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13, . SUMMARY

At the request of the M@ﬁh%xiamﬁ$~ﬁﬁsamiﬁt@wn ﬂf' ’
Haemophiliacs, the National Ombudsman has investigated-the
attitude of the Dutch Government towards protecting
haemophiliacs against the risk of infection with the ﬂi?% ‘
virus.via the transfusion of blood products. The investigation
focused on the attitude of the Ministry of Welfare, Health and
Cultural Affairs (now: Health, Welfare and Sport) between 1982
and 1989. During the course of the investigation both the
petitioner and the Minister of Health, Welfare and Sport were
given the opportunity to explain their standpoints. In
additien, the Natiopal Ombudsman appointed an independent
expert. Additional information was obtained from the Red Cross
Central Leboratory for Blood Transfusion Services (CLB) and

e e e

the Netherlands Association of Haemophilia Specialists {(NVHB).

The petitioner's general complaint pertained to the attitude
of the Ministry of Health, Welfare and Cultural Affairs .
following reports, in mid-1982, of the discovery of a new
virus, later known as the AIDS wirus, that was transmittable
via blood and blood products, and its response to early
irdications from the field that haemophiliacs ran the risk of
being infected with this virus. This general complaint was
subseguently broken down into five sections covering specific
aspects of the complaint.

The report has been subdivided into a number of chaplers.
Prior to presenting the results of the investigation in . .
Chapter 8, along with-a thorough reconstruction of relevant
eévents during the 1977~1989 period, the report discusses a
number of tepics which formed the background and framework of
the National Ombudsman's investigation.. . .

Following the-introduction and three chapters, which
respectively cover the decision to investigate, the
formulation of the complaint and the extent of the
investigation, Chapter 5 takes a look at the relevant
legislative framework. In this chapter, the main point of
focus is the significance of the first paragraph of Article 22
of the Dutch Constitution. Subsequently, a number of relevant
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Chapter 6 covers background information. and includes a
description of hasmophilla and its treatment. Haemophilia ds a
Mam¢Mimamy dimwmﬂ%w that affects blood clotting. Due to the
{or limited efficacy) of specific blood-clotting
%ﬁmmm %h% lood does not coagulate or forms weak clots.
el ¢ rom the most common form of haemophilia,
aemophilia A, have a deficiency or total lack of factor VITI.
Haemophilia B is charvacterised by & deficiency or lack of
factor IX. Haemophiliacs are treabed with antibaemephilic
concentrates: haemophilia A ig treated with factor VIIY
poncentrate {and, until 1981, with cryoprecipitate} and
Basmophilia B is treabed with four-factor antihaemophilic
concentrate [PPRS) . Cryoprecipitate is derived from a pool of
up to 146 donations, factor VIIT concentrate and PPES are
derived from pools of betwesn 2,000 and 2,000 donabions.
Unlike the United States, where people may be reimbursed for
donpating blood, donation is strictly veluntary in the
Hetherlands, People can donate blood at one of the 22 regional
Red Cross blood banks or at the CLB. In the Netherlands,
factor VIIT concentrate and PPBS were produced exclusively by
“*& CLB, while cryoprecipitate was produced by both the CLB
d the blood banks.
iﬁ estimated that 170 Dutch haemophiliacs, out of a tobtal
© 1L A0, were infected with the AIDS wirus between 1979 and
g%, 0On 31 December 1994, it was established that 55 of thease
£ e 1& ha& a@niramtgd Alﬁﬁ, and thaﬁ more than half of them

.

1 dﬂz ion, ﬂhapt&r &owill aasmss the situation in-a number
of pther countries and will take a look at the way in which
he Netherlands and various other countries have developed

systems of compensation for those involved.

