introduced the inspectorate of health. It was there already at the end of the past century
and it is not only focusing on public health, as is the inspectorate in most countries in
Europe, because that is the classical role after the second half of the 19th century of an
inspectorate to emerge and being focused on hygiene and public health. But our inspecto-
rate has traditionally also been involved in the control of medical performance.

What are the main underlying features. | think these historical roots are very important,.
Many of the things we now have for quality of care are based on the gradual
professionalization in the professions. A lot of today’s activities and the relatively large
autonomy of the profession go back to the way the professions have developed
themselves.

Another part of the present quality assurance activities is based upon the way
management has developed in our health care institutes. So that has also to do with the
tradition of private ownership. There is a management tradition on the local ownership of
hospitals or nursing homes. This tradition is embedded both in the economic and cultural
context of the Dutch health care system.

Lets now look at the way government has tried to influence quality assurance activities in
the past twenty years. You see a gradual shift in the thinking about quality. And it has
also been put on the political agenda on a national level. In the '70's, because of the
economic reasons, leading to cost containment, government got more and more involved
in trying to regulate the system because costs were too high. In 1974 we had a series of
laws that were based on the policy idea that you should plan things. Planning regulation,
rate setting, planning of facilities and a licensing system for health care institutes evolved
from that. So it resulted in a strict licensing system based on planning thinking. But the
costs were rising and rising, so in 1983 a budget system for hospitals was introduced.
Costs were going down a little bit, but were still too high. So 1987 we started a debate
on marketization. There was a growing awareness that planning regulation on national
level was not sufficient. It was too inflexible, it was not good enough. There were
examples in other countries, so we started a reform. We created more flexibility between
parties, meaning that we also started with deregulation.

At that time a lot of parties had the idea that the focus would now be too much on cost
containment. So on a national level the initiative emerged to have a national conference
on quality of care. We had the first one in 1989 and second one in 1990. The different
actors in our health care system agreed together on a common policy on quality of care.
And the main things they said was: it is the responsibility of the providers to build quality
systems to show that they assure the quality they are offering. But they should do it in
such a way that they are accountable to the insurers and the patients. And the role of the
government would be to support that development. | am now summarizing a large paper
in two sentences. But that was the basic idea? Government followed. They came with a
policy paper in 1991. The secretary of state, Mr. Simons did this. Then, in 1992, we
started a national debate on critical choices in health care, the Dunning report. There was
an awareness that we should have this discussion. In 1994 there was a second step of
trying to control the costs when Mr. Biesheuvel came with a report which was endorsed
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by the government, that is very simply saying proposing to budget the specialists costs
and trying to make specialists stay within the budget of the hospital.

In 1995, after five years of national policy, we had the third national conference, where
everybody was more or less positive about the results that were achieved. Having all
these market oriented changes on the one hand, but on the other hand having a kind of
national policy debate on quality of care. This part became more visible, even in a law that
is now effective since April this year. A new law on quality in health care institutes. | wil
speak about that a little bit later.

But what you see is that the moment you start speaking about a more market- oriented
system, you start to discuss on quality policies and the necessary regulation in that
respect.” A

| have a small figure to show you the relations. What we try to do is to work on quality,
but it is in this triangle of providers, patients and financiers. Government is a little bit more
at a distance but tries to set the rules for the way these parties interact and thus produce
quality,” -

Now | want to mention very briefly some of the activities that are going on in the
Netherlands. Some are similar to activities in your countries. | will present what
government is doing at the moment to assure the quality of care, what the profession is
doing and what the health care institutes are doing. And | will then come back to the role
of the inspectorate for health care.

Quality assurance activities of government include the following. As | said, traditionally
government and the inspectorate focus on the structure. We look at the efficacy and
safety through drugs regulation and regulation on medical devices. We had a very strict
drug regulation and when the regulation of the European Union was set up and the parallel
import was introduced, our own regulations seem to me to be more forceful, more
powerful than the European ones. With medical devices it is a little bit the other way
around. We had a law but we did not really work with it, so it was an incentive to be in
the European Union and the regulations there to make that regulation more stronger, more
effecitve. But there is a lot of regulation in that field. There is some regulation with res-
pect to availability, especially to new technologies. We still have the planning laws from
the '70's. We have one article which is still used by our Minister of Health which is article
18 that states that you need a licence to have certain types of facilities. For example, liver
transplantation, heart transplantations. So if you want to do that as a hospital you need a
licence. This is still a possibility for the government, at least in some way to control the
abuse of new technologies. But as you can see these things are mainly based on whether
the drug or technology is safe or effective. For article 18 we combined it with more and
more technology assessment studies. So we also tried to include CEA’s in the decision
making. There is also a role here for the health insurers. Because they have to decide
whether a certain technology will be reimbursed, yes or no.

