug is subsequently included in the recommended list., If not (and if
the drug is eypensive and/or used extensitvely) it may quickly become an
economie burden ocutside the control of the drug committee. The new drug has
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g0 to say sneaked in through the back door, and we have several examples of
this traffic. When it concerns a real innovationm it is in order, but often it
may only be an expensive analogue. The way to tackle this problem is to
require a notification of all new drug trials to the drug committee, which
means that hospital policies should also embrace local drug trials. This may
be unfamiliar or even unacceptable for many staff members, but the problem is
for sure a real one.

The second problem involves the acceptability of the drug lists compiled
by the committee. In other words, what are the results of this achievement
and how can we measure them. The ultimate goal of drug recommendations is to
facilitate improved therapy for the individual patient in terms of efficacy,
tolerability and time, and for society to reduce expenditures, estimated as an
overall figure. To measure such figures is, however, not realistic. A
practicable way is to look at the drug use in terms of money, which is easy
enough, and to measure the degree of compliance with drug lists. The latter
should be done in a dual way by determining both the total percentage of
prescriptions for non-recommended drugs in each department and by recording of
the non-recommended drugs actually used. The total use of non-authorized
preseriptions may be low while at the same time the number of non-recommended
drugs is high in relation to the number on the list. As a rule~of-thumb a
70-80 per cent adherence to the drug list should be regarded as acceptable and
not trigger off too many reactions from the committee unless special problems
arise. If the adherence is generally higher the committee should speculate
whether the lists are too extensive and liberal. On the other hand, if the
adherence percentage is low the lists may be too restrictive, reflecting an
unrealisticly strict and even professionally incorrect drug policy.

Thirdly one must consider the possibilities of outgide pressures on the
drug committee. The medical profession igs oftem, and for good reasons,
concerned with, or even afraid of, constraints on the clinical work, impending
the doctor in doing what he thinks is in the best interest of his patient.
Likewise, members of a hospital drug committee could Feel that politicians,
the pharmaceutical industry, administraters, the health authorities and others
from the gutside may impose certain restrictions of a politieal or economical
nature upon them. This may be felt as comprising undue interference with
their work at the local lewvel. From ten years of experience, I feel that this
kind of influence has been limited. The fear of unification, conservatism and
bureaucracy predicted especially by the industry has been counterbalanced by
the direct and indireect influence on the hospital staff members by the same
industry. This is both legal and - if applied by scientific means - also
acceptable. The drug committees have learned the rules of the game. Much
more serious is the general tendency to reduce hospital drug budgets. The
drug commmittees have one of their greatest challenges in establishing drug
policies which can counterbalance the effects of such cut backs.

Hospital drug policies should always aim to balance artisticly between
the respect of the four Ps:

- the PATIENT, who needs us, and always should be the key figure;

- the BPROFESSIONAL, who iz deoing the job;

- the POLITICIAN, who at the end is paying the bill and represents the
society, and lastly

- the PRODUCER who is inventing and manufacturing the drugs we are working
with as therapeutic instruments.

An integrated hospital drug policy wiil then be within reach.
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