Chapter B4, which partly covers the results of the
investigation, includes a chronological overview of facts and
events pertaining to the treatment of haemophiliacs prior to
the dizcovery of RIDS, and the development of tests for
soreening preparations in order to prevent the spread this
disease, This will be followed by a chrondlogical rundown on
the development of the AIDS epidemic, scientific research into
the cause of the disease and the discovery of the AIDS virus.
mubwmq“mm& » the davalmpmmnt amﬁ i “mmﬂumtimnamﬂ the A
i : hexr topi ;

denation and rwqi@tratjmn policy, and the contamination of a
product supplied by the American company, Armour. The chapter
will conglode with an overview of the spread of AIDS in the
Metherlands, In Chapter 8B, which dinclides the rest of ‘the
1ts, each of the five specific aspects of the complaint
iill assessed individually.

: Lop. ‘ 1
revention and 1mfmmmmnimm mamwaigmm¢ ‘blood
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Chapter 8C contains a number -of general issues pertaining to
the govermment's-abbtitude and sotiong,

The following may be concluded on the basis of the
investigation,
Owing Lo.a lack of sufficient donor blood in the Netherlands,
factor VIII preparations (which had not been heat-inactivated)
were imported from the United States as of 1977 (at the
latest). In the summer of 1981, the first reports of a new
dimwamm, mammr kmmwm am‘mst, akﬁrrad to reach the
Netherlands. As of early ere was growing conviction.
thmt the diwam@w was in all pxmbmbiii&y being caused by a
virus. However, it was not until the end of 1983 or early 1984
that this became a point of fact. By which time sufficient
seientific proof had been gathered to report that the virus
could be transmitted via blood products, In 1985, 8 method of
testing blood samples for the presence of HIV antibeodies
became avallable. The CLB-started using this test in April
1985, The blood banks did so in June of the same vear. During
‘, the course of 1983 and 1984, a nunber of articles were
published on the ipossible) efficacy of heat as a way of
insctivating the AIDS wirus. By the end of 1984/1885,
sufficient proof had been gathered that heat-inactivation was
indeed effective, JIn August 1984, the CLB decided to start
inactivating blood . products using heat.
The CLE started supplving heat-inactivated factor VITI
concentrate in June 1985, Heat-inactivated PPBS becane
available in July 1985, while heat-inactivated cryoprecipitate
became available in December 1985, In May 1983, Hyland
introduced & heat-inactivated factor VIII product. Bz of June
1983, the Factorate preparation, produced by Armour, was also
heat-inactivated. In early 1986, the first consultations were
held on the development of regulations for the preparation of
factor VIII products. These consultations led to the drafting
of the MHorm Registration Document (NRD) in June 1986, In spite
of -the fact that consensus was reached on the date of
implementation--18 June 188%-it was not until 1 -January 1988
‘F that the NED was implemented. From thab date on, blood banks
producing cryoprecipitate were also compelled to inactivate
thelr products using heat,

Having presented the findings of the investigation, the
National Ombudsman's assessment will be presented in
Chapter 9

Prior to assessing the five specific aspects of the com laimt,
the National Ombudsman had to wmmabliah MMa rmlm of the i
government ‘and, more wpmmif&mal&y‘ ol ‘
Minister/Secretary of State meu?ublim M&aw‘hw whia role was
to a great extent determined by the structure of 'the field',
and the manner and extent to which "the field' executed its
tasks., With regard to health care for haemophiliacs, it may
therefore be concluded that the government and 'the field' had
a shared responsibility. The government moreover, had . an
additional responsiblility owing to the fact that it had g
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number of specific dnstruments ab its disposal, which, at
least in part, only it could apply. The manner in which the
government implements one or more of these instruments, is
dependent, inter alia, on the gravity of the threat to public
health and on the extent of the assurances that 'the field'
has reacted to this threat promptly and adequately. In the
case of diseases with an epidemiclogical character, such as
AIDS, it is imperative that the government ahmul@ ha actively
&nvwivud in aambatimq mh@ dxmwmﬁa“ :

