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fssue

i Thix note seeks vour agreoment 10 & proposed strategy for settling Htigation
brought against the National Blood Authority (NBAJ by a group of people infectad
with hepatits 0 (HOV) through blood tronsfsion between 1988 and 1991, The case
s osel for mal m Dolober, and Counsel’s advice is that at least some of the claimants
are Hkely to sucoped.

2, I developing a strategy, § have taken sccount of the fact that

o the devolvad administrations bave sinvtlor Hgation pending, A seithanent
here would therefore put pressure on them to follow suit. We need to agree a
commaon UK approach, and { have already met Susan Deacon 1o discuss
opfions:

s getthng the Hiigation has significant presentational difficuliies given that we
are refusing finmmotal .x:%mnmca o haemophifiacs infocted with HOY through
Blood products prior 1o 198

3 L am copying this note 0 Susan Deacon, Jane Hutt and Bairbre de Brua in case
they have any comments on the proposal.

Thming

4. The case comes to tried m October and costs are mounting daily. An weent

decision 1z therefore needs d;

Key Faces

5. These are as follows:

{i 113 people infected with HOY are seeking damages against the NBA. The
trial of the six lead cases is dus to start on 3 October 2000 and listed to Just 3
months. The Department 18 not a party to the ugation;

(113 the claimants wers nfeeted by blood mansfissed between | March 1955 and

September 1991 when angi-HOV sereening was mtmdm,ud it the LKL

(itiy  the case is being brought under the Conswner Protection Act 1987 (CPA)
which allpws for striet Gability for production of w “defective” produet (the
definifion of a product in the CPA s wide enough fo include blood). The
Court will need to consider whether the blood which fnfected the clalmants
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was defective within the meaning of the Act and whether MBA have a “state
of the art” defence;

(ivy  the hepatitis ff \mi& was formally identified fn May 1988, Only then did ¢
heworng possibie o develop a HOV- -speciiic sereening test, which became

commercially available i Decomber 1989, One of the questions the Cowrt will
need to decide is by what date soreening cught reasonably o have been
introduced by the WBA It {5 almost certain that the Court will ardve wan
cartier date than September 1991

(v} tiu LK was, by some way, the last of the maior developed countries o
wroduce universal sereening for HOV in blood, The US lcensed the new twst
arz:i imfroduced sereening i ’v[‘x} 19040, and most Buropean countries bogan
sereening the same vear. Although there were good reasons for the delay in the
VK - discussions on the cost/benefits of the new test, followed by Wrigds
fegal advice 18 that these are uniikely to stand up to serious sorutiny in courl;

{vi) mivzu on the introduction of the HOV gereening mgt i the UK was given by
e Department’s oxpert Advisory Committee on Virslogieal Safety of Blood
(ALVERY  In Movember 1990, Iollowing an evaluabon of the st by the
Blood servics, ACVER recommended its introduction. However, shortly after
this, a new second goneration screening test become avatlable and g denision
was taken (by ACVER backed by the Department) to halt the mtrodoction of
the first generation tost and to evalugte the new ane;

{vit}  ftrials of the new tesl wok place from May 1997 1 Dve regional blood
trangfusion centres, These centres continued to use the test until it was
ttroduced across all 14 regions in Septenber 1991, This led o g situation
where between a thivd and & half of English blood donations were belng
screened fhr HOV from May 1991 onwards, whilst the regt werg nob

Likely Guizome of the Conrt Case: Advice from Counsel

& The legal arguments prosented by this case have not previously been tested in
Court. Beaving this invund, Covnsel™s advice 15 that there 1s gn pudside chance that
afl the clatmants could succeed if they can convinee the vourt on one of the following
arguments:

{1} Blovd s a defective product: becsuse patients who receive blood do not
gypect it o be contaminated with a virus eapable of causing sevous tiness, is
safety was “not such as porsons generally werg entitled to ex xpect” and was
therefore defective within the meaning of the Act. Although Counsel thinks 1t
unlikely that the Court would adopt such 2 crude & approach, the clamants will
push hard 1o have the issue taken o the Buropean Cowrt of Justice {they filed
to persuade the judge to allow a pre-nal reference to the ECT but will
undoubiedly renew their sttempts i the case goes Lo trial);

(it} surragare festing: this is atest for gonoral liver probloms rather than one
which specifically screens out HOV. The claimants will argue that swrrogate
testing would bave substantially reduced the risk of HCV infection and should
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theretore have been introduced buefore the sereening test became available,
However, the reliahility of this form of testing was ai a1l times controversial, I
wag introduced in some countriss {on Germany) with uneertun results but was
eschewed by the UK and others. Soprogate testing would have led 1o a lage
nuinher of false positives, serously depleting the blood supply, and would not
have maade blood risk frew: the risk would simply have been less. Counsel
therefore doubts that o Court would mile that blood not subject to surrogate
testing fell below the level of safety that persons generally were entitied to
expect.

