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BACKGROUND

Almost all haemophilia paticnts treated with blood products in the 19705 and early
1980’ were infected with hepatitis C, and or IV, Lord {Davidy Owen, a Health
Minister in the 1970s, has publicly suggested that this might have been avoided bad
the UK achieved self sufficiency n Mood products,

Lord Owen has said that when he was Minister for Health he allocated special
finmnce of up to £500,000, about hatl of which would be recurring, in order to
ingrease the existing production of Factor VI {the treatment for haemophilia
patiends). He clalms that this policy was snnounced i Parlimment bat was oot
fulfilled by the Department of Health, The consequences was that plasma was
imported from other counties such as USA. However the serious risks of Hepatitis
€, only become apparent after full characterisation of the virus in 1989 and this is
not a problem unigue to the UK.

In 2002, Yvette Cooper the then Health Mindsier asked officials o underiake an
internal review of the surviving documents, roughly between Jo produce
a chronology of events and an analvsis of the key issues. The actusl analvsis was
extended o the year that a test to sereen blood donations for hepatitts € was
introduced in the UK. Without this it was considered ditficull to angwer any
detatled acousations levelled against the Department by Lord Owen and others.

CONCLUSIONS

The review of papers concludes that about 3000 patients with hacmophilia treated
with Blood products supphied by the NHS inthe 19707s and early 19807s were
infected with either Hepatitis £ and or HIV, Available evidence suggesis that during
the 197075 and 1980’s the Government pursued the goal of selfsufficiency in factor
VI, in line with the World Health Organisation and Counctl of BEurepe
regommendations.

In 1975, the Government allocated £0.5m, about half of which was recurring, o the
MHS fn order 1o increase plasma production. At the time this was thought adegquate to
achieve self-sufficiency n factor VI by 1977, However, the demand for factor VI
in the UK increased dramatically in the lute 1970°s, This was becange of 1) longer life
expectancy in patients with hasmophilia 11} the increased provision of home therapy
arud 18y the wend towards the use of Bactor VIH for the prevention, as well as the
management of bleeding episodes. Therefore despite the increase in both the plasma
collected by the Regional Transfusion Centres (RTUs) and the amount of factor VI
produced by the NHS, it was still necessary to import factor concentrates.

The review considered the emerging and developing uwwlerstanding of the seriousness
of Nop=4 Non-B Hepatitis (NANBH; Tater known as Hepatitis Oy, I concludes that
the prevailing medical opision in the late 19707s and early 198(s was that NANBH
was perevived as a mild, and oflen asympromatic diseass, and the advantages of
treatment with tactors VIH concentrates were pereetved to far outweigh 113 potential
risks. This view was supported by patients, thelr clinjoiansg, and the Haemophilia
Society,

P
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From the early 1980y, Bio Prodocets Laboratory {BPLY a plasma fractionation plant
attempted to devise an effective viral inactivation procedure. Progress was hindered
by the heat sensitivity of fsetor VIIT and lack of an appropriate animal model to
investigate the efficacy of heat-treated products. However, hy the time it became
apparent that NANBI was maore serious than initially thought, by the mid w late
19807 all domestic and imported concentrates were already routinely heat-treated and
theretore conferred Hitle risk of mfection with NANBH or HIV

HAEMOPHILIA CAMPAIGN

There are several haemophilia PIESAULE BrOUpS who have campaigned for
compensation and a pablic nquiry into why haemophilia patients veceived infected
blood produsts. ihf;x’ argue that the Government and some clinicians knew about the
risks, vet allowed infected products to be used in their treatment, Publication of this
report is unlikely w satisfy these groups, They will continue to make demands for a
public inguiry.

KEY POINTS

ot b there weéro no
AEEES,

»  As there was no fest 1o Wdentify the presence of cither the HIV amd hepatitis C
viruses, e;:zt‘:mzm could not be sure that any particular heat treatment had

actually worked until they reviewed the effects of the resultant products on
patients.

anent jolnt damase withoy

Tents wonkd hove disd or sulfered pe
ment with blood products, and thore was pressure on clinicians from
atients, patient groups. and parents of children with haemophilia to provide
treatment with concentrate factors, Thix was because it could revolutionise the
fives of many haemophiliaes by providing much more effective treatment and

by enabling many of them 1o teat themselves (thus avanding the need to attend
hospitaly,

sepwus that infection with the hepatitis € viras
epshof 1880 — many experls believed ) was
ndition,

a mtiu 11 *gxmszrm.w ©

The combinativn of these factors meant that initally clinicians preseribed blood
products without all the knowledge that WO il have enabled them 1o make a properly
informed judgment about the balaace of sk fter the risks becamng

volvied, Evenaf
better understood there were many cases where it was considered that the benefits far
outweighed the risks,

The analysis of the review of papers confirms that:

s We do not helieve that anvone acted wrongly in the Hebt of the facts that were
available to thew at the time. The RTCs and BPL did their best 1o ensure that

1o
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blood products were as safe as possible. Clinictans acted in the best interest of
their patients.

s The more serious conseguences of hepatitis O, which may take 20-30 years
to develop, only became apparent after full characterisation of the virus in
1989 and the development of reliable tests for #s recognition {in 1991},

s Viral inpctivation processes, heat treatment and screening tosts were
developed and introduced g5 seon as practicable (and in line with
developments in other countries} whilst continuing to mainiain essential
supplies of blood and blood producis,

e There was no alfernative treatment which could have been offered 1o
haemophiliscs at that time.