What seems to be even more important is the way the government tries to influence the

effectiveness. And there we saw, as a part of the quality policies three types of new laws
emerge. | already mentioned the law on quality in institutions. It has replaced a lot of the

EPSO 1996 46




more planning oriented detailed regulation laws and actually is a very simple law by itself.
It states that every health care institute should have a quality system. The quality system
should be focused on responsible care, meaning it should address the effectiveness, the
efficiency and should be patient oriented. And there are some obligations; one of the few
is that you should write an annual report on your quality activities as an institute. And
what is important for the inspectorate: it gives the inspectorate more possibilities to
intervene. In the old system they had only extreme measures at the end, now they can
intervene more in detail and earlier.

So this new law is different than the way in which the issue of the quality of care has
been dealt with in legislation in some other countries. | know in the Gesundheitsamt you
just entered one paragraph about quality for hospitals. The same as in France, just one
article, just an additional thing a hospital should do, which is a little bit similar to the UK,
where medical audits and clinical audits became mandatory in 1990/1991. What we did in
the Netherlands was to device a totally new law, which is more based on the system
thinking, and at the same time try to get rid of a lot of more detailed regulations.

A similar type of thinking is behind the present law on professional performance (BIG). It
roughly states that the professions are recognized by law and also enforces reregistration
and a system for disciplinary law. And we have seen the past years several laws that are
enforcing the position of the patient. Laws which have to do with the position of the
patient, patient rights, privacy and complaint handling.

So these laws are more or less supportive to this national quality policy. And of course
there are the traditional things like education and research. We have the inspectorate of
health who sets the control function and there you see that they get more and more
interested in developing indicators. The inspectorate wants to have some information
which tells them something about the quality of care in addition to the general information
about morbidity and mortality. And traditionally government still plays a very important
role in prevention and health policies because public health is still a domain which is not
deregulated to the market.

What is the medical profession doing? Well, to start with the traditional things, the basic
medical education and post-graduate training. In the Netherlands, the speciality training is
primarily the responsibility of the medical profession. We have this new law on
professional practise, which enforces reregistration, which has been introduced for all
doctors since four years now. And | think after Norway, we were one of the first

countries to introduce an obligatory reregistration for all doctors. Another activity are the
professional profiles, trying to make explicit for every profession what they are doing. We
had that more development for the paramedical professions in the past period of 10 years.
Each of them has made explicit what exactly is the profile of an ergotherapist or a
physiotherapist. There is a growing interest in norms and standards/quidelines. Apart from
the rules of medical conduct you see a whole movement of clinical guidelines, with two
national programs, one for specialists and one for GP's. And roughly speaking you see the
emergence of external quality systems and an example could be the visitation programs of
our scientific societies. Meaning that, for instance, the college of surgeons has a program
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where it visits every 5 years each group of surgeons in every hospital in the Netherlands
just to evaluate their practices. Close to what others would call accreditation, but we call
it visitation because it is set up within the society itself. Programs exist now for all
specialities. Somebody from your peergroup is coming to see how you are doing. And you
have the internal quality systems, these are traditionally more focused around peer
review. We have a national program for peer reviews since 1979.

A similar list can be made for institutions. As | said we have a new law on quality in
health care institutes. Here you have the same distinction between external and internal
mechanisms. There is. the debate on certification-and accreditation. And the next speaker- -~ -
this morning will tell you about that in‘more detail. We do not have accreditation for
hospitals-at this moment. But we are considering it and there are pilot programs. We have
some type of certification for nursing homes and homes for the elderly: So in all the
sectors it is evolving. It is a similar debate which | recognize in some other countries. |
know: that France has just been very forceful in pushing the idea of accreditation. | know
that in Spain an-accreditation system for hospitals has been running now for about six
years.

Again, like you have professional profiles, some types of services try to'-make national
profiles of what their institute is ‘actually doing. For a hospital that seems more or less
clear but for a home care organization that is less clear. So they make national profiles.
And here there is a whole series of internal assurance quality mechanisms hidden behind
words like developing a quality system. | do not have sufficient time to explain all of that
but the figures show in our hospitals we have a lot of committees and activities in
addition to the national policies for assuring the quality of care. And that goes from the
traditional meetings to hospital wide quality improvement programs. o :

Finally, what‘is the role of the inspectorate of health in all this. | think it is extremely
important and it will become of growing importance: One of the things that we try to
create in our system'is the right balance between self-regulation and accountability. As |
showed to you the systems are developed but in such a way that providers should be
accountable to patients and insurers. That'is a point the inspectorate of health should
guard. They can enforce this, especially- the accountability component and.cansee
whether this balance is still there or whether the professionis like an oyster, keeping
things to itself or that the hospital management is also like an-oyster, trying to keep things
for itself. There is a growing awareness now that one should be accountable, and the -
annual report on your- quality policies inthe new law is'just one of the instruments to
achieve this: ' SERETEREEEEE U B ' ' o