A vmri%ty of axtanumt&mg mixmumu&anmma havw & baarimq o the
assessment of the role played by the government in this case.
These circumstances include ‘the fact that there was
insufficient blood plasma in the Netherlands to meet domestic
needs. Furthermore, the organisational structure of the blood
transfusion services became a point of debate, and, when the
pogsibility of excluding people from risk groups as donors was
discussed, it became clear that homosexval men saw exclusion

as a form of discrimination. It also bears mentioning that, in

crder to give a falr assessment, it was clear that the
circumetances would have to be viewed in the context of the
information that was then available. We therefore had to
reconstruct what information was, or may be assumed to have
been, available to the government at a specific point in time.
Considering the available knowledge and the prevailing
eiroumstances, and keeping in mind the lssues discussed above,
we subsequently had to establish what sort of reaction might
reagsonably have been expected from the government.

The first of the five sectlons of the complaint pertains to
the ninistry's purported negligence in failing to [promptly)
gather information im the field concerning the possibility of
ATDS infection wvis blood products, and its fallure to
formulate relevant policy on the basis of this information:
With regard to the gathering of information in the field, it
was established that the NVHB had already initiated research
ints the possibility of HIV infection among haemophiliacs in
parly 1882, The government thérefore decided that it was
ynnecessary-to launch research programmes of its own, The
Mational Ombudsman’s investigation also revealed that the
%%Vﬁramw“ﬁ was both promptly and adequately informed of the
results of the ongoing research programmes, With regard to the
formulation of pelicy, the petitioner argued that, on the
basis of the available information, the government should have
taken action on two vecasions during the 1983-1985 period.
whm fmrmt instance pximarily involwed HIV infection resulting
: ] £ an products that had not been heat~
is case, the National Ombudsman
concludes——and will elaborate on this viewpoint in the second
mwm&imm of the complaint--that the goveroment was actively
wedved in finding selutions to the problems at hand.
L wiew ug the fact that 'the field' had taken Charge

?ww and had advised medical practitioners and

£3
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ggv&rnn@w@ congluded that re was insufficient pretext for
ntervention,

The second instance involved the formulation of policy in
reaction to reports of HIV infection wia Dutch antih phiilic
concentrates that had not been heat~ipnactivated. In this case,
the National Ombudsman concludes that by the end of
1984/beginning of 1985 there was sufficient proof that thw
heating of antmhmemmphiRiw concentrates could be effectively
used to inactivate the AIDS virus. At that time, heat-
inactivation was already being used in the production of
American factor VIII concentrates.. Moreover, in late 1584
there were indications that it was unwise to assume that
plasma from Dutch donors was not infected with the AIDS wvirus.
This information, which was available prior to the
introduction of the AIDS test and ‘heat-inactivation in the
Netherlands, warranted an in-depth discussion as to whether it
was prudent to treat (continue treating) haemophiliacs with
congentrates that had not been heat-inactivated. However,
there are no reports of any discussion of this kind, and
apparently 'the field' did not react to the warning signals.
e therefore conclude that in late 1984/early 1985, the
government should have initiated a broad public discussion of
the risks involved in using Dutch antihaemophilic concentrates
that had net been heat-inactivabted, and, at the same time,
should have considered the possibiliby of temporarily
reverting to heat-inactivated products from abroad. There may
even have been sufficlent pretext for the goverpment to
prohibit the use of all concentrates that had not been heat-
inartivated, thus excluding all risks.

The second section of the complaint involves the fact that the
ministry failed to prohibit the import of non-purified
ﬁmexaan antihasmophilic concentrates in late lﬁazfaaxiy 1983,
he National Ombudsman's dinvestigation revealed that in 1983
Lﬁ had become clear that the risk of AIDS infection was higher
for people using factor VIII concentrate, than for those using
cryoprecipitate. The fact that American donors were paid for
donating blood, coupled with the fact that AIDS was relatively
widespread in the United States, increased the probability
that American non-heat-inactivated factor VIII concentrates
posed a greater threat of infection than non-heat~inactivated
Dutch products.
In February 1983, the government announced that it intended to
prohibit the import of antibawmmpnilma concentrates from.
abroad. This intention is testimony to the alertness of the
government. However, the petitioner and the NVHB immediately
informed the Secretary of State for Health, Welfare and
Cultural Affairs that they wished to discuss the issue first,
The petitioner subsequently submitted a written memorandum
arguing that, and why, an import stop was undesirable at that
time, In this memorandum, the petitioner indicated that the
NVHB had already advised against using imported concentrates.,
i wof the aforesaid, and particularly in light of the
that the NVHB hed already published guldelines indicating