»  Self sufficiency in blood products would pot have prevented hasmoplulises
from being infected with hepatitis C. Blood produets are made with pooled
plasma. Even if the UK had been self sufficient, the prevalence of hepatitis O
in the donor population would have been enough to spread the virus
throughout the poal. Thatis why the infection of hagmophiliacs with
hepatitis C is 2 world wide problem

s Risk management and the precavtionary principle are key issues for the Health
Servige today, We are commitied to better communication between clinfvians
and patients — capecially on risk.

DESTRUCTION OF PAPERS

The review dees not address comunents by Lord Owen about the destruction of
papers from his Private Office. There will be accusations that the review is
incomplete because of the destruction of past papers. However, the report does
state that the review is based on surviving documents from 1973,

Druring the HIV Hrgation in the 1990 many papers from that period were recalled.
We understand that papers were not adequately grehived and were unfortunately
destroyed after the Htigations.  ln addition, we have established that many other
important docursents, mostly papers and minutes of the Advisory Commitiee on
Virclogical Safety of Blood were destroyved in the 19907« This should nos have
happened. During the discovery exercise for the Hepatitis C ltigation in 2000 jt
emerged that meny files were missing. An internal investigation was undertaken, by
colleagues in Internal Audit, 1o establish why files were destroved.

This concludes that, *The decision to mark the {iles o destroction was taken at a
time of major erganisational change in the Department, fe: the implementation of the
Functions and Manpower Review (FMR), which resalted in two experienced
members of staff leaving the relevant section. We beliove that the upheavals of the
FMR process probably vesulted in either

- a delegation of responsibilities without proper mstraction, or
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- an asswnption of responsibility without proper authorizaiion”™
DELAY IN CONCLUDING THE REVIEW

Dwe o a mumber of pressures, there has been a lopg delay in finglising the review
report conmmissioned in 2002, A draft report was submitted o the Blood Policy
Team n January 2N3 following 4 three month assignment by & DI Official
However there were a number of outstanding issues which had 1o be resolved before
the report could be finalised and submitted 10 Ministers.

There were g mumber of ansubstantiated stadements in the report which had to be
checked for acouracy, a lengthy Tist of references 1o the report had to be drawn up
and an executive sammary o be included. In 2004, officials commissioned
independent consuliants to analyse the papers and finalise the report. We have also
consuiied with eolleagues in the devolved admindstrations, BPL., National Blood
Service and some clinicians for factwal acouracy.

REFERENCES

The repori coniains a suhsiantisl number of references 1o published scientific pupers
bt also 1o fnternal documentds, We ser no reason why the fatter cannot be released on
request but for reasons of sheer volume, we have resisted supplying a complete set of
documents with publication of the report.

Ly
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HAEMOPHILIA

People with hacmophilia are mostly male, with women belng carriers. Some female
carriers also present mild svmptoms of the disease and require treatment especially for
surgery aad at childbirth, Some rarer forms of hasmophilia affect both sexes equally,

The number of people with hacmophilis is likely 1o be increasing slightly, With the
development of blood products o freat the disorder in the 1960/ s, people with
haemophilia increasingly had fannhes, While genetic counselling and termination is a
possibility, this is often difficult in a family with a history of haemophilia especially
where there are good treatmints and the farstly want male children,

In about one third of ¢ there 18 no famdly history of haemophilia, and the condition
hag arisen as avesull of spontaneous genetic mutation,

Approximately 7,000 people have haemophilia and related bleeding disordery in the
UKL It is estimated that around 1,240 people with haemophilia were indboted with
HIV, many were co-infected with Hepatitis €. Avound 3,000 haemephilia patients
were infected with Hepatits €
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Review of Internal Trawl of Papers on Self Sufficiency in Blood Products

Aims of the Review

{1y Review documents held by the Departroent and for the period 1973 10 1991,
identity kev documents and produce a chronology of events.  Interviews with
officials, clintcians and others active 1o this aren af the time may be necessary o
build up a full picture.