One can also notice that the inspectorate is changing from a more incident assessment
oriented system of control towards a system oriented approach. So they start looking
more at the functioning of the quality systems and try to be one of the external incentives
for developing them..You see that more and more information on quality of care is
becoming available. Not only through these annual reports but also a lot of studies are
done and a lot of thinking is done on how to develop indicators on a national level that tell
you something about quality of care. | can tell you that it is extremely difficult. You can
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get an indicator for your health situation or in general how things are going, but especially
on quality of care on national level it is very difficult to develop valid and reliable
indicators. Nevertheless, we try to assemble that information. Furthermore responsive
regulation, as | mentioned earlier, needs the inspectorate to be flexible. Not only having
very severe measures like closing a whole hospital. Now they should be able to say for
example, “well this operation room is not in accordance with the standards, you must
make it in order. It should be better in one or two weeks time or we can just close this
operation theatre, not the whole hospital, just a theatre”. That is necessary if you want to
work in such a system. To conclude | think that instead of the traditional control oriented
inspection, inspection should gradually, when the system is up to it, move towards
improvement based inspection. Perhaps you think that all is all too theoretical, but | come
back to the two points from the beginning. | think our system, like many health care
systems, is going to a situation where we introduce more market elements and that needs
more attention to quality and control of quality. But at the same time it is necessary for an
inspectorate to be less traditionally control oriented and become more focused on the
improvement potential of the system itself.
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B. Medical practice and disciplinary measures in the European Union
Prof. dr. H.D.C. Roscam Abbing

Legal Counsellor, Health Law, Ministry of Health, Welfare and Sport,
P.O. Box 5406

2280 HK Rijswijk

the Netherlands

Introduction

One of the assets of the European Umon is the possmihty for free movement of patients
and doctors Patients can in principle receive medical treatment in another country than
their own. Doctors can pracnse in another country than that of their degrees. This is to
be encouraged if only for. -highly specialised and highly technological parts of medicine.
Why should hlgh technology facilities and. h:ghly skilled medical doctors not be shared?
Sharmg of scarce resources among countries supports processes of rationalisation of
health care delwery which are ; :

presently ongoing in the member states of the EU. In co- operatmg across natlonal
boundaries scarce resources both in terms of manpower and in financial terms may be
used more efficiently. Application of new methods of communication, like telemedicine,
stimulates even more this process.

There are of course prior conditions to be fulfilled for cross frontier co-operation in the
field of medical care w:thm the EU.

The most important requirement is that there ought to be sufficient guarantees for the
patient that health care delivery meets with quality standards, irrespec-tive of the place
where, or the person by whom the care is delivered. A high level of consumer
protection is one of the requirements to be respected by the European Commission and
Council in accordance with the Union Treaty (article 129a in particular applies). *

This means first, that medical doctors should meet similar educational requirements
throughout the EU before being admitted to the Profession.

Second, once admitted to the medical profession, professional conduct should meet
with necessary quality requirements.

In line with the primarily economic orientation of the EU, | like to refer to these two
preconditions as:

- the premarketing reqwrements (= qualifications to practise)

- Post marketing surveillance (= maintenance of professional standards during practice).

The rules

Both aspects are addressed in member states and from a European perspective:

The medical profession is subject to qualification requirements, quality standards and
quality control systems in the member states of the European Union. In addition, in
order to facilitate the free movement of doctors throughout the European Union, the

Council of the European Communities has set legal conditions in a directive.

* Article 153 since the Treaty of Amsterdam.
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There are restrictions to the free movement which are related to qualifications and to
disciplinary, administrative or penal sanctions.

As you all know, the Directive aims at mutual recognition of formal qualifications
through co-ordination of training requirements. National qualifications thus have a legal
effect within the communities, without training requirements being harmonised. The
directive also contains some requirements relating to good character and good repute to
be satisfied on first taking up the medical profession.

These conditions fall under the first set of conditions | indicated, namely the
premarketing requirements.

The second requirement, post marketing surveillance, is much more difficult to deal with
at a European scale.

The EU Directive contains some clauses intended to guarantee safe health care delivery
of sufficient quality. It does not address questions of quality assurance in medical
practice as such, like quality norms and standards and instruments to promote their
observance (like medical auditing, quality reporting and the like).

The relevant rules of the Directive relate to good character and good repute to be
satisfied to practise as a medical doctor in a host member country, including the
possibility to require a certificate of physical or mental health.