¥

[ these arguments fail, the Court will need 1o decide wmu i would bave been
ma«wmb ie for the UK o mimm ce sereening. Counsel sees this as serious area of
vilnerability for the reasons outhined W pava 5{vi-{vii} sbove}, It 15 hard to know whid
date the Court might plump for but, in Counsel’s myini{m those cluirmants infected
after May 1991 ave “very hkeby w succeed” and there 15 Yserous volnorebiliny”™ back
to January 1991, Howev er, it 15 possilrie that the Court may take an garlier date, and
Counsel has suggested that the introduction of screcning by the US in May 1990
rrvight possibly be used as a benchmark.

Proposal for an Out of Court Settlement

&, Criven this advice,  have been convinced by the arguments pwt forward by the
MNHS Litigation Authority, and the lawyvers acting for them, that we should allow the
NEA to settle this case out of comet, This is because:

e i the case comes to Court there s very likely 10 be a finding of hability
apainst the WBA, af least for those cledmants infected after May 1991
There would also be a precedent set by the Cowrt as to the meaning of
“defect”™ under the Consumer Protection Act which could mpact on futere
litigation;

o g irial (starting October 2000} would invelve & good deal of negative
publicity: and

» considerables legal costs would be nowrred - spproximately £1m per side
from now uniil the end of the trial,

i My concern, however, has been around the terms of such a setlemers. Twant
e ensure that there 3 a cleay and defendable distinetion between settemant of this
litgation and our continued refusal 1o compensate haomophibacs mfvctod with HOV

through blood products on the basis of non neglizent harm,

yo The main plask of our argument for refoging paymend 0 hasmophdiacs has
been that heat freabment to eliminate HOY from bload products was introduced as
seon as the techuology was avatlable, This is not true for the introduction of the
sereening test oy HOV, anid a financial settlernent can be justified on that basis,
Howsever, we would start to runy into difficnlties i0we include in the seltioment thosg
claimants infected befbre the screening test hecame commercially svatlable,
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1. Eﬁze::r{zfazz propose that we ash NBA o offer to settle on all elaimants infected
afler May 1994, the date the screening tost was licensed and introduced in the US.
This group wo ald receive 100% of their claim. Those infected before that date would
receive no pavment, This would spilt the groun of 113 a5 Pollows

Growup A 68 claimants transfused subsequent to 2 May 1990

Lrroup B 45 olaimants (nelading 3 where the date is mnknown) ~ transfused
pricy to 2 May 1990,

The offer wonld need o be conditional on the 45 clatmants (Group B) haltiay their
action. The proposal would also require the payment of costs.

12, Given the overwhelming arguments in favour of setthing, this way forward
soems 1o me to ofter the lesst hostages o fortune. However, we need to agree 2

allback position should this offer be rejected.
Faltback Position

130 Given that 40% of the claimants would receive nothing, Group B may well
deeide thal they have nothing o loge by continuing with the el 1 ihis happens, §
propese that we exiersd the offer so that it includes the 82 clwmants mfected after §
Januwary 1990 when the HOV screening test become commercially available.
would leave 3] claimants in Group B {as opposed 10 45 in the inttial offery and would
izasen the o %nmu/a of this group continaing their legal action. By tving the offer into
the availability of the screening lest, it wuuié zEm 511l §pr€,as,r«ye the clear distinction
metwern clatmants benefiting from this seitlement and the baemophiliscs infeoted
with HOV through blood products, This is arucial,

Thas

14, Ifthis offer is rejected and the 31 Group B cases signal their intention of
continuing to g, we have a difficult choice betweesn:

Option 11 seitle on the Group B cases a3 well as Group A, end the threat
of legal action but risk exposure to the bagimophilia lobby, We could mitigate
this cxposurs to snme extont by offering Gmm B olebmants 2 lower settloment
than (’mm A dn rpcopmition that their case 3 not gy strong. This could be
worked out on a seale of discount depending on the date of infection, ranging
from {sayy 75% of the Group A payment for those infected i Dezember 1989
down to 3 small ex-gratia sum for those infected before May 1982 (hefore
HOW was even formally identified); or