(i1} Produce an analvsis of the key issues, inchuding:

- the development of policy on UK self sufliciency in blood products. the factors
thut influenced it and the reasons why it was never achieved;

- the ability of NHS blood products fractionators t produce the volumes of
product reguired;

- the evolving understaading of the viral risks associated with pouvled blood
products. both domestically produced and fmported,  and how this influenced

policy:

- the developing technologies to enable viral inactivation of blood products and
the timing of their infroduction in the UKL

{iity Summmarise these findings in a report for Minisiers.

.}
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Bull Points

*

The money angounced by David Owen - up 1 £300,000 abowt hadf of which
wonld be recurring - was allocated to Regional Transfusion Centres to
increass plasma supplies to Bio Products Laboratory.

The evidence clearly shows that considerable efforts were made 1o achiove

oy

“he fact that this was not
in demand for clotting factors

selftsufficiency in clotting factors in the 1970z
achioved appears t be linked with the increase
at the time.

Self sufficiency coptinued to be the atm of Ministers throughout the 19805 and
substanttal invesimen? was put into a new plant for BPL.

The production target for factor VI was achieved within the 2 vear timescale
envisaged by David Owen. However, 1t was not enough to aclpeve self
sulficiency, demand for clotiing fuctors tnereased dramatically during the
1970s partly because treatment practices ware developing (such as
prophviactic treatment of children with Jarge guantities of clotling agent);

The money was Unked o atarget of 275,000 bood dorations o he used
armnuatly tor the preparation of Factor VI concentrate and 100,008 for
cyroprecipitate.

Pronor sereening for hepatitis O was introduced in the UK in 199] and the
developrment of this test marked a major advance 1n microblological
technology, which could not have been implemented before tlus fime.
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Elephant Traps

s Selfauficiency tuned oul 1 be a contially moving weget which was not
achieved.

¢ Additional funding was not made availuble to match the growing increase in
the use of clotting fhctars.

»  Some patients may not have been informed about the risks,
= {linicians lefl o thelr own deviees.

¢ The review cannot be complete, when DH has owned up to the fact that papers
from the 197003 and 19807s have been destroyud.

ks
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J&A
SELF SUFFICIENCY IM BLOOD PRODUCTS

Lord Owen has said publicly that when he was Miaister for Health be allocated
“millions of pounds” to make the UK self sufficient in clotting factors within 18
months. This commitment was announced in Parliament but was not fulfilled by
the Department of Health,

The review indicates that the resources (E500k, inftially halt of which would be
recurringd promised by Lord Owen when he was Mindser of Health were allocated 1o
the then Regional Transtusion Centres to increase production of plasma for the Big
Products Laboratory,  The money was lnked 1o a target of 275,

0 be used anmually for the preparation of Factor VIIT concentrate and 100,000
donations for cyvroprocipitate. This target was achieved within the 2-vear timescale
gnvisaged by Lord Owen. However, given the rapid growih in demand for these
products at the tine, this was not enough to achieve selfosufficiency.

$]

Why did we not become self sufficient?

The evidence shows that considerable efforts were made to achieve NHS gelfs
sufficiency in clotting factors i the 19701, The fhet that self sufficiency was not
achicved appears o have been Hnked to the fnorcase in demend for clotiing factors at
the tine, not to any fatbure W fmploment Mindsterial initiatives,

For how fong did the Department pursue the aim of sclf sulficieney?

The review of papers indicates that self-sufficiency continued 1o be the aim of
Miristers for a number of vears, and NHS production of concentrads continued to
inorease, however the rising demend Tor clotting factors mesnt that commurciad
products continued to be imported.

How much funding was made available?

of 275,030 blood donations 1o be used annually for the preparation of Factor VI
concentrate and 100,000 donations Tor crvoprecipiate,

More funding sheuld have been muade available

The report indicates that sell sufficiency continued 1o he the aim of Mindsters
throughout the 19805 and substantial fnvestment was put info 2 new plant for BPL
which opened in the mid 1980s, NHS production of clotting factors comtinued 1o rise.
Howgver, 50 did the demand for the product. Self sufficiency turned out @ be a
cortinuatly moving target which was never achivved.

10
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Were Ministers advised that funding was Insafficient?

There 18 no evidence to suggest that funding was insufficient, We know that the
production target for factor VI estimated in 1973 and set for June 1977 was attained.
The facts arce that although NHS pra:ac“hmian of clotting {actors continued to rise, $0
did the demand for the produet. Self sufficiency turned ow to be a continually
moving target which was never achisved.

Ministers approved substantial investment to redevelop BPL. £1.3m was assigned 1o
the short term development at BPL and £2 1m 1o the building of a new fractionation
facility,

Self Sufficiency would have prevented the infection of patients

Self sufficiency in blood preducts would not bave preveated haemophiliacs from
being infeeted with hepatitts O, Blood products are made with pooled plasma from
many thoeusands of donations (U000 to 60,000 waits), Bven i the UK had been self
sufficient, the prevalence of hepatitis € in the donor popudation would have been
enpugh 1o spread the virus U’mmg?msﬂ the poel. That is why the infection of
hasmophilizes with hepatitis O 1s & world wide problem

Why doesn’t the report address the issuc of imported plasma?