The Directive establishes an information system among the member states in case of
establishment. Information is required on roughly speaking disciplinary or administrative
measures or penal sanctions from the member state of origin to the host member state.
Knowledge of misconduct should be communicated

from the host member state to the state of origin.

In case of provision of services the host member state may require proof of qualification
of a doctor wishing to provide services. It may also ask for a certificate stating that the
person concerned lawfully pursues the activities in the member state of establishment.
In order to guarantee quality of medical care delivered, the rules of conduct of a
professional or administrative nature of the host member state apply to a doctor who
provides services. Any measure adopted pursuant to those rules or knowledge of any
fact that runs counter these rules shall be forwarded to the member state where the
doctor is established.

The practice

The purpose of the rules regarding good character, good reputation as well as
information on measures taken because of professional misconduct is to protect the
public against possible harm by preventing unauthorised and incompetent medical
practice.

In reality, these requirements have proven to be insufficient, either in substance or in
their follow-up.

The mutual information on disciplinary or administrative measures taken is a weak point.
The rules do not preclude a doctor to move from one member state to another, pending
a procedure in the first member state.

There is little information on what a member state considers a serious enough measure
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for disciplinary or administrative sanctions.
The sanction systems are different, regarding the competent bodies (public or private),
the underlying norms and the nature of sanctions.
To give an example: According to the Austrian medical disciplinary regulation no
disciplinary prosecution will take place in case the blame of the doctor is small and his
behaviour did not or hardly have any consequences. This is unlike the situation in the
Netherlands under a forthcoming law. Dunng a dtsc:plmary proceeding one tooks
essentially at two questions: :
e The degree of care taken by the doctor
did the doctor exercise due caution in hls relatton to the pa‘nent and his close
relations.
e Whether or not the conduct has been mcompattble wnth the interest of good medical
practice.

There is a variety of sanctions in member states, including: an admonition, a censure, a
fine, conditions to practise, restrictions to activities as a doctor, temporary suspension
of registration or use of title, deregistration. Not all member states have a possibility of
conditional suspension; pamal deregtstratlon, suspension: of regtstratton pendmg further
proceedings-and the like:. -

One member state {lreland) cons;ders the fa:iure to pay the retention fee as professnonal
misconduct worth-of erasure or suspension. -

Another member state (Finland), allows for precautionary action, through the National
Board of Medicelegal Affairs, next to possibilities for sanctions in case of professional
misconduct: if there is a good reason to presume that a health professional’is no longer
capable of exercising his profession, the Board may order the professional to undergo a
medical examination in a hospital (investiga-tion of capacity for work). If there is good
reason to presume that the professional skills of ‘a health care professional are
inadequate, the Board'may order the professional to sit an examination (investigation of
professional skills). To my knowledge there are not many countrles W|th a s;mllar
precautlonary system W S

Dlscussmn

Does the. D!rectlve provnde sufficient guarantees for a hlgh level of consumer protection
in case of medical care? In other words: are there sufficient guarantees that medical -
practice complies with professional standards irrespective the member state the medxcal
doctor comes from? - :

There are two important questions to be addressed:
s Are the rules of the Directive sufficient’

e 38 DRIV O T IWIGTIL

e Does the information system work sat:sfactor|ly7

Are the rules sufficient?

Between the member states, there is incontestably a dlfference in supervisory systems
regarding professional conduct, including the norms and sanctions. There may of course
be differences in judgement of what amounts to professional misconduct, and what is
to be considered serious professional misconduct.

Moreover, only suspension or withdrawal of possibilities to perform activities as a

EPSO 1996 52




doctor may lead to refusal of establishment or rendering of services in a host member
state.

What are the consequences in case conditions are attached to the retention of the name
of a person in the register as a fully registered medical practitioner who then decides to
establish himself in another country?

For example - | now borrow from the report over the years 1989-1994 of the Medical
Council of Ireland - in case there is a condition of supervision of medical practice? Or in

manual records and satisfy the Medical Council as to his standards of practice? Or when
the doctor is not to engage in treatment of drug addicts?

Is this kind of information forwarded to the other member states and if S0, on what
basis? Routinely like in the UK or upon request? If routinely, is it effective?

establishment?
In case of rendering of services there seem to be very little possibilities for the host
member state to prevent a doctor to carry out activities on its territory unconditionally

In case the retention of the name to the register of a doctor has been attached to
conditions because of diminished physical or mental ability, that doctor can easily move
to another EU member state which does not require a certificate of mental or physical
ability,

I would say that, at least in theory, from the perspective of the protection of the patient
there is ample reason to doubt the effectiveness of the Directive. The directive does not
pay any attention to the possibility of conditions which may be attached to the
pursuance of activities of a doctor, Whether in practice the risks of this gap have
materialised is, of course, another matter. There has been very little research into this
question so far.

