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BSE INOQUIRY: LITIGATION/COMPENSATION

1. The Secretary of State asked for briefing on litigation and <f>m§=¢maium i advance
of his meeting with officials av 11.15 am tomorrow. T am attaching briefing on:

e Fhunan Growth Flovmone and CJD huigaton
e A genera note on “no-fault” compensation: and

o Hepaius Cand HIV 0 haemophiliacs.

p

1 am expecting the following officials to be present at the meeting tomorrow: Pat
Troop; Anita James and Greer Kerrigan from Sol; Mar gaver f,uk nan trom MCA;
Alan Flarvey from PEHBA; and Brian Bradley and me from the Liaison Uni.

GRO-C

PETER MARTIN
BSE Inquiry Liuson Unie
»441: pRH
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Background to Human Growth Hormone (hGH) and CJD Litigation

Pituitary derived hGH was used between 1859 and 18985 in treating children who
suffered from growth honmone deficiency. The treatment allowed them to attain
their full height potential. The hormene was obtained from pituitary glands taken
from corpses at post mortem, Over the vears the treatment gained an international
reputation for success and was usad worldwide.

In this country the process was originally performed within hospital and research
imboratories. The manufacturing process was Jater ransferred to the Centre for
Applied Microbiological Research at Porton Down because of apparent defects in
local practioe - 1.e. the hospital and research laboratonies lacked the space and
facilities to undertake the scale of production necessary o satisfy dernand within
the standards associated with good manufacturing practice.

Treatment with hGH ceased in May 1985 following the death of a hGH patient in
America from CJD - a rare and incurable form of spongiform encephalopathy with
a protracted incubation period and a transmissible agent that is highly resistant 10
stevilisation. A genetically engineersd substitute has been in use since 1885,

Court Action

in November 1883 a Summons was received from solicitors seeking damages
from the MRC and the Secretary of State on behalf of the dependants of one of
the first hGH patients to die in the UK from CJD in 1980,

The action was heard in the High Court and judgemert was given on 18 July 1986,
The findings were that negligence was not found against the MRC at any time; and
that the Department of Health had failed in its duty of care in the administration of
the hGH programme. Following an appeal by the plaintiffs Mr Justice Morland
reviewad his earlier decision and determined the following criteda of awarding
damages when a hGH patient dies of CJD,

» they must have received hGH prepared according to the Wilhelmi or Hartree
Withelmi profocol

o atleast 50% of their treatrment with the Withelmi or Hartree Wilhelmi must have
ocourred after 1 July 1877, and they must have died of classic CJD.

The Depariment has paid compensation to those who were successful iy the court
action. Additionally compensation in damages, on the same terms as that decided
by the court, will be paid to any hGH patient who contracts CJD in the future and
meets the criteria set by the court, As CJD cannot be positively identified untit after
death, we will consider the payment of an intenim award of damages to any patient
who, in the opinion of clinicians expert in this area, appears beyond reasonable
doubt to have classical CJD {Le. not the variant of CJD associated with BSE).
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Procedure for claiming compensation

This will commence when a persort who has been treated with nGH starts
develop the symploms associated with CJD. Their representative, usually next of
kin, will contact a solicitor to take the case forward (normally rwin Mitchell the lead
solicitors in the court case). The solictor will then lodge a claim with our legal
branch seeking to establish that the claimant satisfies the criteria for compensation
st by the court. We will then seek to confirm with the medical team {:a*mg for the
patient, as far as can be confirmed before death, does have CJD. if the CJD
diagnosis is confirmed, and the claimant satisfies the criteda sel by the Coul,
compensation will be paid. if requested we will make an interim payment,

The amount of compensation is determined by negotiation between the two legal
teams, in line with the tariffs set for compensation in similar cases. Compensation
is based upon inss of amenity, pain and suffering, loss of futus‘e sarmnings, cost of
care sle. In each case the lavel of compensation i based upon individual
ciroumetances 1.e. age, dependants, possible future earaings el

Examples of Compensation

Example 1 - & consultant orthopaedic surgeon in his early/mid forties with a wile
and two dependent young children. Compensation was based upon the cost of
care whilst he was i, the loss of expected future income, together with that of his
wife who will now be the sole patent, slements for loss of amenily, pain and
suffering and other miscellaneous tems. In this case the final setlement came ©
£1.4m.

Example 2 — an unmarried women in fer mid/late thidies with no d@p@nmms ard
in a low paid job. Fomp&rsaiim Was ba sad upon cost of care while H loss of
future Income, eements for loss of amenity, pain and suffering amj other
miscellaneous items. In this case the final settlement came to £30,000.

Both these cazes are the exfreme, bul demonstrale the possible varances n
those who may claim compensation. The average claim for compensation in the
RGHCJD Hgation {excluding psychiatric harm) is about £100,000.