The review was et up to examine the issues around self-sufficisncy in blood
products. 1 was not tasked w explore the issues relating to the mz;)sm of plasma.

What about plasma sourced from “Skid Row™ denors?

There has been concern that plasma was sourced lmm a0 called “skid row™ domors in

the US and that these products may carvy 3 higher visk of transmitting zlmpﬂdiiiiz&
However, bleod products contain plasms pooled imm many thousands of donors, and
only one donation needs 1o carry the virus to infect the whele batch. Regardless of
the source, or of the manufacturer of the plasma wed, all pm(ziuci« were potentially
contaminared with the Hepatitis C Virus, as a result of the need for pooling and the
prevalonce of the virus i bood donor populations around the world.

Most products transmitied the Hepatitis C Vires whether they were sourced from
commercigl or volunteer origin,

What about plasma sourced from prisons in Arkansas?

We have been advised by BPL, that to the best of their knowledpe BPL have never
taken plasma Srom US prisoners, BPL has ondy ever collected ot plasm@ T8 Tres
against JONOT Speviioations that exclude {m»ﬂg’:ic 1 American prisons. Alse, since the
plasma is collected in fined site centres it is difficult 1o see how those in prisen could
donate, The US Food aed Dirugs Admiadstration recommendations are that those who
have been tncarcerated for more than 72 hours 1o the 35t 12 months should not donate
untii 12 months after the last day of Incarceration. BPL have checked and can
comdirm that all their previous suppliers operate this criteria. In addition to this
criteria all plasma centres require evidence of a permanent fixed address prior o
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donation and this capnot be a hostel, I BPL find out thay the above ¢riteria kave nol
been adhered to, say a prisoner lies about the 72hr incarceration rule, then they
withdraw the plasma,

At the tme (from the 19705 - 1980z}, we were not self sufficient in blood products
and clinicians were able fo chuose between the BPL product or purchase imparted
products according 1o their clinical preference. Concern has been expressed that
comnercial products may have been sourced from prisoners in the USAL 1 s our
understanding that some Haemophilia Directors would request details of donor
fucilities from which plasma was sourced. However, we do not know how conmmon
this practice was.

Repeat point above about the transmission of the Hepatitis C Virus.

Why did Ministers commission this review?

Lord Dwen bas said that there was a failure o implement o commitment he made in
the 19705 to make the UK self-sufficient in clotting factors {or haemophiliacs, when
he was Health Minister. Crities claim that the fatlure to implement this policy
resulied in patients being infected with plasma :mpwmd from the US i the 19707s
SMindsters agreed (n 2002 10 o review of the surviving papers between, roughly,
7311991 w establish the facts and put wogether a chronology of events,

Who pndertook the review?

A D3 official was recruited for theee months (October 2002-Deceber 2002Y
underiake the review. The task was completed by independent consuliants.

Why has it taken so long to conduet the review?

W repret that it hag ¢ akux a long o o finakise the report, however there have been
a mamnber of other press ;g issues which officials have had 1o give priority .
Ministers are pleased that the report has been completed and have agreed to publish v

How can the veport have any credibility, when vou have admitted that papers
have been destroyed?

We have always stated that the review i3 based on surviving papers. The report was
camaissioned 1o establish the facts around the achicvement of selt sufficiency in
blood products, based on avatlable papers,

You deliberately destroved documents,

We regret that papers have heen destroved in error. There bas been no deliberate
aftempt fo desiroy past papers.

Oificials have established that, during the HIV Htigation in the early 1990 many
papers from that period were recalled. We understand that papers were not
adequately archived and were unfortunately destroved following the Htigation.

WITN5427007_0012



Officials have also established that a number of files on the Advisory Conumittes on
the Viralogical Safety of Blood (ACVSE) between May 1989 ~ February 1992 were
unfortunately destroyed in error. These papers were destroved between July 1994 and
March 1998,

Release of papers in Scotland

We are aware that before Christmas the Scoutish Executive released many documents
concerning haemophilia patients infected with Hepatitis C through contaminated
blood and blood products 1nn the 19703 and 19805, The decision by the Scortish
Executive o release information 13 supported by the Department,

Why won't vou refease decuments in response o requests made nnder the FOI
Act?

Since the Freedom of Infonmation Act came into force we have had several reguests
under the Act, We have beerr unable 1o weet most regquests for s number of reasoms,
In most cases DH are not the holders of the documents requested; and some of the
requests would exceed the £600 hmir applied to cases.