fact
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The third section of the complaint pertains to the ministry's
negligence in failing to promptly compel Dutch producers to
switch to heat-inactivated antihaemophilic concentrates.

In early 1986, 'the field' initiated consultations on the
development ‘of regulations for the preparation of facter VIII
concentrates. This led to the drafting of the NRD by the
Government Control Laboratory in June 1985, In this dorumnent.,
virus inactivation by means of heat treatment was made
compulsory. In addition, the parties involved agreed on %M B
one-year transitional period, ending in June 1987; the NRD was
set to be implemented on.18 June 1987. In light of %he& .
aforesald, and in wview of the fact that thers wag 5&%fa§xmna
proof of the efficacy of heat-inactivation at the @mﬁ of

" 1984/beginning of 1985, one might well ask whether the
government-—in an effort to exclude all riﬁkQW%ﬁi@htﬂmﬂﬁ hﬁ?%
been better advised to give the blood banks the Qgﬁzmmffa; &
much sarlier date, of either hﬁatwinaﬁgiwaﬁing cryoprecipitate
or temporarily discontinuing production of this amnsem%xa%&l
Whatever the case mav be, the ministry may zxght%y be accused
of negligence in the drafting of the NRD and in its
implementation, which came into effect on 1 Janupary 1988
fpllowing a siz-month delay. ,

With regard to the concentrates used in the treatment of
haemophilia B, the investigation revealed that the first heat-
inactivated PPBS was made available by the CLB on 22 July
1985, In view of the fact that the CLB was the sole producer
of this concentrate in the Netherlands, the government rightly
decided that it was unnecessary to impose strict regulations
enforcing the use of heat-inactivation in the production of
sald concentrates,

Q@ e fourth section of the complaint pertains bto the ministry's
negligence in that it waited until early 1988 before
prohibiting the sale of heat~inactivated factor VIII
concentrates produced by the American company, Armour. Even
though the Academic Medical Centre (AMC) had-already reported
in early 1986 that these products had led to HIV infection.

In this instance, the National Ombudsman concludes that the
government, owing to its responsibilities in the field of

5 public health, should have been aware of developments in this

\ fie any events or reports that might have warranted

dirge ntion on its part. In other words, the.. .. .. .

government was duty bound to-.actively gather and interpret al

relevant scientific information. The National Ombudsman's
investigation revealed that the ministry was neither aware of
article on geroconversion published in The Lancet., nor of
an abstract pertaining to this seroconversion. The ministry
may therefore be accused of negligence, because, on the

e o
R
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v£onew developments/reports and/or either failed to
o Ie

e r? bo the changing state of affairvs or adopted an
gosbance

am e thm qmmaﬁmwn mf whaﬁhmr thw gmv&xnmmmn.
regardless of its possible liability for damages in individual
cases of HIV infection, is partly to blame for the 4
consequences of risks run by haemophiliacs during the perio

in question, and the guestion of whether it should have done
flore in this regard than it has until now. The answers to
these %%ﬁuhlﬁmﬁmafﬁ a matter of political debate,

e

B

ranslators' nores:

e

For the following names of crganisations in the text we

have used:

* Hederlandse Vereniging van Hemofille~Behandelaren =
Hetherlands

Agsociation of Haemophilia Specialists

%Wja¢ Controle Laboratorium = Government Control
Laboratory
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