Second question: Does the information system work

Regarding the question whether the information system works satisfactorily, there is
more information available. My colleague dr. Siemons will present you with some
pertinent cases. | will therefore only refer to the problems met when a legal procedure is
ongoing. Not iong ago, Luxembourg has in fact found that a doctor who set up practice

optimally. It shows also that there can be a problem when a doctor is subjected to
disciplinary (or penal) proceedings and he decides meanwhile to move to another
member state under his right of establishment. The question arises whether there
should not also be an obligation to provide information on the fact that proceedings are
ongoing.
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Though the quantitative range of the problem is unknown, the fact remains that from a
point of view of high level of consumer protection the situation is unsatisfactory.

There are, of course, various possibilities to remedy the situation: improving the de
facto functioning of the information system, so as to prevent those whose possibilities
to pursue activities as a doctor have been revoked, suspended, restricted or made
conditional, to practice in another member state. §

To change the directive is another possible solution. Whatever the opttons chosen, they
should be focused upon protection of patients from professional misconduct. The
situation is not dlfferent from for instance measures dlrected towards safety of
foodstuffs. - ,

In order to guarantee safe medscal pract:ce wnthm the European Umon, and in order to
maintain trust of the public in the medical profession, additional protective measures are
necessary. Your meeting. mtght contribute towards this. My co!league wm present you
with some concrete. suggestions,

I will therefore leave it with a kind of Post Scnptum. the Dutch mlmstry of health during
the chair of the EU the first half of 1997 will convene a symposium on the subject
matter. As.| am in charge of preparing this symposium:| am presently gathering as much
mformatnon as possible. from the various member states. | would therefore highly
apprecuate any information or suggestlons you mxght think could be useful
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C. Free traffic of health care professionals
G.H.A. Siemons

Head Inspector for Health Care

P.O. Box 5850

2280 HW Rijswijk

the Netherlands

Health care stands on a high level in Western European countries. For a part this is
relevant to the fact that the education is good and that there is a good post-graduate
schooling. In spite of these facts in our country there is a minority of non-good
functioning professionals who come in contact with the Inspectorate.

When expelled from the occupation several times a year in Holland; he looses his
competence. We know that such a person sometimes tries to get work as a doctor
somewhere else in Europe. Also we have at least one experience with a doctor who
was expelled in another country and came to work in Holland.

Let me start by presenting you three examples.

Case 1 A family physician

In 1985 the doctor, who also had a pharmacy, was found out to use cocaine, which he
ordered through his pharmacy. My service, the Public Health Supervisory of the
Netherlands, warned the doctor and put an end to his use by seeing to it that no
distributor delivered any drug that came under the regime of the Opiate Law. In 1993
this doctor crossed again the path of my service. He again used drugs; his quality of
practising medicine was less than minimal and casualties had been the result. This time
an indictment followed.

In court he was sentenced to loose his license to practise lifelong. The doctor appealed
to a higher court and lost. Then he appealed to highest court and eventually lost.

These procedures came up to two years. In penal court he was also sentenced; his
appeal there is still pending.

Directly after the first verdict he appealed and moved to Spain. In my country a verdict
is up till now, not final in these cases, when an appeal is still awaiting judgement.
Therefore he legally still had the right to practise when the Spanish authorities
requested for information.

In the Netherlands he could not practise, because no insurance company would contract
him. In Spain however, he could treat Dutch citizens who stayed there during the
winter. The case started in 1993, The first verdict dated from spring 1994; the Spanish
authorities were informed of the definitive verdict in February 1996. The Spanish
authorities then had to act according to the Spanish Law, which, as | understand, opens
new possibilities for legal action by the doctor in question. What | try to say is that it is
not that easy to stop a doctor from practising medicine quickly. In this case it took more
than three years!

That this is not only happening in Spain; | hope to demonstrate this in the next case.
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Case 2 The plastic surgeon from Belgium

A Belgian plastic surgeon had been granted permission to practtse in The Netherlands.
This was found upon his Belgian certificate and his Belgian license. The surgeon-
practised during a certain period in both countries. His specialisation was recognized by
our Board of Plastic surgeons. In Belgium he was accused of a number of cases in front
of the Medical Judicial Court, early 1991. In all the cases he was accused of, severe
professional misconduct was proven in the eyes of the judges. He was sentenced to
loose his license for the period of one year..