We hove heen able 1o provide papers relating 10 a research project and s copy of a
Medivines Control Ageocy lnspection Report on Blood Products Laboratoay,

What doesn’t the report address the issue of Lord Owen’s papers that were
shredded?

The review was never intended to consider why papers From Lord Owetd's privaie
office were destroyed. Papers kept by Ministerial Private Offices are not kept after »
change of Government,

H pressed: They are either shredded or handed back to the relevant poliey section,

Where can | ean copies of the report?

The report 1s available on the DI websiwe al woww dlugov.uk
Will vou make the veferences public?

Published references are already in the public domain, We will make available any
requests for internal docwments on request,

Note for internad usg: there are vwp references which we are trving 1o track down,
These were missing from the folder of reforences put wigether by the consuliants,

WITN5427007_0013



PUBLIC INQUIRY
Why won’t the Government agree to a public ingquiry?

We have considered the call For a public inqudry very carefidly, However, as
previously stated, the Government does not gecent that any wrengful practices were

employed and does not consider that a public inquiry is justified. Droner sereening for

hepatitis O was introdoced inthe UK in 1991 and the development of this test marked
a maior advance i microbiological techmology, which could not have been
implemented before this time.

14
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TRANSMISSION OF HEPATITIS CINFECTION VIA BLOOD PRODUCTS

The Department of Health knew in the late 1970s that Factor VI {clotting
factor) varvied a bigh risk of contamination. Why was nothing done about i#t?

The technology for eliminating hepatitis C from blood products whilst maintaining
their effectiveness was not developed uaiil e mid 1980s. The risk from hepatitis
was widely known but it was stmply not possible until the mid 1980s o produce
effective clotting fotors for the treatment of hasmophilia which were free from that
risk.

What was known aboui the hepatitis infection knows as noo-A son-B hepatitis?
The existence of a further hepatitis viras was proposed in the mid seventics after it
was shown that there were cases of post-transfusion hepatitis not caused by enther of
the hepatitis A or hepatitis B vituses. The filness was called “post transfusion non-A,
non-1 hepatitis”. s diagoosis required that both hepatitis A and hepatitis B were
excluded as causes.

Hepatitis C was ondy identified following major advances o moleculsr biological
fechniques. At the time of its identilcation. the virus could not otherwise be detected,
vistalised or grown in cell culture. It has since been shown that hepatitis C s the
cansative agent in the majority of cases of post-transfusion non-A, non-B hepatitis.

Was human plasma from paid US donnrs waed for haemophiliaes ip the TTRY

Bilood products, including plasma, from paid US donors were used in the UKL [These
blovd donations are made a5 sate as current technolopy allows]

in order to make products successfuily, the pooling of donated plasma donations was
veguired. This s still the case, and pool size while 3t has reduced over time, remains
in the thousands. Regardless of the manufaciurer or the plasma used, all products
were potentially comtaninated with the Hepatitis € virag, a8 8 result of the need for
pooiing and the prevalence of the virus in blood donor populations smund the waorld,
Thas was a universal problem in countries with well developed haemophilia services.

ook

Clindciany knew about the risks?

i the 19707s and early 1980°s elinictans knew about the risks of oon A and nen B
hepatitis (MANBH) However, the prevailing opinion at the time was that NANBH
caused o mild and often asyraptomatic liness. The more serious conseguences of
hepantis C, which may take 20-30 vears 1o develop, only became apparent after full
characterisation of the virus in 1989 and the development of tests for its recognition.

Were patients informed about the risks?
We are it gware of any evidence that clinicians delibrrately misled patients abput

the risks of clotiing factors. The seriousness of hepatitis O was not fully appreciated
until at least the mid 198074 and this is possibly why cliniclans might not have
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~

entphasived # ag a risk {actor, bearing in mind the beneficial ipact of clotting factors
on the quality of patients fives,

Whoen was hest treatment introduced?

In the 19805 heat trestments were developed o inactivate HIV which wasg also
ransmmitted by Mood and Blood products, HEY was however much more sensitive (o
Boat than hepaitis C and whade carly heat freatment pot rid of HIV, we now know that
hepatitis C was stil] inadvertently transmitted through blood products. From the mid
19803 a range of heat freatments were developed that ehiminated both HIV and
hepatitis €.

iy

When did a test for bepatitis € become available?

The test used to deteet Hepatitis C was introduced in the UK in September 1991, The
development and introduction of this test marked 2 major advance in microbiological
techoology and could not bave been tmplemented before this tme.

Why did vou not implement a test sooner?

Hepatitis € was not fully characterised until! 1989, Tt was after this period that the
C100-5 antibody test bocame avatlable. This produced a high number of falsc-
positive and negative results. Seresrdag of blood denations for hepatitis 0 viras
commenced in September 1991 when a validated test became avatlable.

When was a test for sereening blood for HIV introduced?

1983

What is Facter VHI?