Option 20 settle with Group A withowt the precondition that Group B
discontinge their acton and be prepared 1o counter the arguments set out al
parg 6 {1} & 1) above when the case comes o trial,

P
L2

Both options have potential downsides:
Option 1. setiling on the Group B clasmants would place us under enormous

political pressure o give a similar settiement to the hasmophifiacs, Were we to
do so, the cost would be considerable. There are currerdly 270 haemophiliacs
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with severe liver disease as a result of hepatitis C infection.  If wo were to
give ther the swme award as proposed in the out of conrt setflement (£275.000
each - see pars 18 below) the immediate cost would be £75m. I we were to

also give woney to the remaining 3,000 haemophiliaes with HOV who don’t
ave severe liver disease, the cost would be constderably 1n excess of $is -
perhaps o further £90m. We might also open the flooduates to demands {or
compensation from other groups inadvertently injured a3 a resall of NHE
ireatment,

Y]
@
=

s
>1

Option 2 also camies a price

#  the adverse publicity of the trial would not have been avoided, although it
should be mitigated by demonstrating that we have settled the Group A
cases. The Haemophilin Soctety would also mevitably leap on to the
handwiagon w owel their casy gired agamn by the mediy;

e the considersble legul costs invelved in 2 trial would not be significantly
rehicad;

= given the uncertainties ground inferpretation of the Consumer Protection
Act, it is possibie that the Judge would conclude that blood wasg defentive
at some date prior to U January 1990 or conclode that the ssue cuzht 1o be
referred 1o the BOT for a determination. & decision in faveur of the
claimants would have bmphications for future policy on the screening of
Blood, putiing NBA at risk of product Habilily if avatiable blood screening
tests are not introduced, regardless of the costbenefit arguments or their
impact on restricting the supply of Bleod 1o the WHE.

HS Inwy view, Option 1 13 the least attractive because of the exposure to the
haemophilia lobly, Given the likelthood of success in defending the Group B cases, |
thirk we shoudd bo prepared 1o be robust and go for Gption 2. 1 suggest, however, that
i the proposed settferment and fallback offer are rojeciad, we seek & further opinion
from Counsel on the likely outcome of a trail before making a final decision {we will
by then have access (o the evidence the clumants will be using Lo support their casel,

Cost of the Settlement

7. The overwhelnung majorty of claimants have no symptoms, However, around
10% are likely to develop serious liver disease over the noxt 10-20 vears and these
cannot be identified in advance. The settlement will thevefore need 1o be in two parts
-~ an iitial peyient with a mechanism o sward further payments © those who go on
o develop serious iiness,

i8, Pnder the current praposal, each clabmant 1 Group A would vevelve £33,000,
with a further £275 000 for those who develop cirrhosts/liver cancer (these are current
best estimates ol the level of danwges Bkely to be awarded by the courts). This gives
approximate settlement costs of!
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it

I £3m mitially (3 of the Group A cases would recover damages on the
ba

ertous lver disease ot this stage) with a Dother £1. 1m needed over the next

B Q

VW2 venrs

£3.5m utially with a further £1 4w noeded over the next 10-20

190 The costs of the settioment would be met Hwough the NWHSLAs Existing
Liabilities Scheme under which NBA pay and claim back their entitlement from the
NHSELA, The NHSLA ave able to accommodate a settlement of this order within this
vear's cash ot for ELS pavmonts,

Conclusion

o Are vou content with my proposal that:

a settlement is offered on the following basis:

gt

{

Inirial offer: compensation paid to clanmants infected afler 2 May 1890
based on 100% of their olatm on condition that the remaining (45)
claimants discontinue.

Fallbnek: compensation paid to claimants infected affer | January (990
based on 100% of their clatm oo condition that the remsimng (31
clatmants discontinue.

{1y ifthese offors are rggectad, the precomiition that the 31 clamumis
discontinue i removed, and we allow the case to proceed to trial (subject
1o an assessment by Counsel of the likelibood of these oases being
successiully delended),

Wi

Philyp Hunt
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Stephen Waring PR/SofS
Drarron Murply Sp Ad
Sunon Stevens SpAd

Kirsiy Jarvie PS/CE

Ron Kerr Ups

Shesla Adam HSD

Pat Troop PH-BCMO

Dravid Hewlett HSD

Mike MoGovern HST2
Maleolm Baguley FPA-FARZ
Anita Farnes BOL Lit

Yick: King PHE

Hugh Nicholas PHS

Jane YVerity HRDQ

Crwoen Skinper HSD2
Christine Diora, Scothish Bxeo
Sue Paterson, National Assembly of Wales
Tim Wyatt, Morthom freland
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