In Belgium that sentence was.also open for. appeal He'ran. out of: appeahng possibilities
in the last month of 1994, The sentence. remained the same. Then the Belgian:
authontles mformed myservice. In the Netherlands the register of all licensed physicians
is held by my service.. Based on:the information.of the.Belgian. authorities, the plastlc
surgeon. was removed from that register for the period of one year. ,

In April and May 1995 he started a civil and an administrative legal case agalnst the
State: (1 c. my servnce), stating that the removal from the register was illegal, as he had
not been sentenced in the Netherlands and that.in his opinion the verdict in Belgium had
no extra effect. In the end he lost both cases, because the Dutch judge stated that the
Common Law and its translation into Dutch.law has the inherent effect that a loss of
license in a member state means the automatic loss of that license in the Netherlands.
Providing the license in the member state was the foundatlon of the license to practtse
in.the Netherlands.. v : ;

As you see, ina bothicases the end was not the definitive verdict in one of the member
states. Fortunately as it is, the whereabouts of the physician in question were known.
When this would not be:the case, there is a good opportunity for a malpractising doctor
to practise in one of the member states, as | will show you in the third case.

Case 3 The latrosophic physician.

Short outhne concerning this. physnc:an Geoa i :

During. medlcal study (completing housemanshsp) he already became mterested in the
"Collegium latrosoficum”, founded by a guru. A sectarian society which propagates a
form. of treatment in wh:ch elements are incorporated from all wind directions:
homeopathy, anthroposophy, eastern forms of treatment. During his. medtcal study
(Utrecht) he fo"owed like his partner, already lectures at this soc:ety

Medical treatment of patients, who often followed lectures g;ven by the guru, took and
takes place by. puplls of the guru, under his rather direct supervision.

The first case that leaded to a disciplinary case against the iatrosophic ghysgman was
the one in whnch his help was requested by the guru for the treatment of a patlent also-
pupil of the guru, who suffered from a severe otitis media, complicated by a -
bronehopneumoma} The usual homeopathic treatment was not successful, and the
patient refused the treatment of a regular doctor. The guru asked the iatrosophic
physician for a consultation. The iatrosophic physician came, judged that the patient
was seriously ill, hold the opinion that she had to be hospitalized, but under pressure of
the guru one waited in the first place. Finally also the guru agreed to a hospitalization.
Patient was hospitalized in state of shock and hardly survived the pneumonia, for which
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only in the hospital antibiotics had been given.

Patient lodged a complaint against MTC. This finally led, through further appeal, to a
suspension of three months. One of the considerations was that the iatrosophic
physician, as a doctor, had let himself be led by the opinions of a non-doctor (the guru).

Second case reported to the Inspectorate:

Gynaecologist reported that a women was hospitalized with a sepsis puerpueralis.
Patient was in state of shock, non-approachable, high temperature, and suffered from
neurologic falling out symptoms.

One week before she gave birth to her third child. The pregnancy was supported by the
iatrosophic physician, who lives in Utrecht. Patient lived in Tilburg (85 km). The
iatrosophic physician could have been in time for the delivery, but had, amongst others,
in relation to the distance, left control of the delivery to another iatrosopher (non-
doctor), living in Tilburg. The woman got fever during delivery. This fever was seen as
curative by the Tilburg iatrosopher. Whether he consulted the iatrosophic physician is
not quite clear. Patient became in a more and more worse condition at home. She and
her husband decided that she will have a period of rest in a sort of iatrosophic rest
home in West-Brabant. This home is directed by the guru, from the Hague. In this home
the patient diminishes more and more; one day after hospitalization she is in coma and
she has neurologic falling-out symptoms. The iatrosophic physician comes from Utrecht
and tries, in spite of the patients' condition, in mutual agreement with the guru, to do
something with homeopathic medicine. Finally the patient is hospitalized, more dead
than alive. She stays there for several months, and still has neurologic residues.

Also patient and her husband lodged a complaint at the Inspectorate. They declared that
however they themselves were responsible for the choice of therapy but that they
thought that the fact of the iatrosophic physician being a doctor was a guarantee for
sufficient quality.

Consideration of the complaint in three authorities: MTC (Amsterdam), Amsterdam
Court, and the Supreme Court. Very long-lasting consideration in all authorities because
of the hard line taken by the iatrosophic physician and the guru, who adduced all
remedies at law. The total the amount of hours of session for this case was 120. This is
a record level in disciplinary jurisdiction. The pronouncement: disqualification, which
was stated already by MTC, has been confirmed by all authorities. The iatrosophic
physician lost his qualification as a doctor indeed, but it is difficult to control if he still
practises, because his partner, who is still general practitioner, practises iatrosophic
from the same address.