Factor VI s used in order 1o produce a firm clot and stop the bleeding,

IF PRESSED: How many hacmophiliacs have been tnfected with Hepatitis ( and
HIY through bloed producis?

We estimate that 1240 people with haemophilia were infected with HIV and around
3000 with hepatitis C beforg viral inactivation of hlood preducts hegan in the mid
1980s,

{F PRESSED: Data is not collected on the number of haerpophilia patients infected
with hepatitis C through blood wnd Mood producds and who have sinee died,

How many have died?

Around 866 patients with HIV have disd, Must of those with HIV are Tikely to be co-
infected with hepatitis. C.

1a
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What is BPL

The Bio Products Laboratory (B3PL) 15 part of NHS Blood and Transplant. Ttisa
factory producing manutactured hurnan plasma derivatives (eg immunoglobuling and
clatting factors) for the NHS. Since the introduction of the NHS lnternal markel It
has operated on a commercial basis competing directly with a handful of mator
multinationals for its share of the NHS muadet

BPL colicctions

UK plasma was provided to BPL from the Mational Blood Centres, previowsdy the
Regional Transtusion Centres (R1TC), Bach donation had « bar code identifving the
blood collection cendre it was sent from. BPL was not provided with donor
information and therefore has ne way of tracing these donars, The donor information

wwfwens hedd by the National Blood Services (INBR/RTO)L

WITN5427007_0017



HEPATITIS C EX-GRATIA PAYMENT SCHEME

What is the Government doing to compensate people who have contracted |
hepatitis © through bood products or blood transfusion?

Anex gratia pavment scheme (known as the Skipton Fuad) was set up in 2004 for
poople inadvertently infected with hepatitis C a3 a result of NHS treatment with blood
ar Blood products.

Every person in the UK who was alive on the 2% Augast 2003 and whose hepatitis C
mi}sc{ii‘m 15 Tound 1o be attribatable to NHS vestment with blood or bleod products

efore September 1991 is cligible for the payment. There are two levels of payment,
.L.”’ e s p@i}ab e to patients infected with hep C before September 19910 An additional
£23k will be paid i the clainant has developed circhosis, Hver cancer or if they
require & liver transplant,

The pavments are too small

The scheme sirikes the right balance and ensures that we arg able 1o make payvments
while not adversely alfecting the rest of the health service, They are iy and
reasonable and we bope that they will help to alleviate some of the problems
expericnced by people who have been affected.

Why does the Scheme exclude widows and dependents?

The underlying principle of the Skipten Fund payments is that they should be targeted
e help alleviate the suffering of people living with inadvertent hepatitis C infection.

The Government has great sympathy for the pain and imrdshm sutTered by the
widows of those inadvertently infected with hepatits C, but the fund 15 not designed
to compensate for beveavement. This is a fair and reasonable approach, bearing in
nungd that there is limited funding available.

Disparity with Macfarlane/Eileen Trust pavments

The Skipton Fund, unlike the Macfarlane and Eileen Trusts, is not o charitable trost.
has been designed 1o make hump sum, ex gratia pavments on wmp&wumi@ grounds
and witl not be makisg follow up or day w day payments, T i the hump sums
are comparable o tose made by the Maclarlane and Eileen

The Skipton Fund is distingt and has not been desigoed to compensate for
bereavement,

Digparity with Canadian scheme

It is important (0 make a distinetion here. The awards being made in Cangda follow
class action brought against the Canadian Government. A settlement agreement was
reached with the federal government, and as such the pavment structure was based on
claims for punitive damages. The compensation fromy the federal government ig
fimited 1o those infecred between 1986 and 1490,
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Subsequent guiries found that wrongful practices had been emploved, and eriminal
charges were made agawst arganisations inclading the Red Cross Soctety, who were
responsible for screening blood in Uanada of the time, We do not acknowledge any
such wrongful doing in England, so it is unfiir to compare the two schemes.

Comparison with Irish scheme

The Irish Government set up thew hepatitis C compensation scheme following
evidence of negligence hy the lrish Blood Transfusion Service,

A fudicial inguiry, the Finlay report, found that "wrongfid sots were comanitied”, It is
important to stress that the blood services in the UK have not been found to be
similarly at fault. Compensation is therefore being given in very different, specific
clroumstances in Irelond that do not apply in the UKL

i9
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BECOMBINANT ROLL-OUT

Will you confirm funding for recombinant treatment from next vear?
Officials at the Department of Health have been closely monitoring the
implementation of this programme over the past 2 years. The Government remains

eomnitted to this progrmmme and we are currently considering opticns for future
funding of this important treatment,

24

WITN5427007_0020



HEPATITIS C ACTION PLAN FOR ENGLAND

Why isn’t the Government dﬂin;; more o tackle hepatitis £
We recognise the importance of hepatitis C as a public health issue, as highlighted in
the Chiet Medical Officer’s infectious disease strategy, Getiing Abead of the Curve,
and the need for effective prevention, testing and treatment,

national framework for action 1o tackie hepatitis C

ngland. In addidon, alongside ungprecedentad

This is why we have set a clear
the Hepatitis £ Action Plan for
mereases in NHS funding, we have provided central support f Re\, aspects of
implomentation of the Hepatitis O Action Plan for England, such as raising awareness
of hepatitis € and improving epidamiciogical surveillance,

i

How is implementation being monitored?