Psychiatric Harm

A further legal action was brought by those nGH palients who are claiming
nsychiatric harm as a result of knowledge that they are at risk of contracting CJD.
The judge heard representations on this at a hearing between 25 and 27
NMovember 1887 and, gave his finding on 18 December 1987 in summary, the
Department was found negligent and those who satisty oriteria set by the court
weare entitied fo compensation.
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BRIEFING NOTE ON *NO FAULT COMPENSATION

i At present, compensation is, in general, paid only where legal lability can be
established. The underlving principles are clear-cut and established under the common
law, They apply 1o personal injury cases in general - not only those anising from health
ware.

2 frs the NHS, compensation is pavable where it can be shown that:

“ aduty of pare is owed by the NHS body, and

# there has been negligence (act or omission); and
4 there has been ham and

v the harm was eansed by the neglipence.

3. The Royal Commission on Civil Liability and Personal Injury (1978), under
Lord Pearson, carse down againgt compensation or non-peghigent havm in clinical
accidents. However, as Ministers are aware from recent approaches, there are periods
calls for a no-fanlt compensation scheme to be adopted, often In respect of speeific
aroups, including research sulbjects. Such calls are generally based on recognising the
harm that has actually arisen (and/or, as some groups claim, might become appagent) as
a result of NHS treatment, vather than s cause. There is also. of course, understandable
svmpathy for people who have suffered serous damage at the hands of a service in
which they had placed their frust.

4. The principal counter-argurents to a no fault scheme are:

i that wictims of medical accidents would be compensated differenty from
those harmed o other ways;

it that it would (presumably) not assist people with congenital disabilities or
who had been disabled though the natural progression of an illness or disease;

i, that it could be just as difficult {0 establish that medical treatment had caused
injury as o prove thal someone had been negligent  The wmount af
compensation would still have 1o be established. Lepad sction (and legal fees)
would not necessartly be avoided and the process could still be leogthy!

Ix

i

b, that a substantial increase in costs falling on the NHR is likely therchy
reducing the money available for dircet patient care. There might also be cost
implications for other pars of the public sector and so Treasury oppesition could
be anticipated:

v, that the cost burden of meeting injury claims would be shified relatively from
those who were neghigent to the community as a whole and, by extension. t©

»

injured people thermselves

sh elinival
by pattents that what happened o them

vi. {as sume argue) that the resulting "ne faul” culture could diguni
aceountability and the reassusance sought
will not subsequently happen o somel
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{osis

S No reliable estimates are available, Anintensive study would be necessary
establish these. However, independent estimates suggest that 2 no {ault” scheme would
cost the NHS £360m a vear,

Health Seleet Commitice Inguiry Report: Procedures related to adverse clinieal
incidents and outeomes in medival care

6, The Commitee recommended that the "Department of Health reviews the issues
and publishes a consultation document on the possible introduction of no fault
compensation in the NS

o In is response the Government stated that it s "reviewing a vange of issues relating
0 the pavment of compensation in the NHS, There ts no question that those who are
damaged a3 a result of negligence should be able to obtain appropriate and adequate
compensation. The key issue Is to {ind the best way to provide #. The introduction
of a no fault compensation scheme would have far reaching policy and linancial
implications which would aced to be explored very carefudly. The Government
witl take acoount of the Committee’s views in considering these issues™

¥y vratin pavments and specific compensation schemes
ais A

7. Exceptionally NHS bodies may, within delegated limits, make ex gratia
paytments on the merits of individual eases. Where clinical negligence is involved and a
setfement has been negotiated {ollowing legal advice, the upper lmitis Lim Do other
cases, ncluding those involving non-negligent haom, £30K s the maximam. According
to the nature and severity of injury, a range of social seeurity benefits, as well as healt h
and social services may also be provided.

&. Bxceptions to the "no fault compensation” rale is a scheme for paying people
suffering vaccine damage which was established on public health grounds (Vaecine
Damage Pavments Act 19793 and is administered by the Social Sceuntty Benelils
Ageriy,

9. The other scheme is for haemophiliacs and others ndected with HIV through
blond trensfusions which was introduced because of the very special clreurnstanees - and
climate of ithe time - and was ot intended by the provious Govermment to be a
precedent.