The cases of these three malpractising doctors demonstrate that free movement of
professionals has its negative aspects too. In order to protect our citizens from
dysfunctioning doctors we, as government agencies should find a way to keep each
other informed about cases like these ones. A central "basket for all our bad apples"
might be the answer to this problem,
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D. Inspection program for blood(products)
P.H. Vree

Head Inspector for Health Care

P.O. Box 5850

2280 HW Rijswijk

the Netherlands

1. Historical developments in the Netherlands

Legislation
. 1961 Human Blood Act ;
Arm' o
¢ to prevent commercral handlmg of blood and blood products (not for profit)
to restrict blood (products) on!y for medrcal cbjectrves
to protect blood donors and to respect their interests
to guarantee the qualrty of blood products i
to guarantee the quahty of transfusron materrals

, Characterrstrcs .

. key role. for the Red Cross Orgamzatron
° absence of supervrsron paragraph only violation will be persecuted
. recommendatrons of Council of Europe

* DIR 89/381 EC
- Aim: S
. to harmomze legrslatron on blood products in the EC in order to foster free
trade of blood products.

+ 1988: Blood Transfusron Act V :
Replaced the human b!cod act because e
« it did not fit to the grown. practrce of blood banking,
In 1960 cnly, CLB plasma campaigns; -
' each hcsprtat,had a, blood transfusron servrce, only qu blcod was grven,

rtdsd not. frtftc' the European approach of drug Iegrslauon

Vaw gradually frcm 1988 till 1994,

Transmissicn of viral drseases

Before 1980 blood as a medium for transmission of diseases was only a minor
item: syphrlrs, ma!ana. The physrcrans 'screened his patrents on clinical aspects: a
donor should be healthy Each doctor did this in his own way.

Doctors were aware of umntended effects of blood transfusion because of
rmmunologrcai reasons.

Traditionally blood banks in the NL were active involved in preparatron of

plasma products.
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There was not only a national facility (CLB), the plasma fractionation plant, in the
seventies also regional blood banks entered this field.

In the 1980's the AIDS-epidemic revealed the risks of blood as a carrier of
transmissible diseases.

Also Hepatitis B, C, HTLV.

Viral problems overwhelmed the immunological aspects.

There came a need for (inter)national guidelines for donor selection.

Starting 1985 is was known that transmission of HIV could be prevented by heat
treatment of plasma products.

International co-operation

The first activities in the co-operation between European countries in the field of

blood transfusion took place in 1953, when following floods in the Netherlands

the local authorities experienced difficulties in using blood and blood products

supplied by various countries.

The idea of effective co-operation, and therefore product standardisation, led in

1958 to European Agreement no. 26 on the Exchange of Therapeutic Substances of
Human Origin. This agreement enshrines the guiding principles which have since
governed all of the Council of Europe's activities relating to blood transfusion availability
on a non-commercial basis, mutual assistance and technical co-operation.

In 1962 the Committee of Experts on Blood Transfusion and Immunohaematology was
set up. Its first objective was to unify blood transfusion in Europe by setting standards
allowing movement of blood products. Major achievements were the Agreement on the
exchange of blood-grouping reagents in 1962 and the Agreement on the exchange of
tissue-typing reagents in 1974,

Also reports on the clinical indications of plasma derivatives were published with
a view to harmonising therapeutic practices.

In 1983 the Council of Europe affirmed its leading role in transfusion safety by a
historic recommendation on preventing possible transmission of AIDS from
affected blood donors to patients receiving blood or blood products.

In 1990 the Council of Europe initiated a debate on European self-sufficiency in

blood and plasma, which led to a new recommendation.

Last year, the Member States of the Council of Europe adopted two recommen-dations:
on the protection of the health of donors and recipients in blood transfusion and
guidelines on the preparation, quality assurance and use of blood components.

I will conclude this paragraph by referring to the Resolution of 2 June 1995 of the
Council of the European Union to develop a Community blood transfusion policy. This
will deal with issues as:

* donor selection;

¢ quality assurance;

e inspection of blood transfusion services;
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e clinical use of blood;
haemovigilance systems;
dissemination of information to the public.

2. Inspectorate procedures

Methods of inspection

General or systematic supervision

A visit of a team of competent inspectors inspects all aspects of the institute:
e the quality system
the. facilities

the level of competence of the personnel

operating procedures

documentation

compliance to their own quality system

leading to oral and written recommendations to the management sometimes
corrective actrons are lmposed :

Thematic supervision - v
A visit or an inquiry on-one or more specrflc aspects to a representatrve group of
mstltutes leadmg to a report to be pubhshed

Interventtonal supervision
A visit to the institute because of an serious rncrdent a report, a recall of a

product, or a calamity, withthe aim to see whether corrective action, if needed, is
taken.

Development of standards and guidelines

The Health Care Inspectorate fosters the development of standards and guide-lines in a
specific field of medrcal practice by specialists from that field.

Only exceptionally the Inspectorate itself will draft guidelines.