Responsibility for implementation al the Tocal level 15 the responsibility of Primary
Care Trusts and thelr local partners. They are best placed 1o assess what i3 needed in
thelr arcas, We have ashed Strategin Health Authorities to ensure thet loeal
azmnwmmms are in place to provide appropriate services. On a national Ec:w’ the

{ealth Protection Apency will be tracking the impact of some aspects of the Action
Picm through epidemiciogieal surveillancs,

Why hasn’f the Gevernment provided ring-Tenced funding for xm;ﬂemmmnun aof
the Hepatitis C Action Plan for England?

There have been unprecedented increases NHS finding in recent vears, most of which
has been devolved 1o the Jocal level, s the planning and provision of oeal services is

best determined by Ioosd NHS organisations.

What is the Government deing fo raise awareness of hepatitis 7

Raising health care professional and public awareness of hepatitis C 15 a key factor in
improving prevention, diagnosis and treatrpent. This is why we are funding ongoing
health care professional and public awareness campaigns, Local awareness- -THISING OB
the back of the DH campaign will be crucial,

The awareness campaign, launched in 2004, has s far included:

¢ the launch of a hepatitis C laformation pack that has
practice nurses - this includes guidanve on msting fo

e apew NHS hepatitis O awareness website;

¢ o pew national hepatitis C freephons information Hi

#  features in health care professional journals, reglonal/national nowspapers and
comswyner II’E([%G.KUR&. »

*  advertorials in consumer magazing,

s web based advertising on Friends Reunited;
provision of a hepantis C briefing pack for modia agony suntz, doctors and the
Cratld of Health Writers;

® Ay innovative p hnnmr:f;phy exhibition of portraits of people with hepatitis C
that was launched in Letcester Square in March 2003 and 13 towing regional

gong to gll GPs and
hepatitis G

3
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cities using local patient case studies - Nottingham, Brighton, Bris
Newceastle, Plymouth, Rirmingham, Sheffield and Leeds visited so far. Several
more citics 1o be visited in 2008;
= A health promotion resource for young offenders - 2 CD that combines music
with messages about hepatitis U and other blood-borne viruses — was launched
11 Movember 2005,

Shouhin’f the awareness campaign be mere high-profile?

We are keeping the nature and scale of the awareness campaign under review. We
will consider the need to strengthen i, i necessary, 1 s encouraging that the
awareness campaign appear Lo be Ecaejmg o increased dlagnosis of hepatitis €,
wihich is one of its key aims,

Why aren’t we treating more patients with hepatitis € ax some other European
countries appear to he doing?

There may be a variety of reasons for differences in the apparent nombers of patients
trested in this country compared to other party of Burope, such 2s a higher hepatitis C
prevalense in those couniries and better professional and poblic aware

55, Une of the
atms of the Hepatitis C Action Plan for England 15 0 Increase pf{aﬁf:m»;‘ar’ai and public
awareness so that undiagnosed i'ni‘z:e;;‘ii;;xw‘»; are reduced and those infected referred for
specialist aseessment and treatroent, if indicated.

WNICE has issued guidance to the MNHS on interferon alfs {(pegyvlated and non-
pegyiated) and ribavirin for the treatiment of chronie bepatitis C in January 2004, The
NHS has a statutory obligation to provide NIC Eereoommended treatments, and
funding for this is included in allocations to Primary Care Trusts,

What is being done tv provent hepatitis 1 infection in injecting drug users?

The Hepatitis C Action Plan for England highdights the need for intensifisd action to
provent pow ifections in injecting &ru;,, users, This s why we have funded the
Mational Treatmoent Agency for (NTAY to carry oul a natinnal andit
of peedle exchange schemes, which w ;Ii be used (o inform future provision and
monitaring. n 2006/2007, the NTA and Health Care Commission are planning to
carry out a "Nationad Improvement Review” of harm reduction services for injecting
drugs user against established quality criteria,

In 2003/2006, it is estimated that over £300m will be spent on drug trestment. Al
Drug Action Teams will get Turther substantial increases n thedr allocations betwee
2006 and 2008, The oxtra fmding in the last fow vears bag led 10 record numbers of
drog users engaging in treatment and av inerease in the numbers successfully
completing treatment. This i good news, as there is clearly a link between petting
peaple into treatment and reducing the risk of blood-borne virus transmission.