L A separate note has been provided by HSD3 describing the human growih
hormone (WD and CID Litigation and associated compensation “schame’, The
Drepartment &Lamui a High Court ruling that it had failed i its duty of cane <had
been negli & nt - in the administration of the hGH programme amd bas pad
compensation to those who were successful in the court action. Additionally,
compensation in damages, on the same terms as that provided by the court, will be
patd to any BGH patient whe contracts CID tn the future and meets the eoteria set by
the court,
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HEPATITIS C LITIGATION: BRIEF
Background

The litigation

The Hepatitis € Htigation against the National Blood Authority is being brought w-day {10
Octobery on behalf of 111 claimants, who were infected with Hepatitis C through blood
reansfusions between March 1988 and September 1991, The case is being heard at the
Royal Courts of Justice. The case is expected to run until atter Chistmas and is being
brought under the Consumer Protection Act 1987, The legal arguments all revolve around
the testing of blood for Hepatiis . The Department of Health is pot a party 1o the
litigation.  However the Department is roundly criticised in the claimants opening
subimissions for slow tmplementation of HCV screening of the blood supply.

Hepatitis

Hepatitis is inflammation of the liver. There are many different causes of hepatitis
including alcohol, drugs, chemicals and infections especially viruses. Hepatitis due 1o
infection is a major public health problem world-wide.  The most common viruses that
canse hepatitis are hepatitis A virus (HAV), hepatitis B virus (HBV), and hepatitis C virus
(HCVY, Both HBV and HOV can he rransmitted by blood. HAV is usually transinitted by
paor hygiene and only rarely through bleod. There are around 300,000 people in the UK
with HOV. An estimated 3,000 people are thought to have been infected through blood
transfusions before a reliable sereening test for HCV was introduced in September
1991, The prevalence of hepatitis C in blood donors is now about 17250000, Tt is now
very rare to have HCV infection following blood transfusion but it does oceur when the
blood donor is in a very early stage of the infection at which time testy can be all negative.

o

Hepatitis C and HIV in Hacmophiliacs:

in England, around 4,000 haemophiliacs were infected with HOV before blood products
began to be hear treated to inactivate viruses in 1985, Abour 1200 of these were also
infected with HIV before a test became available vo screen the blood from which the bload
products they needed were made. People receiving blood and blood products were
recognised at risk of hepatitis C and in the 1970s and 80s research was actively looking at
ways of reducing this. For blood iwself the focus was on screening it for infectious agents
and excluding infected blood from the supply.,  For blood products there was the
additional possibility of treating the blood plasma from which they were made with hear
and chemicals to inactivate the infection. In the early 1980s transmission of FIV chrough
blood and blood products was also recoguised. FIV screening of the blood began 1n 1984
and effectively eliminated the infection from the blood supply and from blood products
made after this time. The technology for inactivating viruses in the blood plasma from
which blood products are made only became widely available from 1985,

At the ume of the wmrroduction of virally

haemanhiliacs were already HOV positive. Since then tramsmission of ercher Mepattis ©
e TR HeE ; ! t

or HIV has been mintmal usually due 1o some failure in good manutacturing practice.

What blood tests are now carried out on blood
All blood for rransfusion ts tested for Hepatiis B, Hepatits C, IV and Syphdis. Every
donation of blood has been tested for Hepatitis C since | September 1991, Since the mid
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h as clotting factors for

s B & Cand HIV.

19835 the plasma wsed to manufacture blood products (sue
haemophiliacs) has been treared ta remove viruses such as Hepatit

HOV and compensation for Haemophiliacs
We have resisted compensation or special payments for haemophiliacy infected by he
C through blood products on grounds that the NHS was not av faulv and that stare

WLITES
f the

art treavment was used av all times in their crearment. The fact s thay the vechnology 1o
make bload products free from hepatitis C, in sufficient quantities to trear all

haemophiliacs 1 the UK, was simply not possible prior to 1985, Onee 11 was, the NHS
introduced iv. Government policy remains that compensation or other financial help to
patients is only paid when the NHS or individuals working in w are at fault. The
Fhemophilia Society bave a continuing active campaign underway seeking compensation.
There have been several representations to the Prime Minister and senior Ministers about
the issue and Lord Morris is President of the Haemaphilia Sociery. In addition there have
been numerous P(s and debates over the past three years with support for the case for
compensation from MPs of all parties. We support the Haemaphilia Society with
considerable $64 grants to support people with HCV and NICE have recently approved
combdnatian ang HOY treatments,

Haemophiliacs infected with HIV through blood products in the 1980s?

1200 haemophifiacs were found 1o have developed HIV through the blood products
trearment they received in the late 1970 and early 1980s. HIV fitigation was underway in
1988 but a settlement was reached in 1988 and a system of special payments introduced and
exrended in 1992, The finuncial arrangements and ongoing support for the remaining 450
haemophiliacs infected with HIV continues to be administered by the MacFartane Trust
ser up by Government at the time.

In general, compensation is only given for those who suffer negligent damage from NHS
treatment,  The pavments to haemophiliacs with HIV were made in exceptional
cireumstances - life expectancy at the time for haemophiliacs with FIIV was dramatically
reduced and there was no treatment. In addition, there was huge stigma attached 1o those
infected no matter how the infection was acquired.
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