3. Actnvrtles of the mspectorate startmg 1988

. 1988 check of heat treatment by factor Vll producers i
Heat-treatment of factor Vil was introduced in 1985 by all manufacturers The
Registration Authority made criteria for the evaluation of the dossiers of the
products. The lnspectorate made a round along the manufacturers to verify
whether they were comphant to these procedures

¢ 1990: start development GMP for piasma fractionation plants 4

This activity was undertaken as a result of a meeting of the Pharmaceutical
Inspection Convention in Copenhagen.
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* 1991: audit on bloodbanks for compliance to viral safety measures
The introduction of the obligation to test donor blood for Hepatitis C Virus
prompted the Inspectorate to make a round along the blood banks to see
whether this measure was correctly implemented.
Also some modifications in the heat treatment of plasma products had came into
force and were verified.
This was done because the Inspectorate had learned after 1988 that some blood
banks had taken more than a year to implement heat-treatment for reduction of
HIV.

¢ 1991: Development program for systematic inspections
The Director-General announced the coming into force of the paragraph on the
licensing of blood banks. At that time the situation was that there was no
licensing system. Every Red Cross Blood Bank could do its work. 1993 was
proposed as the year of implementation of this part of the Blood Transfusion Act.
The DG asked the Inspectorate to give criteria for the licenses and to advice him
in conformity with that criteria.
It was recognized that European legislation asks for GMP-compliance.
So the Inspectorate set up a program for systematic inspections.

* 1992: General inspection of 23 bloodbanks
All 23 blood banks were inspected in one year. It seemed not quite correct to
take a too long time for that licensing procedure. Thus, all blood bank were
visited in one year.

* 1992: Action on GMP-failure factor-VIll production
NL had entered the PIC as an candidate-member. In this way NL got a report of
another member-state that a Dutch manufacturer had shipped to a manufacturer
in that member-country a heavily contaminated cake of factor VIil concentrate. It
resulted in a adapted preparation method in the factory abroad and in a
corrective action in the Dutch plant.
This incident strengthens the importance of international co-operation,

* 1992: Pilot inspections distribution of blood products in hospitals
The Blood Transfusion Act does not only reflect the preparation of blood
products, it also give room for setting rules for the proper distribution and use of
blood products.
To support the Director-General the Inspectorate performed five pilot-inspections
in hospitals on the distribution and use of blood and bloodproducts. It resulted in
a royal decree in which e.g. is stated that each blood product should be delivered
only on prescription of a physician. Also a tracing and tracking system was
introduced, or in other words, it is possible to make a administrative link
between the name of the donor and the name of the acceptor.
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e 1993: collection points

The blood banks are collecting blood for their own needs. The residual plasma is

delivered to the plasma fractonation plant of the CLB. Some blood banks have

also collection sites only for the plasma fractionation plant. The need for plasma
is larger than the supply by the blood banks, so the CLB has also its own plasma

campaigns, organized by local Red Cross volunteers.
To all 600 points a inquiry was sent, 30 of them were inspected. It included
hygiene, privacy, selection procedure, presence of a physician and so on.

In the license of the blood bank or the plasma fractionation plant the condition is

lead. down that each plasma-.collection point should meet the quality standards....

e 1993: EU GMP-annex for blood products
In 1992 EU DG Il asked the Dutch inspectorate to draft the GMP-annex on
blood products. This document was finalized in 1993 and accepted by the
lnspectorates Workmg Party.

e 1993: Viral safety issues
Although the viral safety of blood products was increasing more and more by

better selection of donors, testing procedures and heat treatment, there remained

a problem with the donations collected during the window-period. The risk on a
contaminated blood product was roughly estimated as being less than 1 out of

100.000. The introduction of a waiting-period before the plasma donation can be

used reduces this risk. Cell-containing blood products can not be made safer in
this way.

e 1994: advice and instruction of hospitals: distribution and transfusion services

Starting 1994 the Blood Transfusion Act came in full action. The implementation

“took place in this year. The Inspectorate organized instruction meetings for
bloodbank personnel hospital pharmacasts, chmcal (chemical) pathologtsts and
soon.

e 1994: Recall CJD-donation

A manufacturer in the USA recalled four batches of factor Vill- products because

it appeared afterwards that in the plasma pool that was used one donation was
given by a donor who had become a CJD-patient. The Inspectorate consulted
Dutch specialists and concluded that there was no indication of a risk for
transmission of CJD by blood products, a position that some months later, was
also taken by the CPMP. ‘

In this whole consulting process the Haemophilic Patient Society was able to
take part in the discussions.

e 1995: start 5-year program systematic inspection of bloodbanks

Three years after the first round, the Inspectorate felt it was necessary to include

blood banks in the systematic GMP-inspection program. It aims to visit each
blood bank 1 in 2 to 3 years.
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