2
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What about lnjecting drug use in prisons?

There are several initigtives underway in prisons o reduce the risk of hepatiits €
transmission frow injecting drug use, including guideli ;

aies on the elinical man
of drug users in prisons; the introduction of disinfecting tablets for the cleansing of
mjecting equipment for prisoners who continue {o inject drugs iHicitly whilst in
prison; and fror April 2006, Prison Health will introduce a nationad grogramme of
improved assessment and management of substance misusers o that treatmoent i3
hased on need, including acvess to necds-based treatment, such as subsiitution
DIORIAIINCS,

What is being doing o increase diagnosis of hepatitis 7

We have issued the NHS with clear guidance on hepatitis C testing, backed up by an
awareness campatgn for health carve professionals and the public, including @ new
NHS hepatitis C awareness website and a national hepatitis C freephone information
ling.

How will vou monitor progress on increasing hepatitis O diagnosis?

We have set & national outeonse indicator of the total number of laboratory diagnoses
of hepatitis C reporied to the Health Protection Agency - we would expect to sce this
pumber Creasing over coming ve

warg as more people are tested. 1t is encovraging that
the awareness campaign appears W be leading 1o increased disgnosis of hepatitis €,
which is one of its key alms,

Why don’t we have universal screening for hepatitis {7

We ave a relatively low prevalence country for hepatitis £ and universal screening is
not justified. The main “at risk” groups are current and past injecting drug users.

Why don’t we have universal antenatal sereening for hepatitis C7

The Government's Advisory Group on Hepatitis and the Nattonal Screening
Committee di not currently recommend routine sntenatal sereening for hepatitis C as,
unlike HIV or hepatitis B, there are no well-proven or safe means of reducing the rigk
of transmission of hepatitis © from mother to baby, and there are currently no drag
therapies lcensed for treating children. This is 1

ing with US guidelines, those of the
Weorld Health Qrganisaiton and a consensus statement produced by the Furopean
Association for the Study of the Liver.
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TRANSME

REON OF »CID THROUGH BLOOD AND BLOOD PRODUCTS
Axe blood products safe?

The salety of blood and blood products used in the NHS i3 of paramount importance.
Every reasonable step has been token o minimise any visks. The UK hus an
exceptionally good wack record of blood safety. The current ligh level of salety are
achieved by screening out potential high risk donors and further testing every undt of
donated blood for the presence of infections.

What are vou doing fo wminiouse the risk of vOID?

Since the theoretical possibifity of transmission of vCIIY by bloed and bloed products
was first constdered, s range of precagtionary measures have heen introduced o
minimizse the visk to vOID transmission:

“Fromm December 1997, hlood components, plasma products or tissues obtained from
any individual who later develops vOIE, have been withdrawn/recalled.

o Fuly 1998, we anonounced that plasma lor the manufaciure of blood products, such
ay clotting factors, would be obtained from nen-UK sources.

-From November 1999, white blood cells (which may carry g significant visk of
transmitting vICID have been removed from gl blood used for transfusion.

I August 2002 we announced that fresh frozen plasma for treating babies and voung
children bor on or after T January 1996 would be obtained from the USA. In July
2005, this was later extended w all children up 1o the age of 16,

- Sipce April 2004 mdividuals who have had a tragsfusion of whole blood
components since January 1980 are excluded from donating blood. This bas been
extended to include apheresis donors and donors who are unsure if they had

previcusly had a blood transfusion (August 2004y

In 2004 vou underinok an exercise to notity recipienis of bleod products about
the results of a risk assessment exercise carried out by the Health Protection
Ageney (HPA) Do you know how many paticnts arve at risk 7

In Beptember 2004, the HPA conducted a pationt netification exercise about the
possible trarsmission of vOID through bleod prodocts. The CID Incidents Panel
made recommendations to the Department based on a risk assessment carried out by
Det Morske Veritas Consulting, The risk assessment was considerad by the
Spongiform Encephalopathy Advisory Committee, the Advisory Cornmittee on the
Microbiological Safety of Blood and Tissues for Transplamtation, and the Committes
Medicinesy., Selected groups of patients, which included baemophilia
k assessment exercise for bload

on Safety of
paticnts, were nodified about the results of this rig
products,
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In developing this patient notification strategy, our key consideration was the patients
themselves, The HPA worked closely with pationt representatives and clinicians to
ensure as far as possible the best support for patients. However, i is very uncertain
whether any recipionts of plasma produets could have become infected with vCID viz
this route,

The exercise to collect information on the number of haemophilia patients considered
to be at risk of exposure 1o plasma products which mav be implicated with vOJID js
op-going, This is o compley exsrcise aod will be some Gme belore the United
Kingdom Hacmephilia Centre Doctors” Orgamisation can provide this data

ne
¥

WITN5427007_0025



